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Pain relief - Anfi-inflammatory GMP = WHD

Paracetamol 325mg & Ibuprofen 200mg

10 blisters x 10 tablets

Thanh phéin: MBi wién nén chia:
Paracetamal.... 326mg

Chi dinh, chiing chi dnh. liéu diing, cach ding: Xem 1 hudng
dén sif dung bén trong hip.

Béo quén: Nai kh thodng, nhiét dd cudi 30°C, trdnh bnh sang.
Tiéu chufin: Nha sén xudt.

LE_ Nha sén xudt CONG TY TNHH US PHARMA USA
L& B1-10, Budng D2, KCN Tay Béac Ci Chi, TP.HCM,

£ xa 14m 1ay tré em
Dot ki hudng dén s dung trude thi ding

Giam dau - Khang viém GMP - WHO
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Paracetamol 325mg & Ibuprofen 200mg

Mﬂ Each tablet contains:
3265mg

I t ions, dosage,

Please refer to enclosed package insert,

Storage: In a dry and coal place, below 30T protect from
direct sunlight.

Speciication: Manufacturer.

u_ Manutacturer: US PHARMA USA CO., LTD
veommimuta L0t B1-10, D2 Street. Tay Bac Cu Chi | rﬁqﬁ.&g
/ 9/ /F\Q»)\

Keep out of reach of childen

Reaed 1he packige insert carafully telors we.

112 x 42mm
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K FEDIP AE[TTIC 46455 ke

Vién nén Paracetamol va Ibuprofen

325 mg
200 mg

i [P bot sdn, Talc, Polyvinyl pyrrolidon (PVP ) K30, Methyl paraben, Propyl paraben,
Av1cel 102, Aerosil, Acid stearic, Mau Tartrazin dye, Mau Erythrosin dye, Mau Sunset yellow dye.
Phén loai
FEDIP chita hoat chit Paracetamol, thuGc gidm dau ha sot tdc dong 1én hé thin kinh trung wong va
Ibuprofen, thudc khang viém khong steroid c6 tac dung gidm dau, ha s6t, chéng viém.
Chi dinh
Paracetamol 1a thudc gidm dau, ha s6t. BJMng rong réi trong diéu tri cdc chifng dau va sot tir nhe
dén vira.
Ibuprofen la thudc chong viém khong steroid (NSAIDs), st dung chdng dau va viém ti¥ nhe dén trung
binh.
FEDIP (Paracetamol/ibuprofen) dugc ding ha s&t, gidm dau tit nhe dén trung binh, cdc con dau lién
quan nhu dau nita diu, nhitc ddu, dau lung, dau bung kinh, dau ring, thp khdp va dau cd bip, viém
khdp khong nghiém trong.
Doc kj hubng dén sit dung truéc khi diong. Néu cdn biét thém théng tin, xin héi j kién bdc si.
Liéu lvgng va cdch diing
Liéu ding va thdi gian dung thudc cho titng trudng hdp cu thé theo chi dinh ciia Béc si diéu tri. Liéu
dung théng thudng nhu sau:
Ngudi 16n: 1 vién mdi 4-6 gid. Liéu t&i da khong qué 8 vién/ngay. _
Ciéch diung: Udng nguyén vién thudc sau mdi bira in. ;{Tﬁ{"H NHIEW
Chéng chi dinh : Q\US PHARN
Qud min v6i bat ky thanh phin nao clia thude oA
Ngudi bénh nhiéu 1an thi€u mdu hoidc ¢6 bénh tim, phdi, thin hodc gan.
Ngudi bénh thi€u hut Glucose - 6 - phosphat dehydrogenase. 7’
Loét da day td trang ti€n trién.
Qu4 min vdi aspirin hay v6i cdc thuGc chdng viém khong steroid khdc (hen, viém mii, néi may day
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sau khi ding aspirin).
Ngudi bénh dang dudc diéu tri bing thudc chong dong coumarin. |
Ngudi bénh bi suy tim sung huy&t, bi gidm khdi lugng tudn hoan do thudc 1¢i niéu hodc bi suy thin N

3 thdng cudi clia thai ky.

Thén trong va canh bdo diic biét khi sit dung thudc

Paracetamol:

Paracetamol tuong d6i khong ddc véi liéu diéu tri. P6i khi c6 nhitng phdn ng da gdm ban dét sin
ngifa va may day; nhitng phin ng min cdm khdc gdm phdl thanh qudn, phdt mach, va nhitng phan
ttng ki€u phan vé c6 thé it khi x3y ra. Gidm ti€u cdu, gidm bach ciu, va gidm toan thé huyét ciu da
xdy ra véi viéc st dung nhitng din chit p - aminophenol, dic biét khi ding kéo dai cédc liéu 16n.
Gidm bach cdu trung tinh va ban xuit huyé&t gidm ti€u cau da xay ra khi ding paracetamol. Hi€m gip
mat bach ciu hat & ngudi bénh ding paracetamol.

Phdi ding paracetamol thin trong & ngudi bénh c6 thi€u médu t trude, vi ching xanh tim c6 thé
khong biéu 16 16, mic d ¢ nhitng ndng d6 cao nguy hi€m ciia methemoglobin trong méu.

U6ng nhiéu rugu c6 thé gy ting doc tinh v6i gan cla paracetamol; nén trdnh hodc han ché udng
rugu.




Biéc si cin cdnh bdo bénh nhin vé cdc ddu hiéu clia phdn ng trén da nghiém trong nhu hoi ching
Steven-Jonhson (SJS), hdi chitng hoai tif da nhi€m ddc (TEN) hay hoi chitng Lyell, hdi chitng ngoai
ban mun mu toan thin cip tinh (AGEP).

Ibuprofen nén dugc ding thin trong & bénh nhén loét da day, bénh gan, suy chifc ning thin, thi€u
chat ddng m4u ndi tai.

Phu nit mang thai:

Ibuprofen:

- Céc thudc chdng viém c6 thé e ch€ co bép tf cung va lam chdm dé. Céc thudc chdng viém khong
steroid ciing c6 thé gdy ting dp Iuc phdi ndng va suy hd hip ning & tré sd sinh do ¢6 thé gay déng
ong dong mach sém ciia tré. Cédc thudc chdng viém ciing ¢c ché chic ning tiéu cdu, 1am ting nguy
cO chdy mau.

- Sau khi udng cdc thudc chdng viém khong steroid cling ¢6 nguy cd it nudc i va vd niéu & tré sd
sinh. Trong 3 thdng cudi thai ky, phdi hét sitc han ch& sit dung ddi véi bat cif thuSe chdng viém nao.
Céc thudc nay ciing c6 chdng chi dinh tuyét d6i trong vai ngay trude khi sinh.

Paracetamol: Chua xdc dinh dudc tinh an toan clia paracetamol diung khi thai nghén li€n quan dén tac
dung khong mong mudn c6 thé c6 d6i véi phat trién thai. Do d6, chi nén ding paracetamol & ngudi
mang thai khi that can.

Phu nit cho con bii: /

Ci4c vin dé lién quan do sl dung paracetam gudi trong thdi ky cho con bi chua duge ghi nhén.
Ibuprofen vao sita me rét it, khong ddng ké. It khd ning xdy ra nguy cd cho tré § liéu binh thudng véi me.

L4i xe va vin hanh mdy méc

Chua ¢6 bdo cdo vé dnh hudng clia thudc khi sit dung cho ngudi ldi xe va van hanh mdy méc.

Tudng tdc thude

Rudu: Nguy cd nhiém d6c gan véi paracetamol va ibuprofen c¢6 thé ting.

Thudc chong déng mdu, coumarin hoidc cdc din chit indandione: St dung kéo dai clng lic
paracetamol va ibuprofen vdi cdc thudc nay c6 thé giy ting tdc dung chdng dong.

Cao huyét 4p: Ibuprofen kéo dai tic dung cia nhiéu thudc diéu tri cao huyét dp c6 thé do iwc ché
prostaglandin,

thudc 1¢i ti€u: Ibuprofen c6 thé lam gidm tic dung 1¢i ti€u, ting bai ti€t natri ni¢u, va gidm tic dung
ha huyét 4p clia thudc 1¢i ti€u, c6 thé do tc ché prostaglandin & than.

Digoxin: Ibuprofen giy ting ndng do digoxin trong méu, can phdi diéu chinh liéu lugng digoxin trong
va sau thdi gian dung thudc.

Insulin va cdc thudc diéu tri ti€u dudng ding dudng udng khac: Ibuprofen c6 thé 1am ting hiéu qui
ha dudng huyé&t clia cdc thudc ndy nén can phdi diéu chinh liéu lugng.

Ibuprofen khi ding dong thdi véi lithium, methotrexate, probenecid ¢6 thé 1am ting nguy cd nhiém
ddc thin

Tac dung phu

Téc dung phu thudng gip nhit 12 cdc phdn @ng & dudng tiéu héa gém loét da day, viém gan. Cédc
phan ng phu hi€m xdy ra gdm c6 chodng védng, lo au, kich @ng, suy tim sung huy€t, suy than, viém
bang quang, da niéu, viém da di @ng, hdng ban da dang hoi chitng Stevens-Johnson, thi€u mau.
Théng bdo cho Bdc sy nhiing tdc dung khong mong mudn gdp phdi khi sit dung thuéc.

Qui liéu va cdch xif tri

N&u c6 bat cif triéu chitng qué liéu nao thi ngung ding thudc ngay 14p tic va thong bdo ngay cho bdc
s1.

Thudng 12 diéu tri triéu chitng va hd trg. N&u dd udng qué liéu thi cin 4p dung nhitng bién phdp sau
day nhiim ting dio thii va bit hoat thudc: rita da day, giy non va 1gi ti€u, cho udng than hoat hay
thudc tiy mudi.

Vi thudc ¢6 chita paracetamol nén c6 thé ding N-Acetylcystein dang tiém tinh mach lam thudc gidi
ddc dic hiéu.

Dang trinh bay
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Vi 10 vién dugc déng gbi trong 1 hdp carton.

Tiéu chuéin

Nha sin xuit.

Han ding

36 thdng ké ti ngay sdn xuit.

Bdo quin

Bio qudn thudc & noi kho thodng, nhiét d6 dudi 30 °C, trdnh 4nh sdng,
Dé thuéc xa tdm tay tré em.

Nha sin xuit

CONG TY TNHH US PHARMA W
Dia chi : L6 B1- 10, Pudng D2, KCN Tiy 8%¢ Ci Chi, TP.H6 Chi Minh

Moi thdc mdc va thong tin chi tiét, xin lién hé vé sé dién thoai 08 37908860 — 08 37908861
Fax: 08 37908856
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TO THONG TIN CHO BENH NHAN
(PIL)

1. Tén san phim: FEDIP
2. Mb ti sin phdm

Vién nén tron, vat canh, hai 16p tring - héng, mot mit c6 vach ngang, thanh va canh vién lanh
lan,

3. Thanh phan cla thuéc

Paracetamol
Ibuprofen

4. Ham lugng clia thudc

_ Paracetamol 325 mg
( Ipuprofen 200 mg

5. Thudc ding cho bénh gi?

Paracetamol 12 thudc gidm dau, ha sf?’%c diing rong rdi trong diéu tri c4c chitng dau va s6t tir
nhe dén vira.

Ibuprofen 13 thudc chéng viém khong steroid (NSAIDs), sit dung chéng dau va viém tit nhe dén
trung binh.

FEDIP (Paracetamol/Ibuprofen) dudc ding ha s6t, gidm dau tit nhe dén trung binh, cdc con dau
lién quan nhu dau nita ddu, nhic ddu, dau lung, dau bung kKinh, dau ring, thdp khép va dau cd
bdp, viem khdp khong nghiém trong.

Doc kj hudng dén sit dung trudc khi ding. Néu can biét thém thong tin, xin héi ¥ kién bdc si.

6. Nén dung thudc nay nhu thé nao va liéu lugng?

Liéu diing va thdi gian ding thuSc cho tifng trudng hop cu thé theo chi dinh cia Béc si diéu tri.
Liéu ding thong thudng nhu sau:
( Ngudi 16n: 1 vién mdi 4-6 gid. Liéu t6i da khong qué 8 vién/ngay.

7. Khi nao khéng nén ding thudc nay?

Qu4 mén vdi bat ky thanh phin ndo cla thude

Ngudi bénh nhiéu 14n thi€u mau hodc ¢6 bénh tim, phdi, thdn hodc gan.
Ngudi bénh thi€u hut Glucose - 6 - phosphat dehydrogenase.

Loét da day t4 trang ti€n trién. _
Qu4 min v4i aspirin hay véi cdc thudc chéng viém khong steroid khéc (hen, viém mi, ndi m
day sau khi ding aspirin).

Ngudi bénh dang dugc diéu tri bing thudc chdng dong coumarin.

Ngudi bénh bi suy tim sung huyé&t, bi gidm khéi lugng tudn hoan do thudc 1gi niéu hodc bi suy
thdn

3 thdng cudi cla thai ky.

8. Tdc dung khéng mong mudn



Téc dung phu thudng gap nhét 1a cac phin @ng § dudng tiéu h6a gdm loét da day, viém gan. Céc
phdn @ng phu hi€m xdy ra gdm c6 chodng vdng, lo u, kich \ng, suy tim sung huyét, suy thin,
viém bang quang, da niéu, viém da di tng, hong ban da dang hdi ching Stevens-Johnson, thi€u
mau.

Thoéng bdo cho Bdc sy nhiing tdc dung khéng mong muédn gdp phdi khi sit dung thuéc.

9. Nén tranh diing nhitng thudc hoic thy'c phdm gi khi dang si dung thudc nay?

Rugu: Nguy cd nhi€m ddc gan vdi paracetamol va ibuprofen c6 thé ting.

Thudc chdng dong mau, coumarin hodc cdc din chit indandione: St dung kéo dii cling lic
paracetamol va ibuprofen véi cdc thubc nay c6 thé giy ting tdc dung chdng dong.

Cao huyét 4p: Ibuprofen kéo dai tdc dung ciia nhiéu thudc diéu tri cao huyét 4p c6 thé do e ché
prostaglandin.

Thudc 1di ti€u: Ibuprofen c6 thé 1am gidm tdc dung 1di ti€u, ting bai ti€t natri niéu, va gidm tdc
dung ha huyét 4p cla thudc 1gi ti€u, c6 thé do e ché prostaglandin & than.

Digoxin: Ibuprofen gay ting ndng dd digoxin trong mau, can phdi di€u chinh liéu lugng digoxin
trong va sau thdi gian dung thudec.

Insulin va cédc thudc diéu tri tiéu dudng ding dudng udng khéc: Ibuprofen cé thé lam ting hiéu
qué ha dudng huyét clia cdc thudc nay nén can phéi diéu chinh liéu lugng.

Ibuprofen khi ding ddng thdi véi lithium, methotrexate, probenecid c¢6 thé lam ting nguy cd
nhiém doc than s

10. Can lam gi khi mét 14n quén khéng d,%héﬁ'c?

Ubng ngay 1 vién khi ban nhd ra minh d3 quén thuSc. Nhung néu thdi gian nhd ra gin liéu k&
ti€p (cdch 2 gid) thi bd liéu da quén va uémg nhi theo thdi gian quy dinh. Khéng dutge udng gap
doi liéu trong trudng hdp quén ding thudc.

11. C4n bdo quédn thudc nay nhy th& nao?

Bio quin thudc & noi kho thodng, nhiét d6 dudi 30°C, tranh 4nh sdng.

12. Nhitng du hié¢u va triéu chitng khi ding thudc qui liéu

Céc triéu chitng qué liéu bao gdm sdi than, budn ndn, viém da day, tiéu chdy

13. Cin phai lam gi khi diing thudc qu4 liéu khuyé&n cdo

Ngung ding thudc va hdi y ki€n B4c si/ Dugc si.

Xt trf biing c4ch truyén dich gy 1di tiéu.

14. Tén/biéu tugng ctia nha sin xuit/nha nhip khiu/chi s¢ hitu gidy phép ding ky san

phim
U:P CONG TY TNHH US PHARMA USA

15. Nhitng diéu cin thin trong khi diing thudc nay

Paracetamol:

Paracetamol tudng ddi khong doc véi liéu diéu tri. Poi khi ¢6 nhitng phdn ¥ng da gdm ban dat
sin ngita va may day; nhitng phin ¥ng min cdm khéc gdm pht thanh quén, phit mach, va nhitng
phan tng kiéu phin vé c6 thé it khi xdy ra. Gidm tiéu cdu, gidm bach cdu, va gidm toan thé
huy&t ciu di x4y ra vdi viéc sit dung nhitng din chit p - aminophenol, ddc biét khi ding kéo dai




cdc liéu 16n. Gidm bach cdu trung tinh va ban xudt huy€t gidm tiu cdu da xay ra khi ding
paracetamol. Hi€m gip mét bach ciu hat & ngudi bénh diing paracetamol.
Phdi diing paracetamol thin trong & ngudi bénh c6 thi€u méu tiY trudc, vi chiing xanh tim c6 thé
khong bi€u 16 r5, mic d ¢6 nhitng ndng d6 cao nguy hiém ciia methemoglobin trong méu.
U6ng nhiéu rugu c6 thé giy ting ddc tinh véi gan clia paracetamol; nén tranh hoic han ché udng
rugu.
v Phédn #ng phu nghiém trong trén da mic di ti 16 méc phdi 12 khdng cao nhung nghiém trong,
thdm chi de doa tinh mang bao gom hdi chiing Stevan-Jonhson (SIS), hoi ching hoai tif da nhiém
dgc: toxic epidermal necrolysis (TEN) hay héi ching Lyell, hdi chifng ngoai ban mun mi toan
thin cdp tinh: acute generalized exanthermatous pustulosis (AGEP).
Triéu chifng clia cdc hoi chifng néu trén dugc mo ta nhu sau:
- Hoi chitng Steven-Jonhson (SJS): 12 di wng thudc thé bong nudc, bong nude khu tri § quanh céc
h6c tu nhién: mit, miii, miéng, tai, b6 phan sinh duc vd hiu mén. Ngodi ra c¢6 thé keém sbt cao,
viém phdi, r6i loan chic ning gan thin. Chin dodn h6i chitng Steven-Jonhson (SJS) khi ¢6 it
nhat 2 hdc ty nhién bi tén thuong.
- Hpi chitng hoai tit da nhiém déc (TEN): 1a thé di ¢ng thudc ning nhat, gdom:

+ Céc t6n thuong da dang & da: ban dang sdi, ban dang tinh hdng nhiét, hdng ban hoic céc
bong nu6c bing nhiing, c4c tén thuong nhanh chéng lan tod khip ngudi;

+ Tén thudng niém mac mit: viém gidc mac, viém k&t mac mi, loét gidc mac.

+ T8n thuong niém mac dudng tiéu hod: viém miéng, trgt niém mac miéng, loét hau, hong
thuc quan da day, rudt; 2

+ Tén thuong niém mac dudng si &t niéu.

+ Ngoai ra con c6 cdc triéu chifng toan thin trim trong nhu s6t, xuat huy&t dudng tiéu hod,
viém phdéi, viém ciu thédn, viém gan... ty 1& tif vong cao 15 — 30%.
- Hpi chitng ngoai ban mun mii toan thdn cdp tinh (AGEP): mun mu vd trung nhd phdt sinh trén
nén hdng ban lan rong. Tén thuong thudng xuat hién & cdc nép gap nhu ndch, ben va mit, sau d6
c6 thé lan rong toan thin. Triéu chifng toan thin thudng c6 13 s6t, xét nghiém m4u bach cdu mui
trung tinh ting cao.
v Khi phét hién nhitng ddu hiéu ph4t ban trén da diu tién hodc bat ky ddu hiéu phdn ng qud
mén nao khic, bénh nhin cin phdi ngirng sit dung thudc. Ngudi da tirng bi cdc phdn ¥ng trén da
nghiém trong do parecetamol gdy ra thi khong dugc ding thuSc trd lai va khi dén khdm chita
bénh cin phai théng bdo cho nhén vién y t€ biét vé van dé nay.
Ibuprofen nén dugc ding thin trong & bénh nhan loét da day, bénh gan, suy chifc ning thén,
thi€u chit dong miu ndi tai.
Phu nit mang thai:
Ibuprofen:
- Céc thudc chdng viém c6 thé e ché co bép tif cung va lam chim dé. Cac thudc chdng viém
khong steroid cling c6 thé gay tang ap luc phdi nang va suy ho hdp nang § tré so sinh do ¢6 thé
giy déng. 6’ng dong ‘mach s6m ciia tré. C4c thuSc ch6ng viém ciing e ché chic ning tiéu ciu,
lam ting nguy cd chdy mdu.
- Sau khi udng céc thudc chdng viém khong steroid cling ¢6 nguy cd it nuéc 61 va vo nigu & tré sd
sinh. Trong 3 théng cudi thai k¥, phai hét sitc han ché si dung ddi vdi bat e thue chdng viém
ndo. C4c thudc nay cling ¢6 chong chi dinh tuyét ddi trong vai ngay trudc khi sinh.
Paracetamol: Chua x4c dinh dudc tinh an toan cia paracetamol diung khi thai nghén lién quan
dén tic dung khong mong mudn c6é thé c6 d6i véi phat trién thai. Do d6, chi nén ding
paracetamol & ngudi mang thai khi tht can.
Phu nit cho con bii:



Céc van dé lién quan do st dung paracetamol 8 ngudi trong thdi k¥ cho con bi chva duge ghi
nh4n. Ibuprofen vio sita me rat it, khong dang k€. It khd ning x4y ra nguy cd cho tré & liéu binh
thudng véi me.

16. Khi nao cAn tham van bdc sy

Khi gap phdi nhitng tdc dung khong mong mudn khi sit dung thudc va khi dung qud li€u quy

17. Ngay xem xét sita doi lai to thong tin ¢ nhéan. 23/07/2015

TUQ.CYC TRUCNG
p.JRUONG PHONG

G.é Mint Hing




