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Product Name: Axcel Paracetamol-250 Suspension (Orange)
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Proposed outer box:

100ml pack

Afcel®

199

Each 5mi contains:
Paracetamol 8.P. 250mg
M 0.1% wivas p ive.

For oral administration only,

Do not take any other PARACETAMOL
containing medicines at the same time.

This preparation contains PARACETAMOL.

Please refer to enclosed package insert for
mote information.
Store below 30°C. Protect from kght.
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Product Name: Axcel Paracetamol-250 Suspension (Orange)

Proposed label:
100ml pack
ﬂ Each 5ml contains: 5
: Paracetamol B.P. 250mg S5
A Xce Methylparaben 0.1% wiv as preservative. S
For oral administration only. § 5
a8
~(T— This preparation contains PARACETAMOL. &
2V, \ " = B Do not take any other PARACETAMOL

DADACETAR D E
PARACETAMOL-250

CiCDE e
= SUSPENSION

- Eavar B Datn Daliaf
For Fever & Pain Relief

containing medicines at the same time.

KEEP OUT OF REACH OF CHILDREN
JAUHI DARI KANAK-KANAK

Please refer to package insert for more
information.

Keep container well closed.

Shake well before use.

Store below 30°C. Protect from light.

MAL19911435XZ  BRU14031279NP
SIN 10854P

MYN R1704A5414

HK-47844

VN-

Kotra Pharma (M) Sdn. Bhd.
No.1, 2 & 3, Jalan TTC 12, (80082-V)
Cheng Industrial Estate,
75250 Melaka, Malaysia.
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AXCEL PARACETAMOL-250 SUSPENSION (ORANGE)
wea KOTRA PHARMA (M) SDN BHD

Nhan phu lo 100 ml

AXCEL PARACETAMOL-250
SUSPENSION (ORANGE)

Thanh phéan: Mdi lo 100 ml hén dich
udng chira Paracetamol 5000 mg

Bdo quan: Bao quan ¢ nhiét do dudi
30°C, tranh anh sang

Chi dinh, liéu ding va cach dung,
chdng chi dinh: Xem t& hudng dan sir
dung thubc )
Poc ky huéng din sir dung truwée khi /}
dung \
Dé xa tAm véi tré em !
Cac thong tin khac xin xem to hwéng
dén sir dung thube

Nha sin xuét:

KOTRA PHARMA (M) SDN. BHD.
No.l, 2 & 3, Jalan TTC 12, Cheng
Industrial Estate, 75250 Melaka,
Malaysia

Nha nhap khau:

SPK:

S6 16 SX, NSX, HD: Xem “B”, “MFG”,
“EXP” trén bao bi

Chief Representative
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AXCEL PARACETAMOL - 250 SUSPENSION

Thanh phan:

Mbi 5 ml chira:

Hoat chat: Paracetamol ............ 250 mg

Ta dweoc: Refined sugar, methylparaben, saccharin sodium, orange flavour, sunset yellow,
xanthan gum, propylene glycol, purified water.

Dang bao ché:

Hén dich uéng mau vang cam, hwong vi cam

Dworc Iwc hoc:

Paracetamol (acetaminophen hay N - acetyl - p - aminophenol) la chat chuyén héa cé hoat
tinh clia phenacetin, 1a thuéc gidm dau - ha sét co thé thay thé aspirin; tuy vay, khac voi
aspirin, paracetamol khéng c6 hiéu qua diéu tri viém. Vé&i liéu ngang nhau tinh theo gam,
paracetamol cé tac dung gidm dau va ha sét twong tw nhw aspirin.

Paracetamol lam giam than nhiét & nguwoi bénh sét, nhwng hiém khi lam giam than nhiét &
nguwdi binh thuweng. Thube tac déng Ién ving dwéi dbi gay ha nhiét, tda nhiét ting do gian
mach va tang lwu lwong mau ngoai bién.

Paracetamol, voi liéu diéu tri, it tdc dong dén hé tim mach va hdé hap, khéng lam thay déi
can bang acid - base, khéng gay kich rng, xwdc hodc chdy mau da day nhw khi dung
salicylat. Paracetamol khéng c6 tac dung trén tiéu cu hodc thdi gian chay mau.

Khi dung qua liéu paracetamol moét chét chuyén hoa la N - acetyl - benzoquinonimin gay déc
nang cho gan. Liéu binh thwong, paracetamol dung nap tbt, khéng coé nhiéu tac dung khong
mong muén cla aspirin. Tuy vay, qua liéu cap tinh (trén 10 g) lam thwong tén gan gay chét
nguoi

Dwoc dong hoc:

Paracetamol dwoc hap thu nhanh chéng va hau nhuw hoan toan qua dwcyng tiéu hoa. Nong
d6 dinh trong huyét twong dat trong vong 30 dén 60 phut sau khi uong v&i liéu diéu tri.
Paracetamol phan b nhanh va déng déu trong phan I&n cac mé cla co thé. Khodng 25%
paracetamol trong mau két hop véi protein huyét twong.

Nira doi huyét twong cla paracetamol la 1,25 - 3 gi®, c6 thé kéo dai véi liéu gay doc hoac &
nguwdi bénh co6 thwong ton gan.

Sau liéu diéu tri, co thé tim thay 90 dén 100% thubc trong nuwéc tiéu trong ngay thir nhat, chi
yéu sau khi lién hop trong gan véi acid glucuronic (khoang 60%), acid sulfuric (khoang 35%)
hodc cystein (khodng 3%): cling phat hién thdy mét lwong nhd nhitng chat chuyén hoa
hydroxyl - hoa va khir acetyl. Tré nhé it khd nang glucuro lién hop vé&i thubée hon so vi ngwdi
lon. : :
Paracetamol bi N - hydroxyl héa b&i cytochrom P dé tao nén N - acetyl -
benzoquinonimin, mét chat trung gian cé tinh phan (*ng cao. Chat chuyén héa nay binh
thwong phan tng v&i cac nhom sulfhydryl trong glutathlon va nhw vay bi khir hoat tinh. Tuy
nhién, néu uéng liéu cao paracetamol chéat chuyén héa nay dwoc tao thanh véi lwong da dé
lam can kiét glutathion cla gan; trong tinh trang dé, phan &ng cta né véi nhém sulfhydryl
clia protein gan tang lén, cé thé dan dén hoai t& gan
Chi dinh:

Ha sét, giam céc triéu chirng cam lanh va cum

Giam dau, dung trong trwéng hop dau réng va dau dau
Liéu Iwong va cach dung:

Thubdc chi dung dé uéng \ 2
Lac ky trwde khi str dung /A
Tréem 1 -6 tudi: 125 mg—250 mg (2.5-5ml)/lan x 3 —41an/ng ) BENG HAI
Tré em 6 — 12 tubi: 250 mg =500 mg (5—10ml) /lan x 3 — 4 Ian/ngay "”C(

Tré em dwdi 1 tudi nén dung Axcel paracetamol - 120 Syrup. hief Representative
Cl mbi 4 dén 6 gid ubng thudc mét 1an néu can. Téi da la 4 1an trong vong 24 gio.

Chéng chi dinh:

Man cam v&i paracetamol hodc bat ky thanh phan nao ctia thube, suy gan nang.

Tac dung khéng mong muén:

Phat ban va cac phan (ng di (rng c6 thé xay ra.
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Théan trong:

Bac si can canh bao bénh nhan vé cac dau hiéu ctia phan trng trén da nghiém trong nhuw hoi
ching Steven-Johnson (SJS), héi chirng hoai tir da nhiém déc (TEN) hay hdi chirng Lyell,
hoi chirng ngoai ban mun mu toan than Cép tinh (AGEP).

Paracetamol twong dbi khéng doc voi liéu diéu tri, va khi dung dwdi sy huwéng dan cua thay
thudc. Tuy nhién, dung qua liéu paracetamol |3 nguyén nhan chinh gay suy gan cép. Dung
nhiéu ché pham chira paracetamol (acetaminophen) déng thoi cé thé dan dén hau qua cb
hai (nhuw qué liéu paracetamol).

Phan (rng da nghiém trong, c6 kha nang gay t&r vong bao gdbm héi chirng Stevens-Johnson,
hoai t& biéu bi nhiém ddc (TEN), hdi chirng ngoai ban mun md toan than (AGEP: Acute
generalized exanthematous), hoi chirng LyeH tuy hiém nhwng da xay ra véi paracetamol,
thuwdng khéng phu thude vao tac dung cla cac thudc khac. Tuy cac thudc giam dau va ha
sbt khac (nhu NSAID) c6é the gay cac phan tng twong ty, man cam chéo véi paracetamol
khong xay ra. Nguoi bénh can phai ngu’ng dung paracetamol va di kham thay thudce ngay
khi thdy phat ban hodc cac biéu hién khac & da hodc cac phan (rng man cam trong khi diéu
tri. Nguwdi bénh co tién st cé cac phan rng nhu vay khéng nén dung cac ché pham chira
paracetamol.

Boi khi ¢6 nhirng phan (rng da gdm ban dat san ngira va may day; nhirng phan tng man
cam khac gom phu thanh quan, phu mach, va nhirng phan tng kleu phan vé co thé it khi
xay ra. Giam tiéu cau, gidm bach cau, va giam toan thé huyét cau da xay ra voi viéc SLP
dung nhirng dan chéat p-aminophenol, ddc biét khi dung kéo dai cac liéu Ién . Gidm bach cau
trung tinh va ban xuét huyét giam tiéu cau da xay ra khi dung paracetamol. Hiém gap mat
bach cau hat & nguwdi bénh dung paracetamol.

Nguwoi bi phenylceton - niéu (nghfa 1a, thiéu hut gen xac dinh tinh trang cua phenylalain
hydroxylase) va nguoi phai han ché lwong phenylalanin dwa vao co thé phai dwoc canh
bao la mét sé ché pham paracetamol chtra aspartam, sé chuyén hoa trong da day - ruét
thanh phenylalanin sau khi uong.

Mot sO dang thubc paracetamol co trén thi trdng chiva sulfit cé thé gay phan ¢ng kiéu di
trng, gdém ca phan vé va nhirng con hen de doa tinh mang hoac it nghiém trong hon & mot
sb6 nguwdi qua man. Thuwdng gép & ngudi bénh hen nhiéu hon & ngudi khéng hen.

Phai than trong khi dung paracetamol cho ngwoi bi suy gan, suy than, ngudi nghién rwou,
suy dinh dwéng man tinh hodc bi mat nwée. Tranh dung liéu cao va dung kéo dai cho ngudi
bi suy gan.

Phai dung paracetamol than trong & ngudi bénh c6 thiéu mau tlr trwde, vi chirng xanh tim
c6 thé khéng biéu 16 6, mac du ndng dé cao & mirc nguy hiém cla methemoglobin trong
mau.

Uédng nhiéu ruou coé thé gay tang doc tinh véi gan cla paracetamol, nén tranh hodc han ché
udng ruou.

Khéng s dung bét ctr loai thubc nao khac cé chira paracetamol khi dang dung thubc nay.
Tac dong trén kha nang lai xe va van hanh may maéc: Khéng anh hwéng

St dung cho mang thai va cho con bu:

Chuwa xac dinh dworc tinh an toan cla paracetamol dung khi thai nghén lién quan dén tac dung
khéng mong mudn co6 thé co dbi v&i phat trién thai. Do do, chi nén dung paracetamol & ngudi
mang thai khi that can

Nghién clru & ngwdi me dung paracetamol sau khi dé cho con bu, khéng thay cé tac dung
khéng mong muén & tré nhd bu me

Qua liéu:

Biéu hién

Nhiém déc paracetamol c6 thé do diing mét liéu doc duy nhét, hodc do ubng Iap lai liéu Ion
paracetamol (vi du, 7,5 - 10 g méi ngay, trong 1 - 2 ngay), hoac do ubng thudc dai ngay. Hoai
tlr gan phu thuée liéu 1a tac dung doc cap tinh nghiém trong nhat do qua liéu va co thé gay ter
vong. Bubn noén, nén, va dau bung thwong xay ra trong vong 2 - 3 gi¢ sau khi uong liéu déc
cuia thuédc. Methemoglobln mau, dan dén chirng xanh tim da, niém mac va mong tay la mét

w\_\_“

déu hiéu d&c trung nhlem déc cép tinh. Tré em cé khuynh AT 13 ethemoglobln dé
hon nguoi I6n sau khi ubng paracetamol. Khi bi ngdé doc na O"co g€ co kich thich
hé than kinh trung wong, kich dong, va mé sang. Tiép thef,t¢ & hé than kinh
trung wong; sirng s, ha than nhiét; mét 13; th& nhanh, n6 e , khéng déu:

NG HAI
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huyét &p thap: va suy tudn hoan. Truy mach do gidm oxy huyét twong ddi va do tac dung trc
ché trung tam, tac dung nay chi xay ra v&i lidu rat I6n. Séc cé thé xay ra néu gian mach
nhiéu. Con co giat nget thd gay t& vong cé thé xay ra. Thwdng hén mé xay ra trwde khi chét
dét ngdt hodc sau vai ngay hén mé. DAu hiéu lam sang thwong tdn gan tré nén ré rét trong
vong 2 dén 4 ngay sau khi udng liéu déc. Suy than cap ciing xay ra & mét sd ngudi bénh. O
nhirng trwong hop khéng tlr vong, thwong tdn gan phuc hdi sau nhiéu tuan hoac nhiéu
thang.

Piéu tri

Chén doan som rét quan trong trong diéu tri qua liéu paracetamol. C6 nhirng phwong phap
xac dinh nhanh nong dé thuébe trong huyét tuong Tuy vay khéng dwoc tri hodn diéu tri
trong khi cho két qua xét nghiém néu bénh st goi y la qua liéu nang. Khi nhiém doc nang,
diéu quan trong la phai diéu tri hd tro tich cwe. Can rira da day trong moi trwong hop, tot
nhéat trong vong 4 gi& sau khi uéng. Liéu phap gidi doc chinh la dung nhirtng hop chéat

sulfhydryl, c6 1& tac dong mot phan do bd sung dw triv glutathion & gan. N-acetylcystein cé

tac dung khi uéng hodc tiém tinh mach. Phai cho thudc ngay lap tirc néu chwa dén 36 gior ké
ter khi ubng paracetamol. Diéu tri véi N - acetylcystein cé hiéu qua hon khi cho thudc trong
thdi gian dwdi 10 gi& sau khi uéng paracetamol. Khi cho ubng, hoa loang dung dich N -
acetylcystein vé&i nwéc hodc dd udng khong cé rwou dé dat dung dich 5% va phai ubng
trong vong 1 gi® sau khi pha. Cho ubng N - acetylcystein véi liéu dau tién la 140 mg/kg, sau
dé cho tiép 17 liéu nira, méi liéu 70 mg/kg cach nhau 4 gi mét 1an. Chadm dit diéu tri néu
xét nghiém paracetamol trong huyét twong cho thay nguy co doc hai gan thap. Tac dung
khong mong muon ctia N - acetylcysteln gom ban da (gom ca may day, khong yéu cau phai
ngtrng thudc), budn nén, nén, fa chdy, va phan tng kiéu phan vé. Néu khong c6 N -
acetylcystein, co thé dung methionin. Ngoai ra c6 thé dung than hoat va’hodc thubc tay
muoi, chung c6 kha nang lam giam hap thu paracetamol

Twong tac thudc:

Thubdc ubng chéng déng mau: Udng dai ngay liéu cao paracetamol lam tang nhe tac dung
chéng déng clia coumarin va dan chat indandion. D liéu nghién clvu con mau thuan nhau
va con nghi ng® vé twong tac nay, nén paracetamol dwoc wa dung hon salicylat khi can
giam dau nhe hoac ha sbt cho nguwoi bénh dang dung coumarin hoac dan chéat indandion.
Céan phai chl y dén kha ndng gay ha than nhiét nghiém trong & nguoi bénh dung ddng thoi
phenothiazin va liéu phap ha nhiét (nhu paracetamol).

Uébng rwou qua nhiéu va dai ngay co thé lam tang nguy co gay déc cho gan cla
paracetamol.

Thubc chéng co giat (gdbm phenytoin, barbiturat, carbamazepin) gay cam (rng enzyme &
microsom gan, c6 thé lam tang tinh déc chat déc hai v&i gan. Ngoai ra, dung ddng thoi
isoniazid voi paracetamol cling co thé dan dén tang nguy co déc tinh véi gan, nhung chua
xac dinh dwoc co ché chinh xac cua twong tac nay. Nguy co paracetamol gay déc tinh gan
gia tdng dang ké & nguoi bénh udng liéu paracetamol Ién hon lseu khuyen dung trong khi
dang dung thubc chong co giat hoac isoniazid. Thwdng khong can giam lieu & ngudi bénh
dung dbng thoi liéu diéu tri paracetamol va thudc chéng co giat, tuy vay, ngwdi bénh phai
han ché tu dung paracetamol khi dang dung thudc chéng co giat hoac isoniazid.

Probenecid cé thé lam gidm dao thai paracetamol va lam tang thoi gian nira doi trong huyét
twong cua paracetamol.

Isoniazid va céc thubc chéng lao lam tang déc tinh clia paracetamol déi véi gan.

Bao quan:

Béo quén trong bao bi kin & nhiét dﬁ duc’yi 30°C trénh anh séng Thuéc sau khi m& nap bao

Dé xa tdm vé&i cua tré em

Han dung: ;

36 thang ké tlr ngay san xuét

boéng goi:

Hop 1 lo 60 ml hoac hép 1 lo 100 ml.

Doc ky hwéng dan st dung trwéc khi dung

Néu can thém théng tin xin héi y kién cua thay thuéc
Théng bao cho bac sy nhirng tac dung khéng mong muén gdp phai khi dung thuéc.
Khéng dung thuéc qué han st dung.

BENG HAI
Chief Representative
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Nha san xuat
KOTRA PHARMA (M) SDN. BHD.
(90082-V)
Dia chi: No.1, 2 & 3, Jalan TTC 12, Cheng Industrial Estate, 75250 Melaka, Malaysia
Tel +606 336 2222
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