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ALGOSTASE MONO 500 mg
M3 vidn nén sdi chira: Diku kign bao quan: Bio quén trong bao bl gbc
Thanh phén hoat chit: & nhiét 46 dudi 30°C, trdnh &m.
Paracetamol 500 mg. meacnﬂéng'géi:mpmypwwenmm.
Db xa thm tay tré em. Tiéu chudin chat lwgng: NSX.
Boc kj hwémg din st dung treée khi ding. Co sé san xudt:
Chi dinh, cich ding, chéng chi dinh va cic SMB TECHNOLOGY S.A.
théng tin khéc: xem trong t& hugng dén sir Rue du Parc Industriel 39, 6800 Marche-en-
dung thudc kém theo. Famenne, Bi,
Han diing I2 ngay cudi cing cla théng hét han. SBK:
NSX, HD, 56 16 SX: xem "Mfg. Date”, "Exp. Date” DNNK:

va "Batch No." in rén bao bi.

KHU VUC GHI:

BATCH NO.:

MFG. DATE : MM/YYYY
EXP. DATE : MM/YYYY

Paracetamol

ALGOSTASE MONO™S
500 mg
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Dimension : 105 x 35 x 35 mm
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"ALGOSTASE MONO®

500 mg /£
ALGOSTASE MONO 500 mg
M3i vién nén sil chira: Each effervescent tablet contains:
Thanh phin hogt chét: Active ingredient:
Paracetamel 500 mg. Paracetamol 500 mg.
P2 xa thm tay tré em. Keep out of reach of children.

Poc ki hwrémg din st dyng truwdc
khi ding.

Chi djnh, céch ding, chéng chi djnh
va céc théng tin khac: xem frong
hirémg dn sir dung thudc kém theo.
Pidu kign biao quan: Bao quan trong
bao bi ghc & nhiét 46 dwdl 30°C,
trénh &m.

Tiéu chudn chét iwyng: NSX.

Quy cch ddng gél: Tujp 16 vién nén il
86 16 SX, HD: xem dudi day tuyp.

Co st san xubt:

SMB TECHNOLOGY S.A.

Rue du Parc Industdel 38, 6900
Marche-en- Famenne, Bi.

Read the package insert before
use,

contraindications and  other
Iinformation: Refer to the package
Insert for details,

Storage: Store in original packing,
below 30°C, keep out of moisture.
Specification: In house.

Packing size: Tube of 16 effervescent
tablets,

Manufacturer:

SMB TECHNOLOGY S.A.

Rue du Parc Industdel 38, 6300
Marche-en- Famenne, Belgium.

Dimension : 75 x 87.1 mm
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ALGOSTASE MONO 500 MG
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én sui chira:
Thanh phén hoat chat:
PatBoetiin ). DD INE
Théanh phdn té dige: Sodium bicarbonate, anhydrous citric acid, sorbitol, lactose monohydrate,
sodium saccharin, lemon flavor, L-leucine, ascorbic acid, povidone.
Dang bao ché: Vién nén sui.
M@ ta: Vién nén s mau tring tron, hai mat phang, mot mat c6 gach ngang.
Chi dinh:
Thudc ding diéu tri:

- Ha s6t,

- Giam dau nhe va dau vira nhu dau d4u, tinh trang nhu cim, dau ring, nhirc méi co, dau

bung kinh.

Liéu ding, cich dung:
Liéu dung:
LIEU DUNG PHAI PUGC TINH THEO CAN NANG CUA TRE. Tudi thich hop tuong tmg véi
can nang duoc trinh bay bén dudi chi & tham khao. Dé tranh nguy co qua lidu, can kiém tra va xac
nhin cac thubc ding kém (bao odm ca thudc ké don va thubc khong ké don) khong chira
paracetamol.
Dang thubc nay chi ding cho nguwdi 16m va tré em trén 17 kg (khoang 5 tudi trd lén).
Déi vdi tré em:
Li¢u paracetamol hing ngay tinh theo cin ning cia tré, tudi cia tré chi dé tham khao, hwéng
din. Néu khéng biét cin niing cua tré, cin phii cén tré dé tinh liéu thich hop nhat.
Paracetamol ¢6 nhidu dang phén lidu khac nhau dé diéu trj thich hop tily theo can nang cta timg
tre.
Lidu khuyén ding hing ngay cia paracetamol phu thudc vao cén ndng cua tré: khoang 60
mg/kg/ngay, chia ra lam 4 1&n hoic 6 1an, tuong duong khoang 15 mg/kg mdi 6 git, hodc 10 mg/kg
mdi 4 gid. Liéu toi da mdi ngay khdng vuot qua 3 g.

Khong ubng nguyén vién thudc. Hoa tan hoan toan vién thude trong mdt ly nudc trude khi uong.
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17 -<25 5-<7 250 0,5 6 2 (1000 mg)
25-<33 7-<10 250 0.5 - 3 (1500 mg)
33-<50 10-<12 500 1 6 4 (2000 mg)
50 12 500 1 4 dén 6 6 (3000 mg)

*Khoang tudi thich hop tuong tmg véi cin ning chi dé tham khao.

Thong thudng khong can thiét vurgt qua 3000 mg paracetamol mot ngay (khoang 6 vién mét ngay).
Tuy nhién, trong trudng hop dau nhiéu va theo khuyén céo ciia bac s§, tong liéu dung thudc ¢6 thé
ting dén 4000 mg mot ngay (khoang 8 vién mot ngay).
Tuy véy:

- Liéu cao hon 3000 mg paracetamol mét ngay phaicoy kién cua bac sy.

- KHONG BAO GIO PUGC DUNG HON 4000 MG PARACETAMOL TRONG MOT

NGAY (c6 tinh dén tét ca cac thude cé chira paracetamol).

- Khoang cach giira cac 1an dung thude it nhat 1a 4 gio.
Suy thdn
O bénh nhan suy than ning, khoang cach tbi thiéu gitra mdi 14n ding thude nén duoc didu chinh

theo bang sau:

P§ thanh thai creatinin Khoing cich ding thudc
Cl > 50 ml/phnt 4 giy
Cl: 10 - 50 ml/ phut 6 gior
Cl <10 ml/ phut 8 givy

Suy gan
& bénh nhan suy chirc niing gan, phai giam lidu hodc kéo dai khoang cach giita m&i 14n dung thude.
Liéu t6i da mdi ngay khong nén vuot qua 60 mg/kg/ngay (khong qué 2 g/ngay) trong cic trudng
hop sau:

- Nguoi l6n can nang dudi 50 kg.

- Bénh gan man tinh hoac bénh gan con bu thé hoat dong. dac biét & nhitng bénh nhan suy té

bao gan tir nhe dén vira.

- Hoi ching Glibert (tang bilirubin mdu c6 tinh gia dinh).

- Nghién rugu man tinh.

- Suy dinh dudng kéo dai (kém du trir glutathion & gan).

- MAit nuéc.
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Néu tré st trén 38,5°C, hdy lam nhing budc sau ddy dé ting hiéu qua ciia thudc diéu tri:
- Cdi bo bot quén 4o cua tré.
- Cho tré udng thém chét long.
- Khong dé tré & noi qua nong.
- Néu cin, t3m cho tré bing nudc 4m, c6 nhiét d4 thap hon 2°C so véi than nhiét cta tré.
Théi gian di€u tri:
Thoi gian diéu tri dugc gidi han:
- Pén 5 ngay trong céc trudng hop dau.
- Dén 3 ngay trong cac trudng hop sot.
Néu con dau kéo dai hon 5 ngay hoic sbt kéo dai hon 3 ngay va tinh trang xay ra nghiém trong hon
hodc c6 bét ky triéu chimg khéc, khong duge tiép tuc sir dung thudc ma khéng c6 su dong y cia
béc s§ hoac dugc s¥ cua ban.
Chéng chi dinh:
Thuéc nay khong dugce ding trong trudng hop sau:
- Di tng véi paracetamol hodic vdi proparacetamol hydrochoride (tién chat ctia paracetamol)
hoic cac thanh phén khac ctia thude.
- Bénh gan nang.
Canh béo va than trong khi dung thudc:
Canh bdo:

Phai bao ngay cho bac s§ khi dung qué lidu, hodc nhd udng lidu qué cao.

Thubc nay chira paracetamol. Cic thudc khéc ciing chira hoat chat nay. Khéng dung phéi
hop nhirng thuée nhw vy dé tranh virgt qua liéu hing ngay dwgc chi dinh (xem Liéu ditng,
cdch ding).

Liéu paracetamol cao hon lidu khuyén céo gy nén nguy co t6n thuong gan rat nghiém trong. Cac

riéu chimg 1am sang vé tdn thuong gan thuéng duoc ghi nhin dau tién sau 1 dén 2 ngay qua lidu
paracetamol. Céc tridu chimg tén thuong gan t6i da thuong dugc quan st théy sau 3 - 4 ngay. Can
sir dung thude giai doc cang sém cang t6t (xem muc Quad liéu va cdch xir tri).
Dung thén trong paracetamol trong nhiing truong hop sau:

- Suy té bao gan.

- Suy than ning (do thanh thai creatinin <30 ml/ phut).
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, chimg an v6 do hodc suy mon, suy dinh dudng kéo dai (tirc kém dur trit glutathione

nzyme Glucose-6-phosphat Dehydrogenase (G6PD) (c6 thé dan téi thicu méu

man tinh, ubng ruou qué nhiéu (> 3 coc rugu mdi ngay).

& gan).

- Mt nude, giam thé tich mau.
- Khéng dung nap fructose.

B4c s§ cin canh bao bénh nhan vé céc déu hiéu ctia phan img trén da nghiém trong nhu hoi ching

Stevens-Johnson (SJS), hdi chimg hoai tir da nhiém ddéc (TEN) hodc hdi chung Lyell, hoi ching

ngoai ban mun mi toan than cap tinh (AGEP).

Thén trong khi si dung:

Néu triéu chimg dau dai dang qua 5 ngay hodc con s6t qua 3 ngdy. hodc thube chwa du hiéu qua,

hogic xut hién céc tridu chimg khéc, khong tiép tuc didu tri ma khong hoi ¥ kién bac sy cua ban.

- Truwong hop in kiéng mudi hogc &n nhat (giam mudi) can nh¢ 14 trong mbi vién thudc ¢6 chira
316 mg natri dé tinh khéu phﬁ'in an hang ngay.

- Thubc chira sorbitol. Do d6, khong nén dung thudc ndy trén nhimg bénh nhan khong dung nap
v6i fructose (mot bénh hiém gap cta chuyén héa).

- Thubc nay c6 chira lactose. Khong nén dung thubc nay cho nhitng bénh nhan c6 réi loan di
truyén hiém gap nhu dung nap galactose, thiéu hut men Lapp lactase hodc khong hép thu glucose
— galactose.

- Thubc c6 chira 15 mg saccharin sodium. Theo WHO, lugng mudi saccharin sodium t6i da cho
phép mdi ngay 1a 2,5 mg/kg trén trong luong co thé, tirc 1a khoang trung binh 250 mg/ngay dbi
véi nguoi 50 kg.

Sir dung thudc cho phu nir ¢6 thai va cho con bii:

Phu nit ¢o thai:

Dit lidu dich t& hoc tir viéc ding lidu diéu tri paracetamol bang dudng udng cho thay khong c6 tac

dung khong mong muébn nio trén phu nit mang thai hogc 1én sic khoe phdi thai hogc tré so sinh.

Céc nghién ctru vé chure nang sinh san vdi paracetamol dung dudng ubng da khong cho thy bat ky

di dang hodc dgc tinh dbi voi phoi. Cac dir liéu sau nay trén phu nir mang thai da dung qua lidu

paracetamol cho thdy khong 1am tang nguy co di dang.

Tuy nhién, Algostase Mono 500 mg chi nén duoc dung cho phy nir mang thai sau khi da duge danh

gi4 can than giira loi ich diéu tri va nguy co. O bénh nhén mang thai, liéu khuyén cdo va thoi gian

dung thube phai duoc theo ddi chat ché.
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AN miww 2y acetamol duge xem xét 1a pht hop d6i véi phu nir cho con bi, tuy nhién cin than
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& ongk D53 dun Algostase Mono 500 mg cho phu nir trong thoi ky cho con bi.
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6t lugng nho paracetamol duge tiét vao sita me. Da cé bao céo vé phat ban & tré bt

Theo nguyén tic chung, phu nir mang thai hoac dang cho con bu, trude khi ding mét thude nao,
can hoi ¥ kién béc s§ hoic duoc s§.

Anh hwong cia thude 1én khi niing l4i xe, vin hanh may moc:

Chura c6 tac dong nao cua thude 18n kha nang lai xe va van hanh may méc dugc bdo cao.

Danh muc céc ta duge trong thude can chu y dé sir dung thudc an toan ddi véi mdt sb6 bénh nhén:
sorbitol, natri.

Twong tic thude, twong ky cia thube:

Tuwong tic ciia thube:

Néu béc s§ chi dinh do ndng d¢ acid uric hodc duong huyét, ban cn bao la minh dang ding thube
nay.

PE TRANH TUONG TAC GIUA CAC THUOC, HAY THONG BAO CHO BAC SY HOAC
DUQC SY CUA BAN NHUNG THUOC KHAC MA BAN PANG DUNG HOAC MOI DUNG,
BAO GOM CA CAC THUOC KHONG CAN KE BON.

Anh hieong ciia Algostase Mono 500 mg lén cdc thuée khdc

Algostase Mono 500 mg c6 thé lam ting kha ning xay ra céc tic dung khéng mong mudn khi ding
v6i cac thude khéc.

Thude chéng dong mau;

Dung dong thoi paracetamol v6i cdc coumarin bao gdm warfarin ¢6 thé lam thay dbi nhe chi sé
INR. Trong trudng hop ndy, cin ting cudng theo ddi chi s6 INR trong thoi gian sir dung két hop
cling nhu trong 1 tuan sau khi ngung diéu tri véi paracetamol.

Anh hwong ciia thude khdc lén Algostase Mono 500 mg

Sir dung ddng thdi véi phenytoin c6 thé din dén giam hidu qua ciia paracetamol va lam ting nguy
co ddc tinh ddi véi gan. Nhitng bénh nhén dang diéu tri bang phenytoin nén tranh diing paracetamol
liéu 16n v&/ hoiic kéo dai. Cén theo ddi bénh nhén vé du hiéu déc tinh dbi véi gan.

Probenecid c6 thé 1am giam gan 2 1an vé do thanh thai cta paracetamol bang cach trc ché su lién
hop cta né véi acid glucuronic. Nén xem xét giam liéu paracetamol khi st dung ddng thoi véi
probenecid.

Salicylamide c6 thé kéo dai thoi gian ban thai (t12) cta paracetamol.

Cdc chdt gay cam ting enzyme: cin than trong khi sir dung ddng thoi paracetamol véi cac chét gay
cam tng enzyme. Nhitng chit nay bao gdbm nhung khéng giéi han barbiturate, isoniazid,

carbamazepine, rifampin va ethanol (xem muc Qud liéu va cdch xir tri).
Trang 5/7
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CUNG NHU POI VOI TAT CA CAC LOAI THUOC, THUOC NAY CO THE XAY RA, O MOT SO
NGUOI NHUNG PHAN UNG O CAC MUC PO NANG HOAC NHE.

Céc tac dung phu dudi day da dugce bao céo trong theo doi hdu méi nhung ti 1¢ xuat hién (tan suat)

chua duoc biét.

Nhom hé co quan (SOC) Phan wng phu
R&i loan hé méau va bach huyét Giam luong tiéu cau
Giam bach céu trung tinh
Giam bach ciu

R&i loan tiéu hoa Tiéu chay
Dau bung
Rdi loan gan mat Tang men gan
Rbi loan hé mién dich Phan tmg phan vé
Phu Quincke
Qué man
Tham kham cén 1am sang Giam chi so INR
Tang chi s6 INR
R6i loan da va mo dudi da May day
Ban do
Phat ban

Héi chimg ngoai ban mun mu toan thin cap
tinh, hoi ching hoai tir da nhiém déc, hoi
chitng Stevens-Johnson.

R&i loan mach Ha huyét ap (triéu chimg ctia qua man).

Thong bdo ngay cho bdc sy hodc dugc sy nhitng phan iing ¢6 hai gdp phai khi sir dung thuéc.
Qua lidu va cdch xir tri:
Théng bao ngay cho bac sy khi bi qua lidu hozic nhd bi ngd doc.
Ddu hiéu va triéu chirng
C6 thé gdp nguy co ngé doc, dic biét ¢ ngudi bénh gan, nghién rugu man tinh, & bénh nhéan suy
dinh duéng kéo dai va nguoi dung thude cam (mg enzyme. Dac biét, qua lidu c6 thé dan dén tir
vong trong nhimg trudmg hop nay (xem muc Canh bdo va than trong khi diing thudc va Twong tdc

’,
cua thuoc).
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g gay viem va huy té bao gan, c6 thé gy hoai tir gan hoan toan va khong hdi phuc kéo theo
suy té bao gan, nhiém acid chuyen hoéa va bénh ndo din tGi hon mé va tir vong.

Pong thoi, ¢ tang ndng d6 transaminase gan (AST, ALT), lactase dehydrogenase va bilirubin ciing
v6i giam muc prothrombin, c6 thé xay ra tir 12 - 48 gidy sau khi dung thube. Céc triéu chimg 1am
sang cua ton thuong gan thuong tré nén rd rét lic ban déu sau 2 ngay, va dat t6i da sau 4 - 6 ngay.
Xur tri:

- DPua ngay dén bénh vién.

- Trude khi bét dau didu tri, phai ldy mot dng mau cang sém cang 5t dé dinh luong ndng do
paracetamol huyét tuong nhung khéng duge sém hon 4 gid sau khi udng paracetamol.

- Dibu tri qué liéu bao gdm udng thube giai doc, 1a N-acetylcystein (NAC), bﬁng cach uéng
hodc tiém tinh mach, néu c6 thé dwoc, trong vong 8 gid sau khi ding thuée. NAC c6 thé ¢6
mirc bao vé tham chi sau 16 gid.

- Pibu tri triéu chimg.

- Pao thai nhanh lugng thube da ding bang rira da day.

- Phai tién hanh 1am xét nghiém vé gan lic khoi du diéu tri va nhic lai mdi 24 gio. Trong
héu hét truong hop. transaminase gan tr¢ lai mirc binh thudng sau 1 - 2 tudn véi sw phuc hdi
ddy du chirc niing gan. Trong trudng hop qua ning, c6 thé phai ghép gan.

Quy cich dong goéi: Hop 1 tuyp 16 vién nén sui.

Pidu kién bao quan: Bao quan trong bao bi gdc & nhiét d6 dudi 30°C, tréanh &m.
Han ding: 24 thang ké tir ngay san xuét.

Tiéu chuén chit lrgng: NSX.

Tén, dia chi cia co s san xudt thude:

Co s& sin xuit:

SMB TECHNOLOGY S.A.

Rue du Parc Industriel 39, 6900 Marche-en-Famenne, Bi.
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