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HUONG DAN SU DUNG THUOC GMP - WHO
TK EXTRA EF

. ) *
Thanh phin hoat chat: Mm TK EXTRA EF ¢6 chira:

Paracetamol..........................500 mg
Cafein............cc.cc.ccc oo veeee .65 mg
Tadwoeviradu..................o.... ] vien

Thanh phan ti dwgc gom: Tartrazin, Sunset yellow, Acid citric khan, Natri hydrocarbonat, Natri
carbonat, Puomg trang, Kali hydrocarbonat, Natri saccharin, Tinh ddu cam. Natri benzoat. Diu
parafin, Hydroxypropyl methylcellulose E15, Aspartam.

DANG BAO CHE: Vién nén sui hinh tru tron, mau vang, ¢6 vi cam, mdt mit c6 mot vach ngang,
thanh va canh vién lanh lan, khi hoa tan véi nude ¢6 bot khi bay ra.

CHI PINH:

IK EXTRA EF dung dé giam dau trong cac truong hop dau nhe dén vira: dau lién quan dén thap
khop, dau ddy than kinh, rdi loan co xwong, dau ddu va khé chiu lién quan dén cam, sdt, cam sét. dau
rang, dau bung kinh.

CACH DUNG, LIEU DUNG:

Cach ding: Thude ding dudmg udng. nén duoc hoa tan voi it nhét nira cde nude day.

- Khong khuyén cdo dung cho tré em dudi 12 twoi.

- Khoang thai gian toi thiéu ding thude: 4 gio.

- Nén sir dung thudc & liéu thap nhét ¢6 hiéu qua.

- Khong dung qud liéu chi dinh. Khéng ding véi cac thude khac c6 chira paracetamol.

Liéu dimg:

- Tre em tir 12 tudi dén 15 tudi: Udng 1 vién/lan x | —4 ldn/ngay. Khong dung qua 4 vién trong ngay.
- Ngudi 1on (bao gom ca ngudi gia) va tré em trén 16 twoi: Udng 2 vién/lan x | — 4 lin/ngay. Khong
qua 8 vién trong ngay.

Sur dyng thude & bénh nhin suy than: D3i véi bénh nhan bi suy gan hogc suy than phai hoi y kién
bac sy trude khi dung thude nay. Céc han ché lién quan dén viéc sur dung thude chira Paracetamol va
Cafein & bénh nhéan suy than chu yéu 1a do thanh phan Paracetamol trong thude gay nén.

Sir dung thude & bénh nhén suy gan:
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D6i véi bénh nhan bi suy gan hodc suy than phai hoi y kién béc sy trude khi dung thudc nay.

Céc han ché lién quasmestényice sir dung thude chira paracetamol va cafein & bénh nhén suy gan chu

yodtamol khong duge vuot qué 60 mg/kg/ngay (t6i da 2 g mdi ngay)

chi dinh cta béc si:

* Nguoi bi mat nude.

* Suy dinh dudng kéo dai.

Luru y: Khong co yéu cu dic biét vé xir Iy thude sau khi sir dung.

CHONG CHI DINH: Qua min v6i mét trong céc thanh phan cua thude.

CANH BAO VA THAN TRONG KHI DUNG THUOC:

Lién quan t¢i Paracetamol:

- Khong dung thude nay véi ché phim chira Paracetamol khac. Vige sir dung dong thoi thuée nay véi
cic thude c6 chira Paracetamol khac ¢6 thé gdy qua lidu Paracetamol din dén suy giam chire niing gan.
- Céc truong hop nhiém doc gan do paracetamol. ké ca truong hop tir vong. da duge bdo cdo & nhirng
bénh nhan ding paracetamol vai licu trong pham vi diéu tri. Nhimg truong hop nay da dugc bao cao &
nhimg bénh nhan ¢6 mot hode nhiéu yéu to nguy co gay nhiém doc gan:

* Cén ning dudi 50 kg.

* Suy than va suy gan

* Nguoi nghién ruou man tinh.

* Ding dong thoi voi cic thude gay déc cho gan,

* Nhiém triing huyét.

* Nguoi bj mét nuéc.

* Suy dinh dudng cép tinh va man tinh (dy trir glutathione & gan thap).

Can than trong khi dung Paracetamol cho nhimg bénh nhan ¢6 cic yéu t6 nguy co nhur trén.

- Can than trong & nhimg bénh nhan dang dung dong thoi voi cace thude gdy cam (ng enzym gan va
thiéu hut glutathione. O nhimg b¢nh nhén ¢6 tinh trang can kiét glutathione nhu nhidm tring huyét -
viée sir dung Paracetamol ¢6 thé lam tang nguy co nhiém toan chuyén héa,

- St dung kéo dai Paracetamol ¢6 thé gay hai (trir truong hop ¢o sy giam sat caa nhan vién y té). Noi
chung. cée san pham thude ¢o chira Paracetamol chi nén dung trong thoi gian ngan va khong ding liéu

cao.
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- Tham khao y kién bac si ddi voi cac bénh nhan suy gan. suy than, khi triéu chimg con dai déng trén 3

ngay. sot cao, hodc co déu hiéu nhiém trung thur cap. Khong dung qua liéu quy dinh.

- Bac sy ¢ v nhan vé cac déu hi¢u cua phan (mg trén da nghiém trong nhu hoi ching

N

Steven — : &lﬁrng hoai tr da nhiém doc (TEN) hay héi ching Lyell, hdi chimg ngoai
ban mun ﬁ}(AGtP)

- Phan un '{;{rén da mic du ty 1¢ méc phai 1a khong cao nhung nghiém trong, tham
chi de doa t om hdi chimg Steven — Jonhson (SJS), hoi chimg hoai tir da nhiém doc:

Toxic epidermal necrolysis (TEN) hay hdi chimg Lyell, hi chimg ngoai ban mun mu toan than cip
tinh: Acute generalizaed exanthematous pustulosis (AGEP).

Triéu chirng cua cac hdi chirg néu trén duge md ta nhur sau:

Hoi chieng Steven — Jonhson (SJS): La di (mg thude thé bong nude, bong nude khu tra & quanh céac
héc tu nhién: Mét, mii. mi¢ng, tai. by phdn sinh duc va hau moén. Ngoai ra co thé kém theo st cao,
viém phoi, r6i loan chire nang gan than, Chan doan hoi chimg Steven - Jonhson (SJS) khi ¢6 it nhat 2
hdc tu nhién bi tén thuong.

Hgpi chiing hoai tir da nhiém dée (TEN): La thé dj tmg thube nang nhat, gom:

+ Céc ton thuong da dang & da: Ban dang soi, ban dang tinh hong nhiét, hdng ban hodc cac bong nuéc
bung nhiing, cde ton thuong nhanh chong lan toa khiip nguoi.

+ Tén thuong niém mac mit: Viém gidc mac, viém két mac ma, loét gidc mac.

+ Tén thuong niém mac duong tiéu héa: Viém miéng, trot niém mac miéng, loét hau, hong thyc quan,
da day, rudt.

+ Ton thuong niém mac dudng sinh duc. tiét niéu.

+ Ngoai ra con c6 céc tri¢u chimg toan than tram trong nhu sot, xuat huyét dudng tiéu hoa, viém phoi,
viém cau than, viém gan. .. ty I& tr vong cao 15 - 30 %,

Hoi chitng ngoai ban mun mi toan thin cap tinh (AGEP): Mun mu v trung nho phat sinh trén nén
hong ban lan rdng. Tén thuong thudng xudt hién & cdc nép gap nhu nach, ben va mat. sau dé c6 thé
lan rong toan thén. Triéu chimg toan than thuéng cé la sot. xét nghiém mau bach ciu mai trung tinh
ting cao.

- Khi phat hién nhiing dau hiéu phét ban trén da dau tién hodic bat ky ddu hién phan (mg qua man nao
khéc, bénh nhin cén phai ngimg st dyng thudc. Ngudi da ting bi cac phan (mg da nghiém trong do
paracetamol gdy ra thi khong duge dung thude tro lai va khi dén khém chira bénh cén phai thong béo

cho nhan vién y té biét vé van dé nay.
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Lién quan tdi Cafein: Tranh dung qua nhicu cafein (nhu ca phé, tra va mot sd do uong dong hop

trong khi str dung thube cho ngudi b bénh dai théo dudng.

* Trong thuoc chira dgpo IMQAg khi s dung thude cho ngudi bi phenylceton - niéu.
b . ' . -T'// ~ s - -
* Trong thuoc chita TartadiggSwsétaellow: Co thé giy dj img.

* Trong thuoc chira khodng 358 mg Natri/vién: Than trong khi st dung thude cho bénh nhén co ché do
an uong phai kiém soat Natri.

SUDUNG THUOC CHO PHU NU CO THAI VA CHO CON BU:

Phu nir mang thai:

Paracetamol: Cdc nghién cru trén ngudi va dong vét van chua xac dinh duge bat ky nguy co nao cua
paracetamol ddi v&i thai ky hodc sy phat trién phoi thai,

Cafein: Khong khuyén nghi dung paracetamol-cafein trong thoi ky mang thai do ¢6 kha nidng lam tiang
nguy co say thai ty nhién lién quan téi viée tich Iy cafein trong co thé.

Phy nir cho con bi: Paracetamol va cafein duoc bai tiét vao sira me. Khéng nén sir dung thudc nay
trong thoi gian cho con bu.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC:

Thude khong gy budn ngu nén sur dung duge cho ngudi dang lai xe, van hanh may mée va lam viée
trén cao.

TUONG TAC, TUONG KY CUA THUOC:

Twong tac:

Paracetamol ¢6 thé 1am tang théri gian ban thai cua cloramphenicol. Sy hp thu cia paracetamol c6 thé
tang Ién khi ding cung metoclopramide va giam bdi cholestyramine. Thudc tranh thai dudng udng c6
thé 1am tang té¢ 9 thanh thai cua paracetamol.

Téc dung chdng dong mau cua warfarin va cdc coumarin khéc c6 thé duge ting cuong bing cach sir
dung paracetamol hang ngay kéo dai gy tang nguy co chay mau; tac dung nay khong ding ké khi
dung Paracetamol khéng thuong xuyén.

Can than trong khi dung dong thai paracetamol véi flucloxacillin vi ¢6 lién quan dén viéc Nhiém toan
chuyén hoa ¢6 tang khoang tréng anion (anion gap). dac biét ¢ nhing bénh nhan ¢o cic yéu td nguy
ca.

Cafein trong thude c6 thé lam ting dg thanh thai cua lithium. Do d6. khong nén sir dung dong thoi

thude nay vai lithium.
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finh tuong ky cua thude, khong tron 1an thude nay voi thube khéc.
UON CUA THUOC:

duge dua ra trong BAREAWG! day theo phan loai hé théng co quan ciia co thé va tin sudt xudt hién.
pé phéan loai mic dg thudng gip cc tac dung khéng mong mudn, str dung quy udc sau ddy: Rat
thuong gép (>1/10), thuong gap (>1/100, <1/10), khong thuémg gap (>1/1000, <1/100), hiém gip

(=1/10000, <1/1000), rat hiém gap (<1/10000). chua biét (khong thé ude lwong tir cac dir liéu hién co).

Co quan Tac dung khéng mong mudn Tién suit
Paracetamol
B0} :loa_m DD o it bech Giam tiéu cdu Rat hiém
huyeét
S6c phan vé
Réi loan hé midn dich Phan (g qua man & da: ban da, phit mach, | Ré hiém
o ) hoi ching Stevens - Johnson, hoai tr
thugng bi nhiém doc
R&i loan hé ho hap. nguc | Co thit phé quan ¢ cac bénh nhan nhay L og ok
; z 2 P , Rat hiém
va trung that cam voi aspirin va cac NSAID khac
Ri loan gan mét R&i loan chire nang gan Rét hiém
Cafein
H¢ than kinh trung wong Bon chon Chura biét
Chong mat Chua biét
Réi loan tim Déanh trong ngue Chua biét
Réi loan tim than Mat ngu. bon chon. lo ling va cau kinh Chura biét
Hé tiéu hoa R&i loan dudng tiéu hoa Chua biét
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aracetamol - cafein cung voi Lht do an udng cé nhteu cafein, s& gay ra cic
afein nhu mat ngi. thao thic. lo lang. cau kinh, dau dau. roi loan tiéu hoa,

/si hodic dwgc si nhirng phan irng cé hai gap phii khi siv dung thudc.

Ngimg thude néu ¢6 phan (mg phy nghiém trong xdy ra.

QUA LIEU VA CACH XU TRi:

* Lién quan dén Paracetamol:

- Qua liéu paracetamol c6 thé ghy suy gan dan dén phai ghép gan hodc tir vong. Da quan sat dugc
trudng hop viém tuy cép thuong kém rdi loan chirc nang gan va nhiém doc gan. Nguy co ngd déc
paracetamol cao hon ¢ ngudi cao tudi, tré nho, bénh nhin méc bénh gan, ngudi nghién rugu man tinh
va bénh nhan suy dinh dudng kéo dai. Qué liéu paracetamol ¢6 thé gay tur vong trong nhing trudng
hop nay.

- Céc triéu chimg qué liéu paracetamol thudng xuat hién trong vong 24 gid dau tién, co thé bao gdm:
budn ndn, ndn, chan &n, xanh xao va dau bung. hodc bénh nhan c6 thé khdng cé triéu ching.

- Qué li¢u paracetamol trong trudmg hop dung liéu duy nhit & ngudi 16n hodc tré em c6 thé gay hoai ti
té bao gan hoan toan va khong hoi phue. din dén suy té bao gan, nhiém toan chuyén héa va bénh néo
do gan c6 thé din dén hon mé va r vong. Dong thoi, nong do men gan (AST, ALT), lactate
dehydrogenase va bilirubin tang ciing v6i ndng d¢ prothrombin tang 6 thé xuat hién tir 12 - 48 gids sau
khi dung thude. Tén thuong gan ¢6 thé xay ra & ngudi 16n/ nguoi truong thanh khi ding paracetamol
nhiéu hon liéu lwong khuyén cdo. Khi diing qua liéu, paracetamol s& chuyén héa thanh chét doc (trong
khi lugng paracetamol binh thuong s& duge khir doe hoan toan bing glutathione), va gin két khong
hdi phuc véi mé gan.

Mot sd bénh nhan co thé tang nguy co ton thuong gan do nhiém déc paracetamol. Cac yéu 16 rui ro
bao gdbm:

* Dang diéu tri dai han bing carbamazepine. phenobarbitone. phenytoin, primidone, rifampicin, St
John's Wort hodic cac thude gdy cam (mg men gan khac.

o Thudng xuyén udng ruou vugt qua lvong khuyén cdo.

e Du trif glutathione bi can kiét vi du: réi loan an uéng, bénh xo nang, nhiém HIV, doi. suy nhuge.

- Dicu tri khan cdp 1a can thiét trong xur 1V qua lidu paracetamol. Can chuyén ngay bénh nhan dén bénh
vign. Lay mau mau dé xdc dinh ndng do paracetamol ban dau trong huyét tuong. Trong trurdng hop

qué liéu cép tinh duy nhat, ndng do paracetamol trong huy¢t trong nén dugc do 4 gid sau khi udng.
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Nén str dung than hoat tinh néu udng >150 mg/kg paracetamol trong vong | gio.

kich thich than kinh trung wong (mat ngi. bon chon, kich dong. tlrc gidn, run va co giat).

Can luu ¥ rang dbi vai cac tridu chimg ¢6 v nghia 1am sang vé qua liéu cafein xay ra véi san phim
ndy, lugng tiéu thy sé lién quan dén ddc tinh nghiém trong cua paracetamol.

Bénh nhan nén duge cham soc hd trg chung (vi du nhu truyén nudce va duy tri cic ddu hiéu sdng).
Viée str dung than hoat tinh ¢6 thé ¢6 loi khi thyc hién trong vong mot gior sau khi dung qua lidu,
nhung co thé duge xem xét dén t6i da dén bon gitr sau khi ding qua liéu. Céc hiéu img than kinh trung
wong cua qué lidu co thé duge diéu tri bang thude an than tinh mach.

QUY CACH DONG GOI: Hop 5 vi x vi 4 vién. Hop 10 vi x vi 4 vién

PIEU KIEN BAO QUAN, HAN DUNG. TIEU CHUAN CHAT LUONG CUA THUOC:

Bao quan: Noi kho mat, tranh anh sang, nhiét d¢ bao quan dudi 30°C.,

Han ding: 24 thang ké tir ngay san xudt.

Tiéu chuén chit lrgng ciia thude: TCCS.

TEN, PIA CHI CUA CO SO SAN XUAT THUOC:

Cong ty ¢ phan duge phdm Truong Tho

Try s0: S6 93 Linh Lang. phuong Céng Vi. quin Ba Binh, thanh phé Ha N

Dia chi san xuat: Chi nhanh Céng ty ¢b phan duge phim Truong Tho, Lo M1, duong N3. khu céng
nghiép Hoa X4, phudng Loc Hoa. thanh phé Nam Dinh, tinh Nam Dinh.

Dién thoai: 024.37666912 - 0228.3670733




