2. Nhin trung gian.

a). Nhan hop 100 vi x 10 vién nén.
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100 vi x 10
VIEN NEN

Paracetamol

500 mg
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1. Nhén tryc ti€p trén don vi dong géi nhé nhat.

a). Nhan vi 10 vién nén.

b). Nhan chai 100 vién nén.

50 LO sXx: HD

& DOPAGAN |

nnesy  Paracetamol 500 mg

LXMISEC

3] DOPAGAN

posiescn Paracetamol 500 mg

CTOPR RNE ¥ TE DOMIEAC0

> DOPAGAN|

povesto  Paracetamaol 500 mg
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3 DOPAGAN

pinescn Paracetamol 500 mg
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pnescn  Paracetamol 500 mg
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100 VIEN NEN

THANH PHAN: M vibn ngn chia
- Pamcatamol
-Tatuge wiia di

CHI DINH: Na d&u, gdm dau ha st day
il kinh daw bung kinh va sdt docim cim

CACH DUNG & LIEU DUNG: Tilng ubng
~Nguin lon: 1 - 2wiénddn 2 - 3Wnimgdy
Tedam 60 mphgingay. chialim 3 -4 dn

ali, nbn. I o
gidm todn i
I, thigu mau, bénh
dung dai ngay

ap P g qud midn

BAD QUAN: Duge 30T 1amn anh sang e vp

SE XA TAM TAY CUA TRE EM
BOC K HUGKG 0hx S0 DYNG TAUDC K| DiKG

DOPAGAN®

Paracetamol 500 mg

GIAM PAU - HA SOT

DOMESCO

CONG TY c3 PHAN XUAT NHAP KHAU Y TE DOMESCO
66 Quéc 1§ 30 - TP. Cao Lanh - Béng Thap
(Dat chimg nhan 1S0 9001 2008 & ISO/EC 17025)

GMP-WHO

CHONG CHI BINH: Min cm wi thifie vg suy 1
ban gan Mg thi mag nhef (&0, od bdnh tm
i than hodc gan. Ngu thiu g men G,PD
TUGNG TAC THUGC

Ung dai ngdy bl cap paracetamol lam tang
nihe tic dung chiing ddng cla coumann vi dln
chat indandean

Parzcetamal co khd ndng gly ha it nghiém
trong & ngud pdah disng Al thix phenathaazin
v liBuphdp ha nhdt

uising rucw qua mbsbu v di ngay oo thé fm tang
nguy £ paracetamal phy 3bc cho gan

Thudc chling o pibt (pim phanytan baroeuat
caibamanpin) iy cdm img enzym & micrasem
thé gan ot Il am 1ang tah dbe i gan cia

Han e W abng parscetamol khi dang dung
thudic chiing co =it nodc soniaad do cb thé &m
ting tinh 4% hai pan cla paracetamol

SEK: —| TEL CHUAK AP DUNG - TECE

NGAY 5%-50 LO Sx-HD
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3. Toa hwémng din sir dung thude:

Toa hiwong din sir dung:

DOPAGAN®

* Thanh phin: Mdi vién nén chira

o PAFAEETATION vovscn eunnroennmesans mmss s 545850 05080 4iEE0ntas o sasis s e o4 § 0 A H ARSI SF s ea U m e sn v s e ey 1 S0 b Ut b 500 mg
- Ta duge: Tinh bot ngd, Starch 1500, Povidon, Mau Erythrosin, Sodium starch glycolat, Tale, Natri benzoat, Magnesi
GEEATAL . . +v v s eneee s sae s ems des e mme aman e FRR e e e an s ee bbb e e e YRS AL e LSS AL e s s vira da 1 vién nén.
* Dang bao ché: Vién nén

* Qui cach déng gobi: W\

-Hop 100 vi x 10 vién. \J\-

- Chai 100 vién. v/

* Duge luce hoe: i )

- Paracetamol (acetaminophen hay N-acetyl-p-aminophenol) la chét chuyén hoa cé hoat tinh cia phenacetin, la thude giam dau —
ha sét hitu hiéu. Paracetamol lam giam than nhiét & ngudi bénh sdt. nhung hiém khi 1am giam than nhiét & nguoi binh thuémg.
Thubc tac dong 1én ving dudi ddi gay ha nhiét, toa nhiét tang do gian mach va tang luu lwgng mau ngoai bién.

- Paracetamol, vai lidu didu tri, it tic dong dén hé tim mach va hd hép, khong lam thay ddi can biing acid — base, khong gay kich
{mg, xudc hodc chay méau da day nhu khi dung salicylat, vi paracetamol khong tic dung trén cyclooxygenase toan thén, chi tic
dong dén cyclooxygenase/prostaglandin cua h¢ thén kinh trung wong. Paracetamol khong 6 tac dung trén tiéu cu hodc thiri gian
chay mau.

- Khi ding qué liéu paracetamol mit chét phuy’én hoa 1a N-acetyl-benzoquinonimin gay dc ning cho gan. Liéu binh thuémg,
paracetamol dung nap tét. Tuy vAy. qua liéu cdp tinh (trén 10g) 1am thuong tén gan gy chét ngudi.

* Duge dong hoc:

- Hdp thu: Paracetamol duge hAp thu nhanh chéng va hau nhur hoan toan qua dudng tiéu hoa. Thirc &n gidu carbon hydrat lam
giam ty 1¢ hép thu cua paracetamol. Nong do dinh trong huyét trong dat trong vong 30 dén 60 phut sau khi udng voi licu diéu tri.
~ Phan bé: Paracetamol phan bd nhanh va dong déu trong phén lén cac md ca co thé. Khoang 25% paracetamol trong méu két
hop véi protein huyét trong.

- Thai trir: Thoi gian béan thai huyét frong cia paracetamol 1a 1,25 - 3 gid, c6 thé kéo dai véi lidu gay doc hodc & ngudi bgnh cd
thuong tén gan.

Sau licu didu tri, c6 thé tim thdy 90 dén 100% thubc trong nuéc tiéu trong ngay thir nhét, chu yéu sau khi lién hop trong gan véi
acid glucuronic (khoang 60%), acid sulfuric (khoang 35%) hodc cystein (khoang 3%); ciing phat hién thidy mét lwong nho nhimg
chét chuyén héa hydroxyl — hoa va khir acetyl. Tré nho it kha nang glucuro lién hop voi thudc hon so véi ngudi 1om.

Paracetamol bj N-hydroxyl héa bdi cytochrom Pasg dé tao nén N-acetyl-benzoquinonimin, mét chét trung gian c6 tinh phan tng
cao. Chét chuyén héa nay binh thuong phan (g voi cac nh6m sulfhydryl trong glutathion va nhu vay bi khir hoat tinh. Tuy
nhién, néu ubng lidu cao paracetamol, chét chuyén hoa ndy duoc tao thanh véi lugng du dé 1am can kiét glutathion cua gan;
trong tinh trang d6, phan img ctia né véi nhom sulfhydryl ciia protein gan tang I&n, c6 thé din dén hoai tir gan.

* Chi dinh:

Nhire dédu, giam dau, ha sbt, dau than kinh, dau bung kinh va sbt do cam ctim.

* Chong chi dinh:

- Min cam v&i thube va suy té bao gan.

- Ngudi thiéu méu nhiéu lan, c6 bénh tim, phdi, thin hoge gan. Nguoi thiéu hut men G4PD.

* Thén trong:

- Thén trong khi diing paracetamol & ngudi bénh c6 thiéu méu tir trude, vi chimg xanh tim ¢6 thé khéong biéu 10 15, mic du co
nhimg ndng do cao nguy hiém ciia methemoglobin trong méu.

- Han ché udng nhiéu ruou do ¢6 thé gy tang dc tinh véi gan cia paracetamol.

* Tuwong tac thube:

- Ubng dai ngay lidu cao paracetamol lam tang nhe téc dung chéng déng ciia coumarin va din chét indandion.

- Paracetamol c6 kha nang gy ha sét nghiém trong & ngudi bénh dung ddng thoi phenothiazin va liéu phap ha nhigt.

- Ubng rugu qué nhiéu va dai ngay o thé lam ting nguy co paracetamol gay dc cho gan.

- Thubc chéng co gidt (gdm phenytoin, barbiturat, carbamazepin) gy cam img enzym & microsom thé gan, c6 thé lam ting tinh
doc hai gan cua Paracetamol do tang chuyén héa thubc thanh nhimg chét déc hai vai gan.

- Han ché ty dung paracetamol khi dang ding thudc chéng co gidt hoze isoniazid do ¢6 thé 1am tang tinh doc hai gan cuia

paracetamol.

* Tde dung phu:

- {t gap: Ban, mé day, budn nén, non, loan tao mau (gidm bach chu trung tinh, giam toan thé huyét cau, giam bach cdu), thiéu

mdu, bénh than, doc tinh thn khi lam dung dai ngay. o
- Hiém gp: Phan tmg qua mén. o
Théng béo cho Béc si nhimg tic dung khong mong mudn gap phai khi s dung thude. &7

* Phy nif ¢6 thai va cho con bu:
- Chua xac dinh dugce tinh an toan cua paracetamol dung khi thai nghén lién quan dén tac dung khéng mong mubn ¢6 thé c6 d
v6i phat trién thai. Do dé, chi nén dung paracetamol ¢ ngudi mang thai khi thit cén.
- Nghién ctru & ngudi me ding paracetamol sau khi dé cho con bu, khéng thiy c6 tac dung khong mong mudn & tré nho b me
* Thubc khdng anh huwéng khi 1ai xe va viin hanh may méc.

Ws a
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* Céch diing va liéu diing: Diing udng .
- Ngudi 16n: 1 -2 vién/lén, 2 — 3 lan/ngdy. \V
- Tré em: 60 mg/kg/ngay, chia 1am 3 — 4 lan. \

* Qua lidu va xir tri: ;

- Nhiém doc paracetamol c6 thé do ding mot liéu doc duy nhat hoge do ubng 1ap lai lidu 16n paracetamol (7,5 — 10g mdi ngay,
trong 1 - 2 ngay) hodc do ubng thudc dai ngay. Hoai tir gan phu thue lidu 12 tac dung doc cép tinh nghiém trong nhét do qua liéu
va ¢0 thé gay tir vong.

- Budn non, non va dau bung thuémg xay ra trong vong 2 — 3 gios sau khi uéng liéu dgc cia thubc. Methemoglobin-méu, dn dén
chimg xanh tim da, niém mac va mong tay 1a mot ddu hi¢u dic trung nhiém doc cép tinh din chét p-aminophenol; mot lugng nho
sulfhemoglobin ciing c6 thé dugc san sinh. Tré em c¢6 khuynh huong tao methemoglobin dé hon ngudi 16n sau khi ubng
paracetamol. '

- Khi bj ngd doc ning, ban dau c6 thé kich thich hé than kinh trung wong, kich dong va mé sang. Tiép theo c6 thé la (e ché hé
than kinh trung wong; simg s, ha than nhiét; mét 1&; the nhanh, nong; mach nhanh, yéu, khong déu; huyét 4p thp: suy tuan
hoan. Truy mach do giam oxy huyét twong déi va do tac dung trc ché trung tam, tic dung nay chi xay ra véi lidu rit lon, Séc co
thé xay ra néu gian mach nhiéu. Con co gidt nget thd gdy tir vong c6 thé xay ra. Thuong hén mé xay ra trude khi chét dot ngot
hodc sau vai ngay hon me. )

- Déu hiéu lam sang thuong tén gan tré nén rd rét trong vong 2 dén 4 ngay sau khi ubng liéu doc. Aminotransferase huyet trong

tang (déi khi ting rét cao) va nong do bilirubin trong huyét tuong cling cd thé tang. Khi ton thuong gan lan rong, thoi gian

prothrombin kéo dai. Co thé 10% ngudi bénh bj ngd doc khong duoc didu tri dic hiéu di c6 throng ton gan nghiém trong; trong
56 d6 10% dén 20% cudi cung chét vi suy gan. Suy than cdp ciing xdy ra & mdt s6 ngudi bénh. Sinh thiét gan phat hién hoai tir
trung tam tiéu thity trir ving quanh tinh mach cira. O nhimg trudng hop khong tir vong, thuong tdn gan phuc hoi sau nhiéu tudn
hodc nhiéu thang.

* Didu tri:

- Khi nhiém déc nang, phai diéu tri h trg tich cyc, can rira da day trong moi trudmg hop, tét nhat trong vong 4 gitr sau khi ubng.
- Liéu phap giai doc chinh la ding nhimg hop chit sulfhydryl, c6 1& tac dong mdt phan do b sung dyr trir glutathion & gan. N-
acetylcystein c6 téc dung khi ubng hodc tiém tinh mach. Phéi cho thudc ngay 14p tirc néu chua dén 36 givr ké tir khi udng
paracetamol. Diéu trj voi N- acetylcystein c6 higu qua hon khi cho thubc trong thori gian dudi 10 gior sau khi ubng paracetamol.
Khi cho ubng, hoa loang dung dich N - acetylcystein véi nuée hode 46 ubng khong c6 rugu dé dat dung dich 5% va phai udng
trong vong mot gios sau khi pha. Cho udng N- acetylcystein voi licu diu tién 1a 140mg/kg, sau dé cho tiip 17 lidu nira, mdi lidu
70mg/kg cach nhau 4 gior mot 1an. Chém dirt diu tri néu xét nghiém paracetamol trong huyét twong cho thiy nguy co doc hai
gan thap.

- Téc dung khong mong mubn cita N - acetylcystein gdm ban da (gom ca may day, khong yéu cdu phai ngimg thudc), budn ndn,
ndn, tidu chay, va phan tmg kiéu phan vé.

- Néu khong c6 N-acetylcystein, c6 thé ding Methionin. Ngodi ra c6 thé ding than hoat va/hogc thudc tiy mudi, ching c6 kha
nang lam giam hip thy paracetamol.

* Khuyé'n cdo:

- Theo doi chire nang than trong truong hop ding lau ngay hay bj suy than.

- Poc k§ huéng din sir dyng trude khi ding, néu cin thém thong tin xin hoi ¥ kién Béc si.

- Dé xa tAm tay tré em.

* Bio quan:

- Dudi 30°C, trénh énh sang tryc tiép.

- Han ding: 36 théng ké tir ngay san xuét.

* Tiéu chuén: Tiéu chudn co sa.

/;‘_\ Noi san xudt va phdn‘phrff: )
\‘t CONG TY CO PHAN XUAT NHAP KHAU Y TE DOMESCO
N Dia chi: 66 - Quéc 16 30 — Phuong My Phi— TP Cao Lanh — Pong Thap
DOMESCO Pién thoai: ( 067) — 3859370 - 3852278
ao Ldnh, ngay ¢3 thang (3 nim 2011
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