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1. Nhin tryc ti€p trén don vi déng géi nhé nhat:
a). Nhian vi 20 vién nén.
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i GMP-WHO ,{k 5 vi x 20 vién nén
| / N

Doaxan-$

Paracetamol 325 mg / Ibuprofen 200 mg

DOMESCO)
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Doaxan>$

Paracetamol 325 mg / |buprofen 200 mg

25 vi x 4 Vidn nén

Doaxan>-$

Paracetamol 325 mg / Ihuprofen 200 mg

——4

CONG TY CO PHAN XUAT NHAP KHAU Y TE DOMESCO

THANH PHAN: MY vign nén chiia

- Paracetamal 325 mg
- Ibuproten 200 mg
- Té dupe wiia g

cHl BINH, cHONE cH DINH, CACH DUNG & iU DUNG,
TUONG TAC THUOC, TAC DUNG PHY VA NHONS BIEU CAN
LU ¥: Xin doc trong 19 hudng din i dung

BAD QUAN: Nei khd, dudi 30°C. teanh dnh sdng truo Hp

SbK
TIEU CHUAN AP DUNG: TCCS

BE XA TAM TAY CUA TRE Em
80C XY HUONG DAN 50 DUNG TRUOC KHi DUNG

b). Nhdan hdp 25 vi x 4 vién nén.

GMP-WHO

25 blisters x 4 tablets

Doaxan%$

Paracetamol 325 mg / Ibuprofen 200 mg

4-‘

NGAY SX - 50 L0 SX - HD
Mig. Date - Lot no. - Exp Date

—t
et

DOMESCO MEDICAL IMPORT EXPORT JOINT-STOCK COPR

=

.
COMPOSITION: Each tabet contains
- Paracetamal 325 mg
- Ibwrofen 200 mg
- Excipients zql
INDICATIONS, DOSAGE AND ADMINISTRATION,

CONTRAINDICATIONS, INTERACTIONS, SIDE EFFECTS
AND OTHER PRECALTIONS: Read the packuge insert

STORAGE: Store in dry place, balow 30°C. protect from direct
fight

REGISTRATION NUMBER
MANUFACTURER S SPECIFICATION

KEEP OUT OF REACH OF CHILDREN
READ CAREFULLY THE INSTRUCTIONS BEFORE USE
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¢). Nhdan hp 5 vi x 4 vién nén.

GMP-WHO 5 vix 4 vién nén

Doaxan-$

Paracetamol 325 mg / Ibuprofen 200 mg

SO0

CONG TY CO PHAN XUAT NHAP KHAU Y TE DOMESCO

THANH PHAN: MBi vién nén chila

- Paracetamol 325 mg
- Ibuprofen 200mg
- T4 due vita dil

CHi DINH, CHONG CHI BINH, CACH DUNG & LIEU DUNG, TUONG TAC
THUOC, TAC DYNG PHY VA NHONG DIEU CAN LU ¥: Xin doc trong ti
fwdng din sl dyng

BAD QUAN: Nai khd, dudi 30°C, trénh Anh sdng truc tifp

GMP-WHO 5 blisters x 4 tablets

Doaxan>$

Paracetamol 325 mg / lbuprofen 200 mg

COMPOSITION: Each tablet contains

- Paracstamol . - 326myg
Ibuproten 200mg
Exciplents sq.f

INDICATIONS, DOSAGE AND ADMINISTRATION, CONTRAINDICATIONS,
INTERACTIONS, SIDE EFFECTS AND OTHER PRECAUTIONS: R2ad the package
Insen.

STORAGE: Store In dry placa, below 30°C, protect from direct light
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Doaxan

NGAY & - 50 10 8 - WD

~

Wig. Data- Lot o - Exp. Onte
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d). Nhdan hop 5 vi x 10 vién nén
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THANH PHAN: M3i vién nén chia

- Paracetamol .325mg
- Ibuprofen . 200 mg
- Té dugc ... vifa dis

BAD QUAN: Noi kho, dudi 30°C, trénh dnh sdng trjc tisp

CONG TY o PHAN XUAT NHAP KHAU Y TE DOMESCO
66 Qudc 19 30 - TP, Cao Linh - Bdng Thip
(Dat chiing nh3n IS0 9001 - 2008 & ISOAEC 17025)

Doaxan-

C

g -uexeo(

CHI DINH, CHONG CHI DINH, CACH DUNG & LIEU
DUNG, TUONG TAC THUOC, TAC DUNG PHU VA NHONG
BIEU CAN LU ¥: Xin doc trong 1 hudng dn st dung

SBK
TIEU CHUAN AP DUNG TCCS

BE XA TAM TAY CUA TRE EM
80C KV HUONG DAN SU DUNG TRUOC KHI DUNG

5 blisters x 10 tablets

Paracetamol 325 mg / Ibuprofen 200 mg

COMPOSITION: Each tablet contains

- Paracetamol ... 325mg
- Ibuprofen ..., 200 mg
- Excipients sqf

STORAGE: Store in dry place, below 30°C, protect from direct

light.

DOMESCO MEDICAL IMPORT EXPORT JOINT-STOCK COPR.
66 National road 30 - Cao Lanh City - Dong Thap Province
(Achiaved 150 9001 : 2008 & ISONEC 17025 certification)

«

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

REGISTRATION NUMBER: .
MANUFACTURER'S SPECIFIMTILW

KEEP OUT OF REACH OF CHILDREN
READ CAREFULLY THE INSTRUCTIONS BEFORE USE

GMP-WHO |

- )

®

Doaxan

Paracetamol 325 mg / Ibuprofen 200 mg
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Doaxan™$

Paracetamol 325 mg / |buprofen 200 mg |

DOMESCO \

GMP-WHO 100 vién nén

Doaxan>-$

Paracetamol 325 mg / Ibuprofen 200 mg

«

‘ DOMESCO

cONG Ty ¢ PHAN XUAT NHAP KHAU Y TE DOMESCO
| 66 Quic 1 30 - TP. Cao Linh - Béng Thdp
(Bat ching nhdn IS0 9001 ; 2008 & ISO/IEC 17025)

Doaxan>$S

THANH PHAN: Mdi vién nén chia
- Paracetamol .....
- Ibuprofen ..... =
T

CHI BINH, CHONG CHI BINH, CACH DUNG &
LIEU DUNG, TUONG TAC THUGC, TAC DUNG
PHU VA NHUNG PIEU CAN LUU Y: Xin doc
trong td hung ddn st dyng.

BAD QUAN: Nai khd, dui 30°C, tranh 4nh
sdng tryc tigp.

TIEU CHUAN AP DUNG: TCCS

of XA TAM TAY cla TRE EM
BOC k¥ HUONG DAN SU DYNG TRUOC KHI DONG

e). Nhan hop 1 chai x 100 vién nén.

GMP-WHO 100 tablets

Doaxan>$

Paracetamol 325 mg / Ibuprofen 200 mg

«

DOMESCO

DOMESCO MEDICAL IMPORT EXPORT JOINT-STOCK COPR.
66 National road 30 - Cao Lanh City - Dong Thap Province
(Achieved 150 9001 : 2008 & ISOAEC 17025 certification)

NGAY 5X - 58 L0 §X - HD
Mig Daw - Lotna - Exp Date

Doaxan-€

COMPOSITION: Each tablet contains:
- Paracetamol
- Ibuprofen ... =
<SEXBRMIES i saiiiiimpsiiinmis BT

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

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

REGISTRATION NUMBER:

MANUFACTURER'S SPECIFICATION

KEEP OUT OF REACH OF CHILDREN
READ CAREFULLY THE INSTRUCTIONS BEFORE USE
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d). Nhan chai 100 vién nén.

V/

GMP-WHO

DOMESCO

100 VIEN NEN

Doaxan>$

Paracetamol 325 mg / Ibuprofen 200 mg

cONG TY of PHAN XUAT NHAP KHAU Y TE DOMESCO
66 Qudc 10 30 - TP. Cao Lanh - Béng Thp
(Bat chitng nhan 1S0 9001 - 2008 & ISOAEC 17025)

THANH PHAN: M vitn nén chia

- Paracetamol . 325 Mg
SO 200 mg
- Td duge I Y
CHi BINH:

- Gidm con dau il nhe dén trung binh do
nguyén nhin od xumng nhu dou co, viém
khop, thip khép, bong gdn, viém bao heat
dich, viém gdn, dau king

- Nhic ¢8u, dau ring, daubyng kinh.

- Gidm dau hdu phdu, sau nh8 ring vi cic
hau phiu nhd

CHONG CHI BINH:

- Min cdm véi bat ky mdt trong cdc thank phin
trong cdng thic. ]

- Ngudi thi€u méu nhidu n, co bénh tim, phdi,
thén hodc gan. Noudi thifu hut men G,PD.

- Bioh nhin bj polyp miii, ti¥n sir phi) mach va
phin (ng co thit phd quin khi sl dung aspirin
hodc bit o thulc khang vidm khdng steroid khic
- Nguti bénh dang duoe didu trj bing thusic chéing
dbng counarin

- i suy ySu t bdo gan, suy thin ning, lét da
déy- td tring

- Phy nd: Ba thing cubi thai ky

CACH DUNG & LIEU DUNG: Diing uling

* Nén udng sau khi in

- Ngubi én: 1 - 2 vién x 3 in/ngay.

- Truting hop man tinh: 1 vign x 3 ln/ngay

BAD OUAN: Noi khd, dudi 30T, trdnh dnh sing
trye tidp.

TIEU CHUAN AP DUNG: TCCS

| SO R

€ 3 Thw TAY COA TRE EN
0c ki HuowG DAx 5 DyNG TRUOC K DONG

HEAY 5X- 50 LOSY- HD:
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A 3.Toa hwéng din sir dung thude:

Toa hudng ddn sir dung:

DOAXAN® - S

* Thanh phin: M3i vién nén chia
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- Ta duge: Lactose, Avicel, Povidon, Mau Sunset yellow, Sodium starch glycolat, Natri lauryl sulfat, Magnesi stearat, Aerosil vira di 1 vién nén.
* Dang bao ché: Vién nén.

* Qui cich dong goi:
- Hop 5 vi x 20 vién.
-Hop 5 vix 10 vién.
- Hop 5; 25 vi x 4 vién.

- Chai 100 vién.
* Durge lye hoe:

* Paracetamol:
- Paracetamol (acetaminophen hay N-acetyl-p-aminophenol) la chét chuyén hoa c6 hoat tinh ctia phenacetin, 1a thudc gidm dau — ha sot hiru higu.
Paracetamol 1am giam than nhiét & ngudi bénh sbt, nhung hiém khi lam giam than nhiét & ngudi binh thutomg. Thudc tée dgng 1én ving dudi doi
gdy ha nhigt, tda nhit tan, do gilin mach va ting luwu luong mau ngoai bién. . .
- Paracetamol, v6i liéu diéu tri, it tdc dgng dén hé tim mach va hd hép, khéng lam thay ddi cn bing acid — base, khong gdy kich mg, xudc hodc
chiy méu da diay nhu khi ding salicylat, vi paracetamol khéng tic dung trén cyclooxygenase todn thin, chi tic ddng dén
cyclooxygenase/prostaglandin cia hé thin kinh trung wong. Paracetamol khong co tac dung trén tidu cdu hofic thoi gian chay mau.
- Khi ding qué liéu paracetamol mét chét chuyén héa 1 N-acetyl-benzoquinonimin gy déc niing cho gan. Liéu binh thutng, paracetamol dung
nap tt. Tuy viy, qué lidu cp tinh (trén 10g) lém thuong tn gan gay chét ngui.

* Ibuprofen:
- Tbuprofen 14 thuéc chéng viém khong steroid, ddn xudt tir acid propionic. Thuprofen c6 téc dung gidm dau, ha sét va chéng viem. Co ché tac
dung cua thubc 12 :'tc‘ch_é prostaglandin synthetase va do dé ngin tao ra prostaglandin, thromboxan va céc san phdm khic cia cyclooxygenase.
Ibuprofen ciing {rc ché tong hop prostacyclin & thin va cd thé gay ngui co {r nude do lam giam dong mau ti thin. Can quan tim diéu nay ddi voi
céc ngudi bénh bi suy than, suy tim, suy gan v céc bénh co réi loan w thé tich huyét twong.
- Tac dung chong viém cia ibuprofen xudt hién sau 2 ngay di_éu tri. Tbuprofen ¢6 téc dung ha s6t manh hon aspirin, nhung kém indomethacin.
Thudc c6 tac dung chéng viém tot va co tac dung gidm dau tét trong diéu trj viém khop dang thdp thiéu nién.

* Duge djng hoc:

* Paracetamol: .

- Paracetamol dugc hip thu nhanh chéng va héu nhu hoan toan qua dubng tiéu héa. Thirc &n gidu carbon hydrat lam gidm ty I¢ hip thu cia
paracetamol. Néng 4 dinh trong huyél tuong dat trong vong 30 dén 60 phat sau khi ubng vai lidu diéu tri. ) )
- Paracetamol phén b6 nhanh va dong déu trong phin lén cac mé cia co thé. Khoang 25% paracetamol trong mau ket hop voi protein huyet
tuong.
- Thai gian bén thai huyét tuong ciia paracetamol 1 1,25 — 3 gid, co thé kéo dai véi lidu gdy ddc hodc & nguti bénh c6 thuong tbn gan.
Sau li¢u diéu tri, co thg tim thy 90 dén 100% thuc trong nurée tidu trong ngdy thir nhit, chii yéu sau khi lién hop trong gan véi acid glucuronic
(khoing 60%), acid sulfuric (khoang 35%) hotic cystein (khodng 3%); ciing phét hi¢n thiy mdt lugng nhé nhimg chat chuyén hoa hydroxyl — hoa
va khir acetyl. Tré nho it kha naing glucuro lién hop véi thude hon so véi ngudi lon. ) ) )
Paracetamol bi N-hydroxyl hoa b&i cytochrom Pyso dé tao nén N-acetyl-benzoquinonimin, mdt chét trung gian c6 tinh phan img cao. Chat chuyén
hoa nay binh thudmg phan img voi cac nhom sulfhydryl trong glutathion va nhu vy bj khir hoat tinh. Tuy nhién, néu ubng liéu cao paracetamol,
chiit chuyén héa nay dugce tao thanh véi lugng d dé 1am can kiét glutathion cia gan; trong tinh trang dé, phin {mg ctia né v6i nhém sulfhydryl
ciia protein gan tang 18n, c6 thé din dén hoai tr gan.

* [buprofen: )

Tbuprofen hip thu tét & dng tiéu hoa. Néng dd tdi da cia thubc trong huyét tuong dat duge sau khi ubng tir 1 dén 2 git. Thudc gin rét nhidu véi
protein huyét rong. Thai gian ban thi cia thube khoang 2 gid. Ibuprofen dao thii rit nhanh qua nudc tiéu (1% dudi dang khong doi, 14% dudi
dang lién hop).

* Chi djnh: )

- Giam con dau tir nhe dén trung binh do nguyén nhén co xuong nhu dau co, viém khdp, thép khop, bong gén, viém bao hoat dich, viém gén, dau
lung.

- Nhirc déu, dau ring, dau bung kinh.

- Gidm dau hdu phiu, sau nhd ring va cic hau phiu nho.

* Chéng chi dinh: _

- Min cam vai bat ky mt trong céc thanh phin trong cong thire.

- Ngudi thiéu méu nhiéu 1én, c6 bénh tim, phdi, thin hofic gan. Nguti thiéu hut men GgPD.

- Bénh nhan bi polyp mi, tién sir phit mach va phan (mg co thit phé quan khi sir dung aspirin hodic bét cir thude khang viém khong steroid khic.
- Ngudi bénh dang duge diéu tri bing thube chﬁng déng coumarin.

- Ngudi suy yéu té bao gan, suy than ndng, loét da day- ta trang.

- Phy nit: Ba thang cudi thai ky.

* Thin trong:

* V(i Paracetamol:

- Thin trong khi dimg paracetamol & ngudi bénh c6 thiéu mau tir trude, vi chimg xanh tim c6 thé khéng biéu 16 19, mic di c6 nhimg néng d9 cao
nguy hiém cia methemoglobin trong méu.

- Han ché ubng nhiéu rugu do o thé gdy tang doc tinh voi gan cila paracetamol.

* Vi Ibuprofen: .

- Thén trong khi dung ibuprofen cho ngudi cao toi.

- Tbuprofen c6 thé lam céc transaminase tang 1én trong mau, nhung bién ddi nay thoang qua va hdi phyc duge. Ri loan thi gidc nhu nhin md,
nhung s& hét khi ngung dung ibuprofen.

- Tbuprofen trc ché két ty tiéu ciu nén co thé lam cho thoi gian chéy méau kéo dai.

* Tuwong tic thube:

* Tuong tic voi Paracetamol:

- Ubng dai ngay lidu cao paracetamol 1am ting nhe tic dung chbng dong ctia coumarin va dén chét indandion.

- Paracetamol ¢6 kha niing gy ha sot nghiém trong & ngudi bénh ding dbng thiri phenothiazin va ligu phap ha nhigt.

- Uéngcmo'u qué nhiéu va dai ngdy c6 thé lam ting nguy co paracetamol gdy ddc cho gan.

- Thude chéng co gidt (gdm phenytoin, barbiturat, carbamazepin) gdy cm {mg enzym & microsom thé gan, c6 thé lam ting tinh doc hai gan ciia
paracetamol do ting chuyén hoa thudc thanh nhimg chét dgc hai véi gan.

- Han ché ty ding paracetamol khi dang ding thube chéng co giat hodc isoniazid do c6 thé 1am ting tinh ddc hai gan cia paracetamol

* Tuong téc voi Ibuprofen:

- Ibuprofen va cac thube chong viém khong steroid khac lam ting tac dung phu cta cic khéng sinh nhém quinolon [&n hé thin kinh trung vong
va c6 thé diin dén co gidt.

- Magnesi hydroxyd lam tang sy hip thu ban ddu cia ibuprofen; nhung néu ding cing véi nhdm hydroxyd thi lai khong c6 tic dung nay.

- Sir dung dong thin véi cic thube chdng viém khong steroid khac gly ting nguy co chay mau va giy loét.

- Ibuprofen lam ting dfc tinh cia methotrexat.

- Tbuprofen co thé 1am gidm tic dung bai xuft natri nigu cia furosemid va cac thude loi tidu.
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* Téc dyng phy: ; ] ) .

- Thudmg giip: Sét, moi mét, chutmg bung, budn nén, non, nhirc ddu, hoa mét chéng mat, bén chén, mén ngira, ngoai ban.

-t gdp: Phan img di {mg (ddc biét co that phé quan & ngudi bénh bj hen), viém mii, ndi mé day, dau bung, chiy mau da day - rudt, loét da
day tién trién, lo mo, méat ngu, 1 tai, roi loan thj gidc, thinh lyc gidm, théi gian mau chay kéo dai, ban, loan tao mau, bénh thin, doc tinh than
khi lam dung dai ngay.

- Hiém gp: Ph, ndi ban, hoi chimg Stevens - Johnson, rung toc, trdm cim, viém mang ndo vo khuéin, nhin ma, rdi loan nhin mau, giam thj
Ive do ngd doc thubc, gidm bach cAu, giam tiéu cdu, giam bach cdu trung tinh, ting bach chu wra eosin, giam bach cdu hat, thiéu mau, r6i loan
co bép titi mét, cac thir nghiém tham do chirc ning gan bét thuémg, nhi¥m doc gan, viém bang quang, tieu ra méu, suy thin cép, viém thin ke,
héi chimg thén hur. ‘ ,

Théong béo cho Bac sT nhimg tic dung khéng mong mudn glip phai khi sir dung thude.

* Phu nir ¢6 thai va cho con bi:

- Cin thén khi dung thudc & ba thing ddu thai ky. Tuyét dbi khong ding thuc & ba thang cudi thai ky.

- Thén trong khi dung cho phu nir nudi con ba.

* Thén trong khi ldi tau, xe va viin hanh miy mée vi thubc 6 nguy co' gy chong mit.

* Cich diing va lidu ding: Dung ubng

* Nén udng sau khi &n.

- Nguti lom: 1 -2 vién x 3 1dn/ngdy.

- Truémg hop man tinh: 1 vién x 3 lan/ngdy.

* Qud liéu va xir tri:

* Qua liéu Paracetamol:

- Nhidm doc paracetamol cd thé do ding mét liéu doc duy nhit hodc do ubng 13p lai lidu 16m paracetamol (7,5 — 10g mdi ngay, trong 1 - 2
ngay) holic do udng thube dai ngdy. Hoai tir gan phy thuge lidu 1a tac dung doe cép tinh nghiém trong nhét do qua lidu va ¢ thé gy tir vong.
- Budn non, ndn va dau bung thubng xay ra trong vong 2 — 3 gitr sau khi ubng liéu doc ciia thude. Methemoglobin-mau, dén dén chimg xanh
tim da, niém mac va mong tay 1 mot ddu hiéu dic trumg nhidm dgc cdp tinh ddn chét p-aminophenol; mot luong nho sulfhemoglobin ciing c6
thé duoc san sinh. Tré em c6 khuynh huong tao methemoglobin d& hom ngubi 1o sau khi ubng paracetamol. )

- Khi bi ngd doc nang, ban du o thé Kich thich hé thn kinh trung wong, kich ddng va mé sing. Tiép theo ¢6 thé Ia irc ché h¢ thin kinh trung
uong; simg s&, ha thin nhigt; mét 1a; thd nhanh, néng; mach nhanh, yéu, khong déu; huyét ap thip; suy tuin hodn. Truy mach do giam oxy
huyét tuong dbi va do tac dung trc ché trung tim, tac dung ndy chi xay ra véi liéu rit Iém. Sbe c6 thé xdy ra néu giain mach nhiéu. Con co gidt
nget thd gdy tir vong co thé xdy ra. Thuomg hon mé xdy ra trude khi chét dt ngdt hofic sau vai ngay hon mé.

- Ddu hiéu 1am sing thuong ton gan trér nén rd rét trong vong 2 dén 4 ngay sau khi udng lidu doc. Aminotransferase huyét tuong ting (doi khi
ting rét cao) va nong dd bilirubin trong huyét tuong ciing co thé tang. Khi tén thuong gan lan rong, théi gian prothrombin kéo dai. Co the
10% ngudi bénh bi ngd ddc khong dugce diéu tri dic higu da co thuong ton gan nghiém trong; trong sb d6 10% dén 20% cudi cing chét vi
suy gan. Suy than cfp ciing X3y ra & mdt s6 nguiri bénh. Sinh thiét gan ﬁét hién hoai tit trung tAm tiéu thiy trir ving quanh tinh mach eira. G
nhiing trudmg hgp khong tir vong, thuong tén gan phuc hdi sau nhicu tudn hole nhiéu thang.

* Diéu tri :

~Khi nhiém e nng, phai didu tri hd try tich cu, cdn rira da day trong moi trudng hop, tdt nhét trong vong 4 gidr sau khi udng.

- Liéu phép gidi doc chinh 1a ding nhimg hop chat sulthydryl, cé 1 tac dong mot phén do bd sung dy trir glutathion & gan. N-acetyleystein co
tac dung khi ubng hofic tiém tinh mach. Phai cho thubc ngay l3p tirc néu chua dén 36 gitr k& tir khi ubng paracetamol. Diéu trj voi N-
acetylcystein c6 hiéu qua hon khi cho thude trong thén gian dudi 10 gits sau khi ubng paracetamol. Khi cho udng, hoa lodng dung dich N-
acetylcystein voi nudc hoic db ubng khong c6 rugu dé dat dung dung dich 5% va phéi ubng trong vong mot givr sau khi pha. Cho udng N-
acetylcystein voi lidu ddu tién 1a  140mg/kg, sau d6 cho tiép 17 liéu nira, mdi liéu 70mg/kg cach nhau 4 gio mdt lan. Chim dit diu tri néu
xét nghiém paracetamol trong huyét tuong cho thy nguy co djc hai gan thép. . ) .

- Tac dung khong mong mudn cta N- acetylcystein gdm ban da (gdm ca may day, khong yéu ciu phai ngimg thutc), budn ndn, nén, tiéu
chay, v phan img kiéu phin vé. . . e .

- Néu khong co N-acetylcystein, c6 thé ding Methionin. Ngodi ra co thé dung than hoat va/hogic thude tay mudi, ching c6 kha ning lam giam
hép thu paracetamol

* Qua lieu Ibuprofen: ) ) . ) 3 ) )
Thuong 1a diéu tri triéu chimg va hd trg. Néu da uong qud lidu thi cin &p dung nhimg bién phap sau diy nhim ting ddo thai va bat hoat thube:
Rira da ddy, gdy ndn va lgi tiéu, cho udng than hoat hay thude tdy mubi. Néu ndng: Tham tach mau hodc truyén mau. Vi thudc gdy toan hoa
v déo thai qua nude tidu nén vé Iy thuyet s& cé loi khi cho truyén dich kiém va loi tiéu.

Khuyén cdo:

- Néu xay ra hién tuong di img thi ngung thude ngay.

- gzc Ky huéng din sir dyng trude khi dung, ndu cin thém thong tin xin héi y kién Béc si.

xa thm tay tré em.

Bao quin: i

- Noi khd, dudi 30°C, tranh anh sang tryc tiép.

- Hgn diing: 36 thang ké tir ngy san xuét.

Tiéu chudn: Tiéu chufn co so.

CONG TY CO PHAN XUAT NHAP KHAU Y TE DOMESCO
Dia chi : 66 - Qudc 10 30 — Phudmg My Phi— TP Cao Lanh — Dong Thap
DOMESCO Dién thoai : ( 067) - 3859370 - 3852278

@t Noi sdn xudt vi phén phdi:
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3. Toa hwéng dan sit dung thuoc:

Toa furdng dén sir dung:

' DOAXAN®-S

* Thanh phin: M3i vién nén chira
- Paracetamol ..ovecuniviiniin e
= TBUPTOETL .. .. csten aeit v haa s sns cmr i ses vrrmer e sm err v e tn br s rer e b rn e 40 s Sheeas nveseat aa g es e sb e sen s sasae seneenran
- T4 duge: Lactose, Avicel, Povidon, Mau Sunset yellow, Sodium starch glycolat, Natri lauryl sulfat, Magnesi stearat, Aerosil ....
* Dang bio ché: Vién nén.

* Qui cich déng géi:
-Hdp 5 vix 20 vién.

-Hop 5 vi x 10 vién.

- Hop 5; 25 vi x 4 vién.

- Chai 100 vién.

* Durgre lire hge:

* Paracetamol:

- Paracetamol (acetaminophen hay N-acetyl-p-aminophenol) 1 chit chuyén héa cé hoat tinh ciia phenacetin, 12 thudc gidm dau — ha st hifu hiéu.
Paracetamo! 14m gizm than nhiét & nguéri b§nh sét, nhung hiém khi 13m gidm thin nhidt & ngubi binh thudmg. Thudc tic ddng 1én viing dudi dbi gay ha
nhiét, tda nhiét ting do gifin mach vi ting hru legng méu ngoai bién. -

- Paracetamol, véi lidu didu tf, it tic déng dfn hé tim mach va ho hip, khing lim thay d5i cAn bing acid — base, khéng gy kich g, xudc hodic chiy
méu da day nhir khi ding salicylat, vi paracetamol khéng téc dung trén cyclooxygenase toin thin, chi tic ding dén cyclooxygenase/prostaglandin ¢iia
hé thin kinh trung wong, Paracetamol khéng c6 tdc dung trén tifu cu hoje théxi gian chay mau.

- Khi diing qui liéu paracetamol mt cht chuy#n héa 1a N-acetyl-benzoquinonimin gy dic niing cho gan. Liéu binh thuémy, paracetamol dung nap tht.
Tuy vy, qua lifu cip tioh (rén 10g) 1am thrcng tin gan gdy chét npudi.

* Ibuprofen:

- Ibuprofen 1 thude chéng viém khéng steroid, d3n xust tir acid propionic. Ibuprofen cé tac dung gidm dau, ha sbt v chdng vidm. Co ché tic dung cia
thudc 14 trc ché prostaglandin synthetase va do d6 ngin tao ra prostaglandin, thromboxan va c4c sdn phdm khéc cia cyclooxygenase, Ibuprofen ciing ire
ché tdng hgp prostacyclin & thin va cé thé giy nguy co {r nurée do 1am giam déng méu téi thin. Cin quan tim didu ndy dbi voi cic ngudi bénh bi suy
thin, suy tim, suy gan v cic bénh cd réi loan vé thé tich huyét twong.

- Téo dung ching viém ciia ibuprofen xuft hién sau 2 ngdy digu trd. Ibuprofen ¢6 tic dung ha s&t manh hom aspirin, nhumg kém indomethacin, Thube 6
tde dung chéng viém t&t va cb tic dyung gidm dau tét trong dida trj viém khép dang thap thifu nién. Ibuprofen 14 thudc an toan nhét trong cc thude
chdng viém khéng steroid.

* Durgre djng hoe:

* Paracetamol:

- Paracetamol duoe bip thu nhanh chéng vd hiu nhu hodn todn qua dudmg tidu héa. Thite &in gidu carbon hydrat im gidm ty 1§ hip thu cia
paracetamol. Ndng 40 dinh trong huyét twong dat trong vong 30 &én 60 phit sau khi uéng véi lidu didu tri.

- Paracetamol phan b nhanh va ddng déu trong phin 1¢m cic mé cia oo thé, Khoing 25% paracetamol trong mau két hgp véi protein huyét trong,

- Thiri gizn ban thai huyét iromg cia paracetamol 14 1,25 — 3 giby, ¢6 thé kéo dai vdi lidu gly dde hoje & ngwii béah c6 thuong tén gan.

Sau lidu didu tr, <o thé tim thdy 90 dén 100% thube trong nuéc tiéu trong ngay thir nht, chii yéu san khi lién hep trong gan véi acid glucuronic
(khodng 60%), acid sulfuric (khong 35%6) hojic cystein (khodng 3%); ciing phat hign thiy mét lwong nhd nhimg chét chuyén hoa hydroxyl — hoa va
khir acetyl. Tré nho ft kha ning glucuro lién hop véi thudc hom so véi ngudi 1om.

Paracetamol bj N-hydroxyl héa béi cytochrom Pysy 88 tao nén N-acetyl-benzoquinonimin, mét ¢hit trung gian ¢6 tinh phdn ting ¢ao, Chit chuyén héa
ndy binh thurdmg phin img v&i cic nhém sulfhydryl trong glutathion va nhu viy bj khir hogt tinh, Tuy nhién, néu uéng lidu cao paracetamol, chit
chuyZn héa niy duge tao thanh véi lrong di &8 1am can kigt plutathion cia gan; trong tink trang 6, phan tmg cla n6 véi nhém sulfhydryl cia profein
gan ting I&n, c6 thé din dén hoai tir gan.

* [buprofen:

Touprofen hip thu tét & dng tigu héa. Ndng 9 t6i da ciia thudo trong huyét twomg dat durge san khi udng tir 1 4én2 giyr. Thube ghn rit nhidu vai protein
huyét tuong. Théi gian ban thii cda thudc khoang 2 gity. Tbuprofen ddo thi rt nhanh qua nuée tidu (1% dusi dang khéng d8i, 14% dudi dang lién
hop).

* Chi dinh:

- Gi&m con dau tir nhe dén trung binh do nguyén nhin co xuwong nhw dau ca, vidm khép, thip khép, bong gan, viém bao hoat dich, viém gin, dav limg.
- Nhitc d3u, dau ring, dau bung kinh.

- Gidm dau hiu phiu, sau nhd ting va cdc hiu phiu oho,

* Chéng chi dioh:

- Mn cim vai bt ki mot trong céc thanh phin trong céng thire,

- Nguriri thifu m4u nhidu Iin, cé bénh tim, phdi, thin hojc gan, Newdi thifu hyt men GgPD.

- Bénh nhén bj polyp mii, tién sit phit mach va phan émg ca thit phé quin khi sit dung aspirin hoic bit ot thubc khang viém khong steroid khdc.

- Nguiri bénh dang duge didu trf bing thudc ching ddng coumarin.

- Ngudi suy yéu t€ bao gan, suy thin ning, loét da diy- té tring.

- Phy nir: Ba thing cudi thai ky.

* Thiin trong:

* V&i Paracetamol:

- Thén trong khi ding paracetamol & ngudi bénh ¢é thifu méu tir trete, vi chimg xanh tim c6 thé khéng bifu 19 13, mac di ¢ nhitng ndng 45 eao nguy
hitm cia methemoglobin trong mau.

- Han ché udng nhigu rveu do ¢6 thé giy ting dc tinh véi gan ciia paracetamol.

* Vi Ibuprofen:

- Thén trong khi dimg ibuprofen cho ngudi cao tudi.

- Ihuprofen ¢ thé [am cig transaminase ting l&n frong méu, nlumg biéa d6i ndy thodng qua va héi phuc duge. Réi loan thi gide nhir nhin mé, nhung s&
hét khi nzumg ding ibuprofen,

- Ibuprofen irc ché két tu tiéu cAn nén c6 thé 1am cho thii gian chiy mau kéo dii.

* Tuong tic thudc:

* Tuong tic vii Paracctamol:

- Ubng d4i ngay lidu cao paracetamol Jim ting nbe tic dung ching dong cuia coumnarin va din chét indandion.

- Paracetamol o6 kha ndng gay ha s6t nghiém trong & npudi bénh ding ddng théi phenothiazin va lidu phip ha nhist,

- Ubng rugu qu nhidu va dai ngdy c6 thé 1am ting nguy co paracetamol gy dde cho gan,

- Thude chéng co gift (gdm phenytoin, barbiturat, carbamazepin) giy cim img enzym & microsom thé gan, c6 thé 1am tang tinh djc bai gan cia
paracetamol do t2ng chuyén héa thude thinh nhitmg chit déc hai véi pan.

- Han ché ty ding paracetamol khi dang ding thudc chéng co gist holic isoniazid do ¢6 thé 1am ting tinh dfc hai gan cia paracetamol

* Tuong tic véi Ibuprofen:

'hIP:%);O;?n va cdc thudc chéng viém khang steraid khie lim ting te dung phy ciia ¢dc khéng sinh nbém quinolon 1én hé thin kinh trung uomg va co
the En co giit. .

- Magnesi hydroxyd 1am tAng sy hip thu ban dAu cia ibuprofen; nhung néu ding cing véi nhém hydroxyd thi lai khéng <6 téc dung ndy.

- 8ir dyng dong thiri véi cdc thude chdng viém khong steroid khéc giy ting nguy co chiy méu va gy loét.

= Ibuprofen 1dm ting déc tinh cia methotrexat.

- Ibuprofen c6 the Iam giim tic dung bai xufit natri nién cia furosemid vA cdc thudc loi tidu.

- Ibuprofen c6 thé 1am ting nbng d6 digoxin huyét twomg.

v 325 ME
e 200 mE
.....vira di 1 vién nén.
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* Tic dyng phy:

- Phan img phu hiém khi xay ra, nhimg phan img phy thuémg g? khi ding ibuprofen nhir budn nén, dau thigmg vi va chimg ¢ néng. Céc phin img phy
khac it xay ra duge ghi nhin nhu chéng mét, nhire dau, lo 4u, ndi mén, ngira, 0 tai, phi né. Nén thén trong khi ding ibuprofen cho bénh nhin bj loét da
day- ta tring, bénh gan, suy yéu chirc nang than, bénh suy tim mit bi va thiéu nang déng mau ndi sinh.

- Déi khi xdy ra phan img di img tir ndi man nhe dén sét do thudc va ton thuong niém mac.

Théng bao cho Béc si nhitng tic dung khéng mong mudn gip phai khi sir dung thudc.

* Phy nir ¢6 thai va cho con bi:

- Cén thiin khi ding thudc & ba théng dau thai ky. Tuyét ddi khang ding thudc & ba thang cudi thai ky.

- Thén trong khi ding cho phy nir nudi con ba.

“ Thin trgng khi l4i thu, xe vi viin hainh miy méc vi thudc ¢6 nguy co giy chéng mit.

= C4ch ding va lidu ding: Ding ubng .

* Nén ubng sau khi an.

- Ngudri Iém: 1 - 2 vién x 3 lin/ngay.

- Truémg hop min tinh: 1 vién x 3 lin/ngay.

* Qui lidu va xir tri:

* Qué liéu Paracetamol:

- Nhi#m ddc paracetamol c6 thé do dung mét lidu ddc duy nhét hodc do udng Iap lai liéu 16m paracetamol (7,5 — 10g mdi ngay, trong | - 2 ngay) hodc
do ubng thude dai ngay. Hoai tir gan phu thude ligu 14 tac dung ddc cip tinh nghizm trong nhat do qua lidu va cé thé gay tir vong.

- Budn nén, ndn va dau bung thuémg xay ra trong vong 2 — 3 gio sau khi ubng liéu doc cia thube. Methemoglobin-mau, din dén chimg xanh tim da,
niém mac va méng tay la mot ddu higu dic tnmg nhiém déc cép tinh din chat p-aminophenol; mt lwgng nho sulfhemoglobin ciing co thé duge sin
sinh. Tré em c6 khuynh huéng tao methemoglobin d& hon ngwdi Iém sau khi uéng paracetamol.

- Khi bj ng dc nang, ban dau cé thé kich thich hé than kinh trung wong, kich dong va mé sang. Tiép theo co thé la ire ché hé thin kinh trung womg;
simg 50, ha than nhiét; mét 14; thér nhanh, néng; mach nhanh, yéu, khong déu; huyét ap thép; suy tudn hoan. Tryy mach do giam oxy huyét tuong déi va
do tac dung tre ché trung tim, tic dung nay chi xdy ra véi liéu rét 16n. Sde ¢ thé xay ra néu gian mach nhiéu. Con co gidt nget tho gy tir vong co thé
xdy ra. Thudmg hén mé xay ra trude khi chét ddt ngdt hode sau vai ngdy hén mé.

- Déu hi¢u 14m sang thwong tdn gan trér nén d rét trong vong 2 dén 4 ngay sau khi ubng liéu ddc. Aminotransferase huyét twong ting (di khi tang rit
cao) va néng d9 bilirubin trong huyét twong ciing c6 thé tang. Khi tdn thuong gan lan ring, théi gian prothrombin kéo dai. C6 thé 10% ngudi bénh b
ngd déc khong duge didu tri dic hiéu dd co thuong thn gan nghiém trong; trong s6 d6 10% dén 20% cudi cing chét vi suy gan. Suy thin cdp ciing xay
ra & mdt s6 ngudi bénh. Sinh thiét gan phat hign hoai tir trung tam tiu thiy trir ving quanh tinh mach cira. O nhimg trdmg hop khong tir vong, thuong
tén gan phyc hoi sau nhiéu tudin hoac nhiéu thing.

* Didu tri ;

- Khi nhiém djc nang, phai diéu tri hé tro tich ce, cin rira da day trong moi trutmg hop, tét nhit trong vong 4 gitr sau khi udng.

- Ligu phap giai dGc chinh 13 dung nhimg th chit sulfhydryl, ¢6 18 tac ddng mét phin do b sung dyr trir glutathion & gan. N-acetylcystein co tac dung
khi uéng hodc tiém tinh mach. Phai cho thudc ngay I3p tirc néu chua dén 36 gio ké tir khi udng paracetamol. Diéu trj véi N- acetyleystein ¢ higu qua
hom khi cho thudc trong théi gian duéi 10 gitr sau khi udng paracetamol. Khi cho udng, hoa lodng dung dich N- acetyleystein vai mrde hodc dd udng
khéng c6 nrgu dé dat dung dung dich 5% va phai udng trong vong mot giér sau khi pha. Cho udng N- acetylcystein véi liéu diu tién 13 140mg/kg,
sau dé cho tiép 17 liéu nira, mdi liéu 70mg/kg cach nhau 4 giv mét lin. Chim dint diéu tri néu xét nghi¢m paracetamol trong huyét twong cho thay
nguy co dc hai gan thip.

- Tée dung khdng mong mubn cia N- acetyleystein gdm ban da (gdm cd may day, khong yéu chu phai ngimg thudc), budn nén, non, tidu chay, va phin
img kiéu phan vé.

- Néu khdng c6 N-acetyleystein, ¢o thé ding Methionin. Ngodi ra c6 thé ding than hoat vahoge thube tiy mudi, ching c6 kha nang lam giam hép thu
paracetamol

* Qua liéu Ibuprofen:

Thurémg 14 didu tri triu chimg va hd trg. Néu da udng qua liéu thi cin 4p dung nhimg bién phap sau diy nhidm ting dao thai va bt hoat thubc: Rira da
day, gly non va lgi tiéu, cho udng than hoat hay thudc tiy mudi. Néu nang: Thdm tich mau hofic truyén mau. Vi thube gy toan hoa va dio thai qua
nude tiéu nén vé 1y thuyét s& ¢6 lgi khi cho truyén dich kiém va lgi tidu.

Khnyén cdo:

- Néu xdy ra hién twong dj img thi ngumg thude ngay.

- Dgc ki hurémg diin sir dyng trudre khi ding, néu cin thém thong tin xin hoi y kién Bac si.

- Dé xa tAm tay tré em.

Bio quan:

- Noi khé, duéi 30°C, trénh 4nh sang tryc tiép.

- Han diing: 36 thing ké tir ngdy sdn xuat.

Tiéu chufin: Tidu chudn co sa.
Nai san xudt va phdn phoi:
& CONG TY CO PHAN XUAT NHAP KHAU Y TE DOMESCO
Bia chi : 66 - Qudc 1§ 30 - Phutmg My Phii — TP Cao Linh - Déng Thap
SoMesEn Dién thoai : ( 067) - 3859370 - 3852278

/< thing 07 nim 2011

) ng ky va sian xuﬁ})ﬂw

S

Huynh Trung Chdanh




