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/”/ COMPOSITION: Each tablet contains: KEEP OUT OF REACH OF CHILDREN.
Tiaprofenicacid .......... 300 mg CAREFULLY READ THE INSTRUCTIONS
Excipients g.s for one tablet. BEFORE USE.

INDICATIONS, CONTRA-INDICATIONS, DOSAGE s / isa No.: XX-XXXXX-XX
AND OTHER INFORMATION:

See enclosed leaflet. Manufacturer:
STORE BELOW 30°C, PROTECT FROM MOISTURE IMEXPHARM CORPORATION
AND LIGHT. No. 4, 30/4 street, ward 1, Cao Lanh city,
SPECIFICATION: Manufacturer's Dong Thap pr;avince, Vietnam.
-WH "\/ () IMEXPHARM
GMP - WHO Lo EXP

m Prescription only medicine

SUNIGAM 300

Tiaprofenic acid 300 mg Tablet

Box of 3 blisters x 10 tablets
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DAN SU DUNG: (Ngi dung gom 06 trang)

@
{ GAM® 300

VIEN NEN

Doc ky hwéng dan sir dung trwée khi dung.
Dé xa tam tay tré em.
Thuéc nay chi ding theo don thudc.

THANH PHAN CONG THUC THUOC:

MJi vién nén chira:

Thanh phan dwpc chit: Acid tiaprofenic 300 mg.

Thanh phan td dwge: Tinh bot bap, Cellulose vi tinh thé, Lycatab PGS, Natri sfarch glycolat, Natri
lauryl sulfat, Magnesi stearat, Colloidal anhydrous silica.

DANG BAO CHE:

Vién nén.

Vién nén tron, mau trang, hai mét tron, canh va thanh vién nguyén ven

CHI PINH:

Thudc duge diing cho ngudi 16n va tré em trén 30 kg dé giam dau va viém trong céc truong hop

sau:

- Réi loan co xwong va khép nhu: viém khép dang thip, viém xuong khép, thodi héa ddt séng
ctng khép, viém cot séng dinh khép.

- Réi loan quanh khdp nhu: viém xo, viém bao hoat dich.

- Viém mom 10i cau va viém cac mé mém khac, bong gin va cang co.

- Pau thit lung, dau va viém sau phau thut.

- Céc tén throng md mém khéc.

LIEU DUNG - CACH DUNG:

Liéu ding:

- Nguoi I6m: liéu thuong dung 300 mg/lan, 2 lan/ngay.

- Tré em trén 30 kg: udng 300 mg/ngay.

- Nguoi gia: dung thudc than trong cho nhirng bénh nhan 16n tudi vi nguy co cao xay ra nhitng tic
dung khong mong muén. Can dung lidu thip nhit c6 hiéu qua trong thoi gian ngén nhit va phai
theo d&i thuong xuyén tinh trang chay mau dudng tiéu hoa khi bat dau diéu tri véi NSAID.

Cach dung:

- Ubng thudc v6i nhiéu nude, co thé udng trong hodc sau bira an va chia thanh 2 - 3 lin trong
ngay.

- Nén diéu tri trong thdi gian ngdn nhét véi lidu thip nhat c6 hiéu qua dé giam thiéu tac dung
khéng mong muén do ding thudc.

Mt s8 luu v dic biét vé xir Iy thudc triée va sau khi sir dung thude:

Khong c6 yéu cau dic biét vé xir ly thudc sau khi stir dung.
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T PINH:

véi acid tiaprofenic hodc bat ky thanh phan nao cia thudc.

- ?}. cd tién sur di tng (hen phé quan, viém mii, phi mach, néi mé day) véi céc thudc

buprofen, aspirin va cac thudc chdng viém khéng steroid khéc.

Ngtfbi loét da day, ta trang tién trién hay ¢4 tién st xut huyét tiéu héa lién quan dén viéc dung
thuéc NSAID trude do.

Ngudi bi suy tim t mau, suy thdn ning hodc suy gan ning.

Nguoi bénh ¢6 triéu chitng hoic dang bi bénh vé bang quang, tién liét tuyén.

Ngudi ¢6 tién st réi loan duong tiét niéu tai phat.

Phu nir mang thai.

Tré em dudi 30 kg.

CANH BAO VA THAN TRONG KHI DUNG THUOC:

T4c dung khong mong mudn c6 thé dugc giam thiéu bang cach st dung liéu thap nhét c6 hiéu
qua trong thdi gian ngdn nhat dé kiém soat cac triéu chimng. Bénh nhan dugc diéu tri bing
NSAID lau dai phai dugc theo ddi chit ché cac tac dung phu.
Acid tiaprofenic nén dugc su dung than trong cho cac ddi tugng sauy

+ Bénh nhan suy than man tinh. ‘\\\/

+ Bénh nhan tang huyét ap dong mach va/ hoac suy tim.

+ Nguoi 16n tudi.

+ Bénh nhan c6 tién sir suy gan.
Thén trong khi dung thudc cho bénh nhan dang bi hodc ¢ tién sir hen phé quan lién quan dén
NSAID.
Acid tiaprofenic c6 thé gay gitr mudi va nude dan dén phu né. Khi diéu tri véi acid tiaprofenic,
nén theo ddi can than lwgng nude tiéu va chirc ning thin & nhitng bénh nhan c6 tién st tang
huyét ap, suy tim, xo gan, hoi chimg than hu va ¢ nhitng bénh nhan ding thudc loi tiéu.
Triéu chimg duong tiét niéu va viém bang quang di dugc bdo cdo khi diéu tri bang acid
tiaprofenic va cdc NSAID khac. Acid tiaprofenic ¢ xu hudng gay viém bang quang cao hon céc
NSAID khéc. Néu céc triéu chung tiét niéu nhu khé tiéu, tidu dém hodc tiéu ra mau xay ra, can
ngimg acid tiaprofenic ngay lap tirc va tién hanh phan tich nude tidu. Trude khi bat diu diéu tri
bang acid tiaprofenic, bénh nhan nén théng béo cho bac si vé céc tridu ching tiét niéu.
Xuat huyét tiéu hoa, loét hodc thing da day, c6 thé gay tir vong, da dugc bdo cdo vai tAt ca cac
NSAID c6 hoic khong c6 céc tridu chimg canh bdo hodc cd tién st bénh duwdng tiéu héa nghiém
trong.
Nguy co xuét huyét tiéu hoa, loét hoac thung da day ti 1€ thuan véi viée ting liéu NSAID &
nhitng bénh nhan c6 tién sir loét va ngudi gia. Nhirng bénh nhan nay nén duoc bit dau diéu tri
v6i liéu thip nhat cé hiéu qua va két hop diéu tri véi thude bao vé dudng tiéu héa (nhu
misoprostol hodc thudc trc ché bom proton). Bénh nhan cé tién str nhiém doc dudng tiéu héa can
thong béo cho béc si vé bt ky triéu chitng dudng tiéu héa bét thuong dac biét trong giai doan
dau cua ché o diéu tri.
Thén trong khi phdi hop diéu tri acid tiaprofenic véi cac thudc cé thé 1am ting nguy co loét hodc
chay mau, nhu corticosteroid duong udng, thuc chdng déng mau nhw warfarin, thudc e ché
chon loc serotonin hoac thude chéng Kkét tap tiéu cau nhu aspirin.
Céc phan tng da nghiém trong nhu viém da tréc vay, hdi chirng Stevens-Johnson, hoai tir biéu
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‘ ’Fﬂfh ti ’h‘ijl ddc da duge bio cdo khi dung thude NSAID, tuy rat hiém. Néu thiy xuét hién cdc triéu
] v nhu phat ban da, ton thwong niém mac, hoic bit cir ddu hiéu qui min nao can ngung
g acid tiaprofenic ngay.
- Viéc st dung acid tiaprofenic cé thé lam giam kha ning sinh san & phu nit va khéng dugc
khuyén céo ding cho phu nit dang c6 y dinh mang thai hozc nhitng ngudi dang diéu tri vo sinh.
- C¢ kha ndng di ing chéo giira aspirin vA NSAID khac (bao gdm acid tiaprofenic). Nhitng phan
ting gia di ing nhu phét ban, ndi mé day, phit mach, phii thanh quén, co thit phé quan va séc.
Bénh nhan hen suyén, polyp miii hodc ndi mé day man tinh c6 nguy co phan tng gia di tng cao.
Do d6, khong dugc dung acid tiaprofenic cho nhitng ddi twong nay.
- Céac NSAID c6 thé gay tré ngai chirc nang tiéu ciu, nén can ding thudc than trong & nhitng bénh
nhén bj xut huyét ndo va chay mau ndi tang.

- Diéu tri véi NSAID c6 thé giy giam phu thudc lidu tao thanh prostaglandin va gdy suy than.
Nhitng ngudi c6 suy giam chirc ning than, suy tim, réi loan chirc ning gan, dang diing thudc loi
tiéu va ngudi gia cé nguy co cao mic phai nhimng phan tmg nay. Do d6, cn theo ddi chitc ning
than khi duing NSAID cho nhiing bénh nhan nay.

- Can gidm sat chit ché khi ding NSAID cho nhitng bénh nhén c6 tién st ting huyét ép, suy tim
sung huyét nhe dén trung binh vi NSAID gy giit nude va phil. Bénh nhén ting huyét ap khong
kiém soat, suy tim sung huyét, bénh thiéu méau co tim, bénh dong mach ngoai bié€n, bénh mach
méu no chi nén diéu tri vdi acid tiaprofenic sau khi d xem xét can than.

- O nhitng bénh nhan bi lupus ban d6 hé thong (SLE) va rdi loan mé lién két hdn hop c6 thé tang
nguy co viém mang nio vo khuan khi ding NSAID.

- Nguy co huyét khéi tim mach:

Céc thude chéng viém khong steroid (NSAIDs), khong phai/aspirin, ding dudng toan than, ¢6
thé lam ting nguy co xudt hién bién ¢ huyét khéi tim mech, bao gdm ca nhéi mau co tim va
dot quy, c6 thé din dén tir vong. Nguy co nay c6 thé xuit hién sém trong vai tudn du ding
thudc va c6 thé ting 1én theo thdi gian ding thudc. Nguy co huyét khdi tim mach dwoc ghi
nhén chu yéu & lidu cao.
Béc si can dénh gia dinh ky su xuét hién cua cac bién cd tim mach, ngay ca khi bénh nhan
khong c6 céc triéu chimg tim mach trude d6. Bénh nhan can duoc canh bo vé cac tridu ching
ctia bién cd tim mach nghiém trong va cin tham kham bac si ngay khi xuét hién céc triéu
ching nay.
Dé giam thiéu nguy co xudt hién bién cd bat loi, can sir dung Sunigam & lidu hang ngay thép
nhit c¢6 hiéu qua trong thoi gian ngin nhit c6 thé.

SU DUNG THUOC CHO PHU NU' CO THAI VA CHO CON BU:

Sir dung thubc cho phu nir co thai:

Acid tiaprofenic qua dugc nhau thai. Nhitng bét thudng bim sinh da duge bao céo khi diéu tri bing
NSAID & ngudi, tuy tin sd thap va khong rd rét. Vi vy, Sunigam khong nén sir dung cho phu nit
mang thai.

Sir dung thudc cho phu nir cho con bu:

Acid tiaprofenic hién dién trong sita me véi ndng do thip (khoang 0,2% lidu dung). Vi vy, can
than trong khi ding Sunigam cho ddi trong nay va dé dam bao an toan cho tré bt me, can cén nhéc
gitra viéc ngimg dung thudc & ngudi me hodc ngimg cho con bi.

Trang 3/6




=

!/"

7
%

/ n/ CONG T

/

o 5/‘3—3—8 dg 5

A£X /.—\

AN

/\
\o\
CP DUQC PHAM | ° |

G CUA THUOC LEN KHA NANG LAI XE VA VAN HANH MAY MOC:

6 thé gay chéng mat, nhirc dau, 4o giac, budn ngi. Vi vy, can thin trong khi str dung thude
d01 tugng l4i tau xe va van hanh may madc.

TUONG TAC, TUONG KY CUA THUOC:
Twong tic ciia thude:

Heparin, cdc thuéc ha diong huyét va thuéc loi tiéu: do acid tiaprofenic lién két cao véi protein
huyét twrong nén tranh diing dong thoi véi céc thude khéc cling ¢6 kha ning gin két véi protein
huyét trong nhur heparin. Can diéu chinh lidu cac thudc ha dudng huyét, phenytoin va thudc loi
tiéu khi phdi hop vdi acid tiaprofenic.

Thuéc chong dong mdu va chong két tdp tiéu cau: khong ding ddng thdi Sunigam vdi cac thude
chdng dong mau (heparin, warfarin), thuc chéng két tdp tiéu cdu (aspirin, ticlopidin,
clopidogrel) do lam ting nguy co xuét huyét. Néu bit budc phai ding két hop cac thude nay, cin
theo doi chat ché tinh trang dong mau cia bénh nhan.

Cdc thuéc giam dau irc ché chon loc COX 2: tranh két hop Sunigam véi cac thudc re ché chon
loc COX 2 vi ting nguy co tac dung phu trén duong tiéu hoa.

Corticosteroid: than trong khi phdi hop Sunigam véi corticostetoid do ting nguy co loét hodc
chay mdu da day.

Glycosid tim va sulphonamid: cin thin trong khi dung Sumigam véi glycosid tim hodc
sulphonamid vi thudc c6 thé 1am tram trong thém tinh trang suy tim, giam GFR va ting ndng do
glycosid tim trong huyét trong.

Methotrexat: sir dung ddng thoi Sunigam véi methotrexat ¢ thé 1am giam thai trir methotrexat.
Do d6, nén tranh diing methotrexat liéu cao va sir dung than trong v6i methotrexat liéu thap.
Lithium: acid tiaprofenic 1am ting nguy co ngd doc lithium do thude lam giam dao thai lithium.
Mifepriston: aspirin va cac NSAID khac khong nén str dung it nhit 8-12 ngay sau khi ding
mifepriston vi thuéc NSAID c6 thé 1am giam hiéu hrc mifepriston.

Thuédc loi tiéu: than trong khi ding Sunigam véi thudce loi tiéu vi acid tiaprofenic vira 1am giam
kha ning loi tiéu vira giam hiéu qua ha ap va ting nguy co suy than, ting kali méu. Ngoai ra,
thude loi tiéu c6 thé 1am ting nguy co ddc tinh trén than cia NSAID.

Tacrolimus: ting nguy co nhiém doc than khi NSAID dugc ding két hop vdi tacrolimus.
Zidovudin: tang nguy co ddc tinh trén mau khi NSAID dung chung véi zidovudin.

Thuéc trc ché men chuyén hodc thuéc chen thu thé angiotensin II: cin than trong khi dung
Sunigam vdi cac thude trc ché ACE hoic chen thu thé angiotensin II vi nguy co ton hai dén
chirc ning than, bao gdm suy than cip & nhitng bénh nhan ¢ chirc ning than suy giam (nhu
bénh nhan bi mit nude hodc ngudi cao tudi).

Thudc irc ché téi hap thu chon loc serotonin (SSRIs): than trong khi phdi hop Sunigam véi
thudc SSRIs vi acid tiaprofenic ¢6 thé lam tang nguy co xuat huyét tiéu hoa.

Ciclosporin: nguy co nhiém ddc than c6 thé tang 1én néu NSAID dung chung véi ciclosporin.
Khdng sinh quinolon: dit liéu nghién ctru trén dong vat cho thdy NSAID cé thé lam tang nguy co
co giat khi két hop véi khéng sinh quinolon.

Aminoglycosid hodc probenecid: than trong khi dung ddng thoi Sunigam véi aminoglycosid
hodc probenecid.

Aminoglycosid tuong tac vdi NSAID gay giam chirc nang than ¢ nhitng ngu6i nhay cam, giam
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/ aminoglycosid va nc“mg do trong huyét twong tang 1én.
cid twong tdc véi NSAID lam giam sy chuyén hoéa va thai trir cdc NSAID va céc chat

fro’ng ky ciia thudc:

Do khéng c6 céc nghién ciru vé tinh trong ky cua thude, khong tron 14n thudc nay véi cac thude

khac.

TAC DUNG KHONG MONG MUON CUA THUOC:

- Puwong tiéu héa: gém cdc tricu chirng nhu kho tiéu, budn ndn, ndn, dau bung/ dau bung trén,
tiéu phan den, nén ra mau, chan in, ¢ néng, roi loan duwdng rudt (dy hoi, tiéu chay, tdo bon),
viém da day, viém loét miéng, dot cép cua viém dai trang va bénh Crohn. Viém tuy da duoc bao
céo, tuy rat hiém.

Di ¢6 bdo cdo vé cac truong hop loét da day ta trang, xuat huyét tiéu hod tiém tang hodc tién
trién, dic biétla & nguoi gia va cd thé dan dén tr vong.

- Da va md dwéi da: phit ban, ndi mé day, ngira, ban xuat huyét, rung téc, hdng ban da dang va
viém da bong nudce (hdi ching Stevens-Johnson hodc hoai tir biéy bi nhiém ddc), phan g nhay
cam anh sang.

- Heé thong mién dich: phan trng qua man d3 dugc bao cdo sau khi diéu tri v6i thude NSAID. Céc
phan g di img khong dic hiéu, bénh hen suyén, dic bietN% & cac ddi tugng di ung vdi aspirin
va cac NSAID khac, co thit phé quan, kho thd, phu mach, sbc phan vé cling da dugc bdo céo.

- Ma4u va hé bach huyét: giam tiéu clu, kéo dai thoi gian chay méu, thiéu mau do xudt huyét.

- Tién dinh dc tai: chdéng mit, hoa mit, U tai va budn ngu.

- He than kinh trung wong: nhirc dau.

- DPudng tiét niéu: dau hoic viém bang quang, tiéu kho, tiéu rat, tiéu ra mau, giir nudc va mudi,
viém than k&, hdi chirng than hu, suy than.

- Gan - mit: viém gan, vang da.

Céc téc dung phu di duge bdo cédo nhung khong cu thé véi acid tiaprofenic 1a:

- Heé than Kkinh thi gidc: viém déy than kinh thi gidc, rdi loan thi gidc.

- Co xwong va md lién két: di cam.

- Thin kinh: trAm cam, 14 14n, 40 giac. Cac bao cao cua bénh viém mang nio vo khuan (dac biét
12 & nhitng bénh nhén c6 réi loan hé théng tw mién nhur lupus ban do hé thong, bénh mé lién két
hdn hop), véi céc tridu chitng nhu cing b, nhttc diu, budn ndn, non, sot hodc mat phuong
hudng.

- Toan than: mét moi, kho chiu.

- Mau va hé bach huyét: giam bach cau trung tinh, mat bach cau hat, thiéu mau bat san, thiéu
méu tan huyét.

- Tim mach: phi né, cao huyét ap, suy tim, nguy co huyét khoi tim mach (xem thém phan Canh
bdo va than trong khi diing thudc).

Théng b4o ngay cho bic sy hodc duge sy nhirng phan {rng c6 hai gap phai khi sir dung thudc.

QUA LIEU VA CACH XU TRi:

Qui lieu:

Cac triéu ching khi qua liéu acid tiaprofenic bao gdm: dau dau, budn ndn, nén, dau thuong vi, xuét

huyét tiéu hoa, tidu chay, mat phuong hudng, kich thich, hén mé, budn ng, chéng mat, U tai, ngat
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pzﬁ 1rﬁfth0ang co giat. Trong trudng hop ngd ddc cap tinh, c6 thé dan dén suy than va ton thuong
1/ Q /

tﬁ%f;fhﬁ yéu 1a diéu trj triéu chung.

- Bénh nhan phai dugc theo dbi it nhat bon gid sau khi udng lidu doc.

- R}’Ia da day hoic dung than hoat & ngan chan sw hip thu thudc trong vong mot gid sau khi ung
liéu doc.

- Theo ddi chit ché churc nang than va gan.

- Néu ¢ co giat thuong xuyén hoic kéo dai nén diéu tri bﬁng cach tiém tinh mach diazepam va
dung cac bién phap diéu tri hd tro khac tuy thudc vao tinh trang lam sang ctia bénh nhan.

PAC TINH DUQC LUC HQC:

- Nhém duoc ly: khang viém Non-steroid.

-Ma ATC: MO1AE11.

Acid tiaprofenic 1a din xuAt cta acid propionic, thuc nhém thudc chéng viém khéng steroid

(NSAID).

Acid tiaprofenic ngin chin qué trinh sinh tong hop cua protaglandin va 1a chat d6i khang khong

chon loc cua bradykinin, prostaglandin E2, serotonin, histamin, va acetylcholin. Do dd, acid

tiaprofenic ¢é tac dung giam dau, ha st va chdng viém.
PAC TINH DUQC PONG HOQC:

- Acid tiaprofenic dwgc hap thu qua dudng tiéu héa va dat ndng do dinh trong vong 1,5 gid sau
khi udng. Ty 18 thuc gin vdi protein huyét twong cao, khoang 98%. Acid tiaprofenic va cdc
chit chuyén héa ctia né dugc thai trir qua nude tiéu dudi dang cac acyl glucuronide, mot phan
nhé duge bai tiét qua mat. Thoi gian ban thai cia acid tiaprofenic ngin, khoang 2 gio.

- Acid tiaprofenic c¢6 thé qua dugc nhau thai va phan bé vao sita me voi mot lugng nho.

QUY CACH PONG GOI:

Hop 03 vi x 10 vién nén. fﬂ_”\'x,
PIEU KIEN BAO QUAN: V7~
Duéi 30°C, trdnh 4m va anh sang. ff 2\

HAN DUNG: \ :

24 thang ké tir ngay san xuét. \ Q2

TIEU CHUAN CHAT LUQNG CUA THUOC: ™

. ' TUQ CUC TR
Tiéu chuan: TCCS. P. TRUC)NG PI?((;)NI\J(9
() Co'sé sinxudt: ¥ yin Tl %‘,ﬂ
<% > CONG TY CO PHAN DUQC PHAM IMEXPHARM

MEXPHARM $6 04, dutmg 30/4, phudng 1, TP. Cao Lanh, Dong Thap, Viét Nam
| Hotline: 1800 555 535  Email: imp@imexpharm.com
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