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MAU NHAN THUOC DANG KY

1/ MAU NHAN CHAI DASAMAX NIC (Chai 100 vién nang cing)

" CONG THIUC RS i
! Paracetamol ............ .. 500 mg = h' LIA:\TI it ¥
: Lo | B Co Mty vda du L1 viégn DA SA M X SOX J VISA ... :
i A ‘i . g . 1
i . ~ " 4 DOC KY HUGNG DAN SUDUNG TRUGC KHI DUNG
A cHi _D[NH. Ll‘éu DUNG -LCACH DUNG_. OF XA TAM TAY CUA TRE EM :
I CHONG CHI DINH, THAN TRONG VA F BAO QUAN NOIKHO MAT, NHIETBO DUGI 30, B
' 2 = » j B Y TRANH ANH SANG -
| CANH BAO PAC BIET kHI SU DUNG : I
! THUOC, CAC THONG TINKHAC: :
: Xin dgc trong & husng dén sd dung 1
1
| San xuft tai: :
| CONG TY TNHH DUGC PHAM USA - NIC boecigrmms A :
e : ; T " - NIC PHAR - Lid 1
,%LD 11D. Budng C, KCN Tan Tao, Q.Binh Tan, TP HCM Bk 130, Raae €, Tt Tan I Binh Tar i, ACBAC i
____________________________________________ -
|||I ‘:‘?l‘l‘nlr‘»—l N4 ||
x| BUgC
2/ MAU NHAN CHAI DASAMAX NIC (Chai 500 vién nang cifng) \e) USA
N 23
___________________________________________ 2
CONG THUC TEU CHUAN AP DUNG. DBVN IV
Paracetomol .............ccccoviveeee. SAO MG SEK / VISA: .
TG AUDE o i VU AT s, VBN

BOC KY HUGNG DAN SU DUNG TRUGC KHI DUNG
DE XA TAM TAY CUA TRE EM
BAO QUAN NOI KHO MAT, NHIET B DUGI a0°C,
TRANH ANH SANG.

Thudc dung cho bénh vién
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MAU NHAN THUOC PANG KY

3/MAUNHAN VI DASAMAX NIC (1 vi x 10 vién nang cing)
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MAU NHAN THUOC PANG KY

4/ MAU HOP DASAMAX NIC (Hop 10 vi x 10 vién nang ciing)
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TO HUONG DAN SU DUNG THUOC
Vién nang cirng DASAMAX NIC

DASAMAX NIC - Vién nang ciing (TRANG-VANG)

¢ Cong thirc (cho mot vién):
- Paracetamol................coco.. 500 mg
- Taduoc............ vira du.......... 1 vién nang cting
(BOt talc, magnesi Stearat)
¢ Tic dung dugc ly:
Duege lue hoc:

- Paracetamol (acetamir}ophen hay N-acetyl-p-aminophenol) 1a chit chuyén hoa ¢6 hoat tinh
clia phenacetin, 1a thubc giam dau-ha sot hiru hiéu ¢4 thé thay thé aspirin, tuy vy khac véi
aspirin, paracetamol khéng c6 hiu qua trong diéu trj viém. Véi liéu ngang nhau tinh theo
gam, paracetamol c6 téc dung gidm dau va ha sét twong tu nhu aspirin.

- Paracetamol 1am giam than nhiét nguoi bi sét nhung hiém khi 1am giam thén nhiét ngudi binh
thudng. Thude téc dong 1én ving duéi doi, gay ha nhiét, toa nhiét, tdng gidn mach va ting luu
lugng mau ngoai bién.

- Paracetamol véi lidu didu tri, it tac dong dén tim va ho hép, khong lam thay déi cén bang acid-
base, khong gay kich ing, xuéc, chdy mau da day nhu salicylat vi paracetamol khong tac
dung Ién cyclooxygenase toan thén, chi tac dung lén cyclooxygenase cta thin kinh trung
uong. Paracetamol khéng tac dung trén tidu ciu hodc thoi gian chay mau.

- Khi ding qua liép paracetamol, mot chat chuyén héa la n-acetyl-benzoquinonimin gay déc
néang cho gan. Liéu binh thudng paracetamol dung nap tot khong ¢6 nhicu tac dung phu nhu
aspirin. Tuy vy qué liéu cép tinh (10 8) gdy ton thuong gan c6 thé din dén chét nguoi.

Duoc dong hoc:

- Hap thu nhanh chéng va hau nhu hoan toan qua dudmg tiéu héa, dat néng d dinh trong mau
khodng 30 phut dén 60 phit sau khi udng véi lieu diéu trj.

- Phén b: Paracetamol phan bd nhanh va ddng déu trong phan I6n c4c mé cta co thé. Khoang
25% paracetamol trong mau két hop véi protein huyét tuong.

- Thai trir: Nira doi huyét twong cita paracetamol 1a 1,25-3 gio, ¢é thé kéo dai véi lidu gdy doc
hoédc nguoi ¢6 ton thuong gan.

- Sau liéu diéu tri c6 thé tim thdy 90-100% thuéc trong nudce tiéu ngay thir nhét, chi yéu sau khi
lién hop trong gan v6i acid glucuronic (60%), acid sulfuric (35%); cling phét hién thay mot
lugng nho nhiing chat chuyén héa hydroxyl-héa va khir acetyl. Tré nho it c6 kha ning glucuro
lién hop véi thude hon so véi nguoi 6.

- Paracetamol bi N-hydroxyl hoa boi cytochrom Pyso dé tao nén N acetyl-benzoquinonimin, mot
chat trung gian c6 hoat tinh cao. Chat chuyén héa ndy binh thudng phan ung v;éri céc nhém
sulfhydryl trong glutathion va nhu viy bi mét hoat tinh. Tuy nhién néu udng liéu cao
paracetamol, chét chuyén héa nay duoc tao thanh véi sé lugng du 1am can kiét glutathion cua
gan, trong tinh trang d6, phan (g cda né véi nhém sulfhydryl cua protein gan ting 1én, c6 thé
dan dén hoai tir gan. :

¢ Chi dinh:

- Giam dau, ha sét. Ding trong cac trudng hop: Cam cum, nhire ddu, nhirc nira dau, dau rang.

¢ Liéu dung:

- Nguoi 16n: Mdi 14n udng 1-2 vién, ngay 3-4 1in,
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- Tré em trén 12 tudi: M&i 1n ubng 1 vién, ngay 3-4 [an

- Tré em dudi 12 tudi ding dang bao ché khac
Ch y: Khoang céch giira cac 1n ding tir 4-6 gi0. Khong ding qué 8 vién/ ngay.
¢ Choéng chi dinh:

- Qué mén cam véi paracetamol

- Nguoi thiéu hut glucose-6-phosphat dehydrogenase

¢ Tiéc dung khéng mong muén:

- Ban da va nhiing phan rng di ing khac co thé xay ra. Thuong la ban d6 hay may day, nhung
d6i khi nang hon c¢6 kém theo sét do thudc hay ton thuong niém mac.

- Mot sb it truong hop riéng 1€, paracetamol c6 thé gdy giam bach céu trung tinh, giam tiéu cu
va toan thé huyét cau.

- Da (ban); da day-rugt (budn non, nén); huyét hoc (loan tao mau: giam bach ciu trung tinh,
gidm toan thé huyét cau, giam bach cau), thiéu mau; thdn (bénh than, doc tinh than khi lam
dung dai ngay)

- Hiém gap: Phan (mg qua mén.

Thoéng bao cho bac si nhirng tac dung khéng mong muén gdp phai khi sir dung thudc

¢ Twong tic véi thudc khéc:

- Uf'j'ng dai ngay liéu cao Paracetamol lam tang nhe tic dung chéng dong cua coumarin va din
chat indandion. Téc dung nay c6 vé it hoac khong quan trong ve€ 1dm sang, nén paracetamol
dugc va dung hgn sa}icylat khi can giam dau nhe hoac ha sot cho ngudi bénh dang dung
coumarin hodc dan chét indandion.

- Ubng rugu qué nhiéu va dai ngdy c6 thé lam tang nguy co paracetamol gy doc cho gan.

- Thube chéng co giat (_gf)m phenytoin, barbiturat, carbamazepin) giy cam ing enzyme Ky
microsom thé gan, co the lam tang tinh doc hai gan cta paracetamol do tang chuyén héa thudc
thanh nhing chat djc hai véi gan.

- Ngoai ra, diing ddng thoi isoniazid véi paracetamol ciing c6 thé dan dén tang nguy co djc tinh
v0i gan, nhung chua xac djnh dugc co ché chinh Xac cua tuong tac nay. Nguy co paracetamol
gy doc tinh gan gia ting dang ke 0 ngudi bénh udng licu paracetamol 16n hon lidu khuyén
dung trong khi dang ding thudc chong co giat hodc isoniazid.

¢ Thin trong va cinh bio dic biét khi sit dung thudc:

- Paracetamol tuong dbi khong doc véi lidu didu tri. Poi khi ¢0 nhitng phan img da nhu ban dat,
sin ngtra va may day, nhitng phan img man cam khac bao gém phu thanh quan, phu mach va
nhimng phan g kiéu phan vé c6 thé it khi xay ra. Giam tiéu cau, giam bach cau va giam toan
thé huyét ciu da xay ra voi vigc sir dung nhitng dan chat p-aminophenol, ddc biét khi dung
kéo dai véi liéu 16n. Giam bach cau trung tinh va ban xuit huyét, giam tiéu cau di xay ra khi
ding paracetamol.

- Phai dung paracetamol than trong & ngudi bénh c6 thiéu mau tir trude, vi chimg xanh tim c6
thé khong biéu 16 15, mic du ¢6 nhitng ndng do cao nguy hi€ém cua methemoglobin cao trong
mau, o

- Udng nhiéu rugu c6 thé gay doc tinh véi gan cia paracetamol; nén trénh hodc han ché uéng
ruou. :

- Ding thén trong véi ngudi bi suy giam chirc ning gan hoic thédn.

- Bic sT cdn canh bdo bénh nhan vé céc dau hidu cua phan img trén da nghiém trong nhu hoi
chimg Steven-Jonhson (SJS), hdi chimg hoai tir da nhiém doc (TEN) hay hoi ching Lyell, hoi
chimg ngoai ban mun mu toan than cap tinh (AGEP)

¢ Sir dung cho ngudi ldi xe va vin hanh may méc:
- Sir dung dugc cho ngudi 14i xe va vin hanh may moc.
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¢ Sit dung cho phu ni¥ ¢6 thai va cho con bi:

- Sir dung khi that can thiét & phu nit c6 thai. Sir dung duoc cho phu nir dang cho con bi.

¢ Qui lidu va xir tri:

- Triéu ching: Nhim doc paracetamol do uéng mét lidu ddc duy nhét hodc ubng 1ap lai nhidu
lan paracetamol hodc do udng dai ngay. Hoai tir gan phu thudc lidu 1a tac dung dgc cép tinh
nghi€m trong nhat do qué lidu va c6 thé gay tr vong. Triéu chimg la budn ndn, nén va dau
bung thudng xay ra trong vong 2-3 gitr sau khi udng liéu ddc thube. Methemoglobin mau, din
dén chimg xanh tim da, niém mac va méng tay. Khi bi ngd doc ndng, ban dau c6 thé bi kich
thich than kinh trung uong, ha than nhigt, mét 14, thé: nhanh, ndng, mach nhanh yéu, huyét 4p
thap, suy tudn hoan va c6 thé tir vong.

Déu hiéu 1am sang tén thuong gan tr& nén r5 rét trong vong 2-4 ngay sau khi udng liéu doc.
minotransferase huyét tuong ting va néng do bilirubin trong huyét turong tang. Hon nira khi
ton thuong gan lan rong, thoi gian prothrombin kéo dai. Bénh nhan c6 thé tr vong do suy gan.

- X1 tri: Can ria da day trong moi trudng hop, tot nhat trong vong 4 gio sau khi uéng. Liéu
phdp giai doc chinh la ding hop chét sulfhydryl, c6 I8 téc dong mot phin do bd sung dur trit
glutathion & gan. N- acetyleystein ¢6 tac dung udng hoic tiém tinh mach, phéi dung thuée
ngay lp tirc néu chua dén 36 gio sau khi udng paracetamol.

¢ Trinh bay:
- Chai 100 vién nang cimg

- Chai 500 vién nang cimg

- Hop 10 vi x 10 vién nang cimg @
¢ Han dl‘mg.: ' { ; - )
- 36 théng ke tlr ngay san xuit. A /
¢ Bio quin: 2
- Noi khd mat, nhiét d du6i 30°C, tranh 4nh séng. ;
¢ Tiéu chuin: DDVN IV :
DE XA TAM TAY CUA TRE EM
DPOC KY HUGNG DAN SU' DUNG TRUGC KHI DUNG
NEU CAN THEM THONG TIN XIN HOI Y KIEN CUA THAY THUOC
KHONG DUNG THUOC QUA HAN SU DUNG GHI TREN HOQP
THONG BAO CHO BAC S NHUNG TAC DUNG KHONG MONG MUON GAP PHAI
KHI SU DUNG THUOC

CONG TY TNHH DUGQC PHAM USA - NIC (USA - NIC PHARMA)
L4 11D dudng C~ KCN Tén Tao - Q.Binh Tan — TP.HCM
DT : (08) 37.541.999 — Fax: (08) 37.543.999
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