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i i B€ xa tdm tay cla tré em
Blragan COdEIn Boc kj hudng dén s dyng trudc khi ding

Thanh phén: M3i vién nén chia:

S8 I8 SX:
Ngay SX:
" . HD:
Chi dinh, chéing chi dinh, céch dang, liu ding va
cacthdngtin khdc:
Xemté hudng din sd dung bén tron
g ¥ 1P CONG TY c8 PHAN DUGC PHAM BIDIPHAR 1
Béo quan: Kin, khéng qué 30°C, trénh &nh séng 488 Nguyn Thal Hoe, TP.Quy Nhan, Binh Dinh, Viét Nam
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Biragan .. feepowctrmentcntaren

SBK/Reg. No:
Composition: Each tablet contains:
P | 500 mg
Codeing phosphate.............cooiininns 30 mg |
Exclplents .8 0. a tablet
Indications, Contra-indi
Dosage & Other information:
See the enclosed leafiet in box
Siockgn: BIDIPHAR 1 PHARMACEUTICAL JOINT-STOCK COMPANY
In tight containers, below 30°C, protected from light 438 Nguyen Thai Hoc, Su., Quy ivon City, Bink Ginh Brov., VN
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MAU NHAN

[ ] Lo 100 vién nén [ ]
Composition:

Paracetamol ...........cooconmcimiiniciicin i 500 mg
Codein phosphat 30 mg
Exipiante g8 0o e a tablet
Indications:

Treat mild to moderate pain or do not respond to the
peripheral analgesic with fever or not: headache, muscle
pain, bone pain, sprains, joint pain, backache, toothache,
dysmenorrhoea, traumatic injuries, nerve pain, cold, flu,...
Contra-indications, Administration, Dosage & Other
information:
See the enclosed leaflet in box.
Storage: In tight containers, below 30°C, protected from
light.
Keep out of reach of children
Read carefully the leatlet before use

Reg.No./SBK:

BIDIPHAR 1 PHARMACEUTICAL JOINT-STOCK COMPANY
498 Nguyen Thai Hoc Str., Quy Nhon City, Binh Dinh Prov.,

=[] Codein

Thanh phdn: M3i vién nén chia:

Paracetamol A 500 mg
Codein PROSPREL..........ooorvvirieviiriiicetremeenser e 30 mg
Té duge wiia 4l 1 vién
Chi dinh:

Didu trj cdc con dau mic d9 nhe dén vira hodc khdng ddp
(ing véi cdc thubc gidm dau ngoai bién, co kém theo sbit
hoZc khdng: dau ddu, dau nhic co bdp, dau xuong, bong
gén, dau khdp, dau lung, dau rang, dau byng kinh, dau do
chén thuong, dauthdn kinh, cdm lanh, cdm cim,...

Chéing chi djnh, céch ding, liu ding va céc thdng tin
khde: Xem ti hutng ddn s dung bén trong hap.

Bdo qudn: Kin, khong qué 30°C, trdnh 4nh séng

D# xa tdm tay cla tré em
Boc kj hutng ddn sit dyng trudc khi ding

S8 16 SX/ Lot.No.::
Ngay SX/ Mfg.Date:
HD/ Exp. Date:

CONG TY cO PHAN DUGC PHAM BIDIPHAR 1
498 Nguyn Thdl Hoc, Tp. Quy Nhon, Binh Binh, Vigt Nam
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Ngay 10 thang 04 nam 2014.
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Thénh phdn: MBi vitn nén chita: Bdo quin: Kin, khting qué 30°C, tranh 4nh sang

DE xa tdm tay clia tré em
Boc ki huting din sif dung trutic khi dung

CONG TY Cf PHAN DUDC PHEM BIDIPHAR 1
438 Nguydn Thil Hoc, TP Quy Nhan, Binh Bish, Vilt Nam

f 500 mg
Codein p 30 mg
Té duge vd 1 vitn
Chi dink, chifng chi dinh, céch diing, lifu ding vi cdc thing
tin khde: Xem 1o huting din st dung b&n trong hip.

CItL uebelg

Composition: Each tablet contains: Storage: In tight containers, below 30°C, protected from light
Paracetamol 500 mg Keep out of reach of children

Codeine phosph 30 mg Read carefully the lealle! belore use

Excipients g.5 to. a tablet SBK/Reg. No:

Indications, Contra-indications, Administration, Dosage & 1 JOINT ANY

Other information: See the enciosed leaflet in bax, mm»mm.rp.omuhm.mmm.vmum

Ngéy 10 thang 04 nam 2014W
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Biragan Codein Biragan Codein

SIECER Codein

Biragan Cadein Biragan Codein

ITET LY uebellg

Treat mikd
analgesic with fever o not headache. muscle pain, bon pain,

=ikl Codein k) Codein

Dosage,
Informatios: Se4 tha enciosed eafiet in bax.
Storage: In tight contasners, beiow 30°C, protected from light

e ou of resch of chiares
Read cavally the mafiet betore @e

Y BOIPHAR 1 PHARMACEUTICAL JOINT-STOCK COMPART
438 Mg Thal b G, Dy M iy, B Dish Prow. Vit N |

https://trungtamthuoc.com/

T duge v gl .
Chi gk
Endu rj céc con dau mi 3 nhy difn va hol khdng dip ing
woi cac thllc gibm das ngoal bin. oo kém thea st hadc
khdng: 620 dfs. dau shic co bp. dau uong, bong gin, fa
kehdp, das kmy, dau ring, dau byng kenh, dau do chiln Tuong.
dau thlin kink, cdim lanh. cim aim, ..
Chding chl dnh, cdch ding. |y diag vé che thing tin khie:
Xam 1 hoesg ddn il dgng bdn trong hdp
Bio qun: Kin, khdeg gué 30C, irdnh dnh sing

B m thm tay cua ré em

Boc i hutng aln 5 dung i ki dung

08U LmNe

Moy 5L Mg Dane
WO/ Exp. Dute
chwn v off Prike ougc prle BoiPHAR
3 hgube Tob hec, Ty Ow Mion Ben Dea Vit

Banh Thi Ngoc Quynh




Nhan vi:

Biragan Codein Biragan Codein

SIECE) Codein

Paracetamol 500 mg + Codein phosphat 30 myg

CONG TY CPDP BIDIPHAR 1
GMP

' e : , Biragan Codein Biragan Codein
Composition: Each tablet contains: Storage: In tight containers, below 30°C,
| PRractamol.... ... oo, 500 MG protected from light
Codeine phosphate.......... i Y
asto. ,m:: Keep out of reach of children
Indications, Conira-Indications, Administration, 11230 carefully fhe [eafiet before 15
Dosage & Other information: BIDIPHAR 1 PHARMACEUTICAL J.5.C A I A
See the enclosed Jeafiet in box. AGE Nouyen Tha Hoc Sir. Guy Non Gy, Bunh Disk Prov Mat trUOC.

uepo) N[

Bdo qudn: Kin. khtng qud 30°C, trdnh dnh sdng

B xa tém tay cia tré em

Boc k§ hudng ddn s dung trudc K dung I Ngéy 10 théng 04 ném 2014%

S ¥G TY GPDRIEIDIPHAR 1
o\ PHO GIAM POC

(e}

Td duge vd..........
Chi djnh, chéing chi dinh, cdch ding, lifu
diing vi cde thong tin khdo:

Xem 1 hudng ddn sif dung bén trong hép.

b/

https://trungtamthuoc.com/




MAU TO HUONG DAN

BIRAGAN CODEIN

Vién nén

Thanh phitn: Cho 1 vién nén:

Taduge vira di ............... S R 7
(T4 dugc: Natri metabisulfit, Era- gel, Amidon de mais, PVP, DST, Avicel,
Mg stearat, Aerosil, Talc)
Dgng bio ché: Vién nén
Qui cich déng gbi: Hop | vi x 4 vién, Hip 10vi x 4 vién,
Hop | vi 10 vién; Hap 10 vi x 10 vién, Lo 100 vién.

Tinh chit:
Paracetamol (acetaminophen hay N - acetyl - p - aminophenol) la thubc gidm dau - ha st hiru
higu. Paracetamol lim gidm thin nhiét & nguisi bénh st, nhumg hiém khi lam gidm thin nhi¢t &
ngudi binh thubng. Thudc tic ding 1én ving dudi dbi giy ha nhidt, toa nhiét ting do gidn
mach vi ting lwu luomg mau ngoai bién.
Codein co tac dung gidm dau trung uong,
Paracetamol két hop codein dé ting tac dung gidm dau

Chi dinh:
Pidu trj céc con dau mirc 4 nhe dén vira hoic khong dip img véi cée thube gidm dau ngoal
bién c6 kém sét hokc khong: dau ddu, dau nhirc co bip, dau xuong, bong gin, dau khép, dau
lung, dau ring, dau bung kinh, dau do chén thuong, dau thin kinh, cim lanh, cim cam, .

Liéu lwymg vi cich dimg:
- Nguoi lom v tré em trén 15 tubi: 1 - 2 vién /lin tiy theo mirc 4 dau, 1-3 lin/ngay.
- Céc lin ditng thudc nén cach nhau it nhit 4 gio.
- Suy thin néng (thanh thii cratinine dudi 10 ml /phit). khodng cach cic lin ding thubc phai
dai hom 8 gior.
* Lueu y: Vie diing qué lidu luong chi dinh trén diy hay kéo dai viéc dung thubc qua 5 ngdy thi
phii hi y kién thily thube.

Chéng chi dinh:
- Min cém véi mdt trong cac thanh phin cia thudc.
-Nguaibénllnhi&;limhiéum&u}miccbhénhml.ph&,lhinhoum.
- Ngudi bénh qué min cim véi Paracetamol.
- Nguii bénh thiéu hyt GEPD
- Tré em dudi | wbi, suy hd hip.
_ Tré em dudi 18 tudi vira thuc hién cit amidan vivhoic thi thudt nao V. A

Tiie dyng khing mong mubn:

Lién quan dén Paracetamol:
Ban da va nhimg phin img dj img khéc thinh thodng xdy ra Thuémg 14 ban do holdic miy day,
nllu‘ngdﬁiI:hininahmvic.éthékémthooyé(dorlwécvﬁlhuunst&umanm.
- it gip: Budn ndn, ndn Losn tao mau (gidm bach chu trung tinh, gidm todn thé huyét ciu,
gidm bach ciu), thiéu mau. Bénh thin, doc tinh thin khi lam dung dii ngay.
- Hiém glp: Phin (mg qué min.

Lién quan dén Codein:
- Thudmg gip: Dau déu, chong mit, khit vii cb cam gide khac la, bubn ndn, nén, téo bon, bi
d4i, di it, loan mach, hdi hdp, yéu mét, ha huyét &p thé dimg.
- it gip: Neua, miy day, suy hd hip, an diu, sing khodi, bén chén, dau da day, co thit dng
mit.
- Hiém gip: Phin img phan vé, Ao giic, mét phuong huéng, réi loan thi gide, co gidt. Suy tuin
hodn. D6 mat, todt md hdi, mét moi
- Nghién thudc: Ding codein trong thai gian dai v6i liéu tir 240-540 mg/ngity o thé giy
nghign thube. Cac bidu hign thubmg gip khi thiéu thudc 1 bén chén, run, co gilt cu, todt mo
hai, chiy nude mii, co:hégiylethuécuméuéﬁmh'«.vémanme‘vsg&qum&

Thing bdo cho Bic sT nhing tic dung khing mong mudn gdp phii
khi siF dung thude

Thin trong vl cinh béo dfc bigt khi sir dyng thube:

Lién quan dén paracetamol:
Paracetamol tuomg d8i khing ddc vai liéu diéu tri.
Phai ding paracetamaol thén trong & ngudi bénh c thifu mau tir trude, vi chimg xanh tim ¢d
thé khng biéu 19 15, mic di co nhimg nong dd cao nguy hiém ciia methemoglobin trong mau.
Uéng nhidu ruou co thé gy ting dc tinh voi gan cia paracetamol, nén trinh hodc han ché
uong nigu.
Bér.stdn::'nhb&abénhnﬂnvédcdiuhdhuﬁlp}ﬁnungtrénd.an@lﬁémlmngnhuhﬁ
chimg Steven-Johnson (S1S), hi chimg hoai ti da nhim ddc (TEN) hay héi chimg Lyell, hii
chimg ngogi ban myn mi toan thin cap tinh (AGEP).

Lién quan dén codein:
Cic bénh dubmg hd hip nhu hen, khi phé thilng,
Suy gidm chirc niing gan, thin.
Cé tién sir nghién thudc.
xhéngdangdégiammmmgmbennmngnuaphét,phéquinknidnkh;caamm
Do nguy co suy h hip, chi sir dung céc thude chira codein 4é giam dau cip tinh & mic 49
trung binh cho tré trén 12 twdi khi cée thube gidm dau khac nhu paracetamol vé ibuprofen

g&u&lmipnhﬁlmcohihqujvélmngthﬁgimng'innhél

https://trungtamthuoc.com/

SU DUNG THUOC

Khéng khuyén cio sir dung codein cho tré co cic vén dé fién quan dén hd hip (Vi du: kho the
hodc thér kho khé khi ngd )
ﬂmtmsk}dsfldungmddncbuutemduﬂilzméi (do théng tin nghién ciru vé dnh hudmg
ciia thudc cho a8 tuong niy con han ché)
mnwngkhisﬂrdungl}nécdnphuni‘rchownbﬁ(duthubcoél.h!duoc bai tiét vao sira
me).

Sir dyng cho phy nir mang thai vi cho con b
- Phy nit mang thai khéng dwoc dung. Phy nir cho con b chi ding khi that cin thiét

Tic djng cia thube khi ldi xe vi viin hinh miy méc:
Khong ding thudc khi lai tau xe va vin hinh may moc

Tuweng tie thude.

Lién quan dén Paracetamol:
- Ubng dii ngay lidu cao paracetamol lim ting nhe tic dung chéng déng cila coumarin va din
chéit indandion
- Cin phii chi y dén khi ning giy ha sot nghiém trong & ngudi bénh ding déng thoi
phenothiazin va ligu phap ha nhiét.
- Uéng rugu qué nhiéu va dai ngay co thé lam ting nguy co paracetamol gly ddc cho gan.
- Thubc chong co giit (gbm pt in, barbi : in) gy cim (mg enzym & microsom
mémwr&mmﬁmmmmmwwmm&m-mmmm
chit ddc hai vdi gan. Ngoﬁm.dnnsaéasmeﬁimzidmiwmmomn;comédincén
unsnwyoudc}clmwmmmmﬁnhmwchéchmmdmmmmm.
wammwmﬁmwg.mmkéammu&gu&wmlm
hom lidy khuyén diing trong khi dang ding thudc chbng co git hode isoniazid. Thutmg khing cin
siimﬁ&sﬁnglbib&hﬁnsdﬂmdﬁﬁéuﬂiéstﬁpmmviw&chémwsﬁl;mva.
mﬁmphﬁhmdémmmmlmmmmu&dﬁngwsimnuim.

Lién quan dén Codein:
- Téc dung gidm dau cia Codein tng lén khi phéi hop voi Aspirin va Paracetamol, nhung lai
gidm hode mét tac dung béi Quinidin
- Codein lam giam chuyén hoa cyclosporin do tic ché men cytochrom P450.

Qui litu vi cich xir triz

Lién quan dén Paracetamol:
mﬁémae.cpwmmlmnémdnmmlmmdwmﬂwwmwpwlﬁum
paracetamol (vi dy, 7,5 - 10 g mdi ngdy, trong | - 2 ngiy), holic do ubng thude dai ngay. Hoai 1o
El“p}uﬂll(\cliéulir.icdungoﬁ:dptinhnghﬁnuomrdsﬁdoqﬁiﬁvﬂuéthégﬁytﬁw
Buén ndn, non, va dau byng thutmg xdy ra trong vong 2 - 3 gitr sau khi udng liéu ddc cia
thubc. Methemoglobin - méu, din dén chimg xanh tim da, niém mac vi mong tay. Tré em cb
Khuynh hung tao methemoglobin dé hon nguti I sau khi ubng paracetamol
Khi bi ngd ddc nang, ban ddu co thé co kich thich hé thén kinh trung wong, kich dong, va mé
sing Tiép theo co thé li irc ché hé thin kinh trung wong, sing sa, ha thin nhigt; mét la, tho
nhanh, ndng, mach nhanh, yéu, khong déu; huyét ap thp; vé suy tuin hoan. Tryy mach do
giam oxy huyét trong déi va do tic dung Uc ché trung tam, tic dung niy chi xiy ra véi liéu it
lon. Sb¢ co thé xiy ra néu giin mach nhieu Con co gidt nget the gdy tir vong cb thé xdy ra
Thubmg hén mé xay ra trude khi chét dot ngdt holic sau vai ngdy han mé.
Diéu 1rj- Chin dodn sém rit quan trong trong diéu tri qué liéu paracetamol. Khong duoc tri
hodin diéu trj trong khi c?ﬁk&quixélnshi&nnéuhénhﬂwijrllquiliéunm. Khi nhiém
d6c ning, didu quan trong 14 phai diéu tri hd tro tich cye Cin rira da day trong moi trutng
hop, tht nhit trong vong 4 gitr sau khi ung Liéu phap giai doc chinh 14 diing nhitng hop chét
sulfhydryl, co 18 tac ddng mdt phin do b sung dy trir glutathi & gan. N-acetylcystein co tic
dung khi ung holic tiém tfnh mach. Phii cho thudc ngay 1ip tire néu chua dén 36 gidr ké tir khi
ubng paracetamol. Diéu tri véi N - acetylcystein co hidu qua hon khi cho thube trong this gian
dudi 10 gior sau khi ubng paracetamol, Khi cho ubng, hoa lodng dung dich N - acetylcystein
v nude holic 46 udng khong co ruou dé dat dung dich 5% va phai ubng trong vong 1 givr sau
khi pha. Cho udng N - acetylcystein véi Jiu dhu tién 14 140 me/ke, sau dé cho tiép 17 lidu nira,
méi liéu 70 mekg cich nhau 4 gior mt lin. Cham dit didu tri néu xét nghiém paracetamol
trong huyét tuong cho thiy nguy co doc hai gan thip, Néu khang c6 N - acetylcystein, ¢d thé
ding methionin. Ngodi ra co thé ding than hoat vi/hode thude thy mudi dé lam gidm hip thy
paracetamol

Lién quan dén Codein:
- Triéu chimg: Suy hé hip, lo mo din dén trang thai d& din hodc hin mé, mém co, da lanh va
4m, d6i khi mach chim va ha huyét &p. Trong trutmg hop ndng: ngimg thd, truy mach, ngimg
tim vé cé thé tir vong.
- Xir tri- Phai héi phuc ha hip bing cach cung cip dudng khi va ho hip hd trg co kiém sodt.
Chi dinh Naloxon ngay bing dutmg tiém tinh mach trong truémg hop néng

Han diing: 36 thang ké tir ngay sin xuit

Biio quin: Kin, khang qua 30°C, trinh anh sang.

B xa tdm tay cia ré em

Doc & hutmg ddn st dyng triee khi diing.

Néu cdn thém thong tin xin héi y kién eiia Bac s7

CONG TY CO PHAN DUGC PHAM BIDIPHAR |
498 Nguyén Théi Hoc - Tp Quy Nhon- Binh Binh - Viét Nam
Tel: 056 3846040 * Fax: 056 3846846
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