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HUGNG DAN SU DUNG THUOC GMP - WHO
TOVALGAN 650
Dé xa tam tay tré em
Poc kj hwdng din sic dung trude khi ding
TEN THUOC: TOVALGAN 650
THANH PHAN CONG THU'C THUOC
Thanh phan hoat chat: Mdi vién nén bao phim TOVALGAN 650 co chira:
Paracetamol... ... ... cos vus ves ves 000,030 mg

Tadwgeviea did... ......ccooeecevven oo d ViEN
Thanh phén td dwge gdbm: Amidon, Polyvinyl pyrolidon (PVP K30), Magnesi stearate,
Avicel 102, Sodium starch glyconat (DST-Primojel), Hydroxypropyl methylcellulose
E15, Polyethylen glycol 6000 (PEG 6000), Talc, Titan dioxyd.
DANG BAO CHE: Vién nén dai bao phim, mau trang, mot mat cd mot vach ngang, lanh
lan khong surt va.
CHI PINH:
- Giam dau nhe dén trong cac truomg hop
+ Pau nhe do viém khop
+ Dau nhuc co
+ Pau lung
+ Hoi chimg tién kinh nguyét va dau bung kinh
+ Cam cim
+ Dau dau
+ DPau ring
- Ha sét.
O CACH DUNG, LIEU DUNG:
Khéng ding qua liéu khuyén cao
- Neudi 16n: uéng mot lan khong qua 2 vién mdi 8 gid. Khong udng qua 6 vién trong 24
git. Khong dung qué 10 ngay lién tuc néu khong ¢6 chi dinh cua bac si.
Ngudi dudi 18 tudi can tham khédo ¥ kién cua béc si.
CHONG CHI PINH:
- Qué min cam véi hoat chit hojc véi bat ky ta duge nao duge liét ké trong phén Thanh
phin
- Suy gan nédng.
CANH BAO VA THAN TRONG KHI DUNG THUOC:
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- Phai bdo ngay cho thiy thudc khi dung qua liéu, hodc nhd cho udng liéu qua cao. Thude
nay chira paracetamol vi viy khong sir dung cung voi cac thubc khac ciing c6 chira
paracetamol, dé tranh qua liéu hang ngay da dugce chi dinh.

- Néu tridu chimg dau dai ding qua 5 ngay, hodc con sot qua 3 ngay, hodc thudc chua du
hiéu qua, hodc thiy xuét hi¢n cdc tri¢u chimg khac, khong tiép tuc diéu tri ma nén hoi y
kién thay thudc cta ban.

- Trudmg hop ¢6 bénh gan ning, hodic bénh than, phai hoi ¥ kién thay thude trude khi
dung paracetamol.

- Véi lidu thudc khuyén cdo, khéng nén thay thé aspirin voi paracetamol. Trudng hop
nghi ngd, ding ngén ngai hoi y kién bac sy cua ban.

~ Than trong khi sir dung & ngudi bénh nhidu lan thiéu mau, cé bénh tim, phoi, than;
nguoi thiu hyt glucose - 6 - phosphat dehydro-genase.

- Bac s¥ can canh bao bénh nhan veé cac ddu hiéu cua phan (ng trén da nghiém trong nhu
héi chitng Steven — Jonhson (SJS), hgi chirng hoai tir da nhiém ddc (TEN) hay hdi ching
Lyell, hdi chitng ngoai ban mun mu toan than cap tinh (AGEP).

- Phan tmg phu nghiém trong trén da mic du ty 1& méc phai la khéng cao nhung nghiém
trong, thim chi de doa tinh mang bao gbm hoi chitng Steven — Jonhson (SJS), hdi ching
hoai tir da nhiém dgc: Toxic epidermal necrolysis (TEN) hay hgi chimg Lyell, hgi chimg
ngoai ban mun mu toan than cap tinh: Acute generalizacd exanthematous pustulosis
(AGEP).

Triéu ching cua cic hdi chirg néu trén duge mo ta nhu sau:

Hoi chiing Steven — Jonhson (SJS): La di img thudc thé bong nudce, bong nude khu tri &
quanh céc hée tr nhién: Mét, mili, miéng, tai, bd phén sinh duc va hiu mén. Ngoai ra c6
thé kém theo sbt cao, viém phéi, rdi loan chic ning gan than. Chin doan hdi chimg
Steven — Jonhson (SJS) khi ¢6 it nhét 2 héc tw nhién bj ton thuong.

Hoi chiing hogi tir da nhiém dgc (TEN): La thé di img thuc ning nhit, gom:

+ Cac ton thuong da dang ¢ da: Ban dang soi, ban dang tinh hong nhiét, hong ban hogc
céc bong nudce bing nhing, céc tén thuong nhanh chéng lan toa khip ngudi.

+ Tén thuong niém mac mét: Viém gidc mac, viém két mac mu, loét giac mac.

+ Tdn thwong niém mac dudmg tiéu hoa: Viém miéng, trot niém mac miéng, loét hau,
hong thyuc quan, da day, rugt.

+ Tén thuong niém mac dwong sinh dyc, tiét niéu.

+ Ngodi ra con ¢6 céc triéu chimg todn than trim trong nhur sét, xuat huyét dudng tiéu
héa, viém phéi, viém cau than, viém gan... ty 1 tir vong cao 15-30%.

Hoéi chimg ngogi ban mun mu toan thdn cdp tinh (AGEP): Mun mu vé tring nhé phat
sinh trén nén hong ban lan rong. Tén thuong thuong xuat hién & cac nép gap nhu nach,
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ben va mat, sau dé cé thé lan rong toan than. Triéu chirng toan than thudng co6 la sot, xét
nghiém méu bach cdu mui trung tinh ting cao.

- Khi phat hién nhitng dAu hiéu phét ban trén da dau tién hogc bét ky dau hién phan (g
qué man nao khac, bénh nhan cén phai ngimg st dyung thude. Ngudi da timg bj cic phan
{tng da nghiém trong do paracetamol gdy ra thi khong dugc dung thubc trés lai va khi dén
khém chira bénh cin phai thong béo cho nhan vién y té biét vé van dé nay.

SU' DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU:

Thoi ky mang thai:

Chura xac dinh dugc tinh an toan cia paracetamol dung khi thai nghén lién quan dén tac dung
khong mong muén co thé co d6i v6i phat trién thai. Do d6, chi nén dung paracetamol &

ngudi mang thai khi tht can.
Thoi kv cho con bu:

Nghién ciru & ngudi me dung paracetamol sau khi dé cho con bu, khong thiy co tac
dung khong mong muén & tré nhé ba me. T hudc c6 tiét trong sita me, tuy nhién véi lugng

nho khong dang ké.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC:
Thude khong gy buon ngi nén sir dung duge cho nguoi dang lai xe, vin hanh méy mée
va lam viéc trén cao.

TUONG TAC, TUONG KY CUA THUOC:

Twong tac:

- Metoclopramid va domperidon lam ting hap thu paracetamol. Tuy nhién khéng cin
tranh sir dung ddng thoi cac thude trén.

- Cholestyramin lam giam toc dé hdp thu paracetamol. Do do, can trdnh ding
cholestyramin trong vong | gid sau khi sir dung paracetamol dé mang lai hiéu qua giam
dau tdi da.

- Warfarin va coumarin khac: Tac dung chdng déng méu cua warfarin va céc coumarin
6 thé gia ting khi dung paracetamol thuong xuyén hang ngay va kéo dai, do viy lam
ting nguy co chay méau. Liéu khong thudng xuyén khong cé anh hudng ding ké.

- Probenecid gay trc ché su lién hgp glucuronic cia paracetamol do d6 cé thé anh hudong
dén do thanh thai cua paracetamol.

- Chloramphenicol: Ting nong dé cloramphenicol trong huyét tuong,

Twong ky: Do khéng ¢6 cac nghién ciru vé tinh twong ky ctia thuée, khong tron lan
thudc nay véi thude khac.

TAC DUNG KHONG MONG MUON CUA THUOC:

Ban da va nhirng phan tng di img khac thinh thoang xay ra. Thuong la ban dé hodc may
day, nhung doi khi nang hon va cé thé kém theo sbt do thudc va thuong ton niém mac.
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Trong mft so it trudng hop riéng lé, paracetamol da gy giam bach cau trung tinh, giam

tiéu cdu va giam toan thé huyét cau.

- It gap. 1/1000 <ADR< 1/100

Da: Ban.

Da day - rudt: Budn ndn, non.

Huyét hoc: Loan tao mau (giam bach cau trung tinh, giam toan thé huyét cau, giam bach

cau), thiéu mau.

Thén: Bénh than, djc tinh than khi lam dung dai ngay.

- Hiém gap, ADR < 1/1000

Da: Hoi chimg Stevens-Johnson, hoai tur biéu bi nhiém dbc, héi chimg Lyell, mun mu

ngoai ban toan than cép tinh.

Khac: Phan (mg qua man

Huéng din cach xir tri ADR

Néu xay ra nhimg tac dung khong mong mudn nghiém trong, nglrg ding paracetamol.

V& diéu tri, xin doc phan "Qua lidu va céch xir tri".

QUA LIEU VA CACH XU TRi:

* Biéu hién:

- Nhiém ddc paracetamol c6 thé do ding mot liéu doc duy nhit, hodc do udng lap lai liéu

16m paracetamol (vidy, 7,5 g-10 g mdi ngay, trong 1 - 2 ngay), hodc do udng thube dai

ngdy. Hoai tir gan phu thude lidu 1a téc dyng ddc cép tinh nghiém trong nhéit do qud liéu va

c6 thé gdy tir vong.

- Budn nén, noén, va dau bung thudong xdy ra trong vong 2 - 3 gio sau khi udng liéu doc

ctia thude. Methemoglobin - mau, din dén chimg xanh tim da, niém mac va méng tay la

mét déu hiéu dic trung nhiém doc cip tinh din chét p - aminophenol; mét lugng nho
. sulfhemoglobin ciing ¢6 thé duge san sinh. Tré em c6 khuynh hudéng tao methemoglobin

d& hon nguoi 16n sau khi udng paracetamol.

- Khi bi ngd doc ning, ban diu co thé co kich thich hé than kinh trung uong, kich dong,

va mé sang. Tiép theo c6 thé 1a &c ché hé than kinh trung uong; simg so, ha than nhiét;

mét 13; thé nhanh, néng; mach nhanh, yéu, khong du; huyét 4p thap; va suy tuén hoan.

Truy mach do giam oxy huyét twong d6i va do tic dung trc ché trung tam, tic dung nay

chi xdy ra vai liéu rat 16n. Sdc co thé xay ra néu gian mach nhiéu. Con co gidt nghet the

giy tir vong c6 thé xay ra. Thudng hén mé xay ra trude khi chét ot ngot hodc sau vai

ngay hon me.

- Dau hiéu 1am sang thuong t6n gan tré nén rd rét trong vong 2 dén 4 ngay sau khi udng

lidu doc. Aminotransferase huyét tuwong ting (déi khi ting rat cao) va nong do bilirubin

trong huyét twong ciing c¢6 thé ting; thém nira, khi thuong tn gan lan rong, thoi gian
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prothrombin kéo dai. C6 thé 10% ngudi bénh bj ngd doc khong duge diéu trj diic hidu da
¢6 thuong ton gan nghiém trong; trong s6 d6 10% dén 20% cudi cing chét vi suy gan.
Suy thin cdp ciing xay ra & mét so nguoi bénh. Sinh thiét gan phat hién hoai tir trung tdm
tiéu thity trir ving quanh tinh mach ctra. O nhimg truomg hgp khong tir vong, thuong ton
gan phuc héi sau nhiéu tuan ho#c nhiéu thang,

* Cach xir tri:

- Chan doan sém rat quan trong trong didu tri qua liéu paracetamol. C6 nhing phuong
phap xéc dinh nhanh nong do thudc trong huyét twong. Tuy véy, khéng dugc tri hodn
diéu trj trong khi chdr két qua xét nghiém néu bénh sir goi ¥ 1a qua liéu ning. Khi nhiém
doc ning, didu quan trong 1a phai diéu tri hd tro tich cyc. Cén nira da day trong moi
trudng hop, tot nhét trong vong 4 gidr sau khi udng.

- Liéu phap giai doc chinh I diang nhimg hop chit sulfhydryl, c6 I tic dong mdt phan do
bo sung dur trit glutathion & gan.

- N-acetylcystein c6 tac dung khi udng hodc tiém tinh mach. Phai cho thudc ngay lap tirc
néu chua dén 36 gitr ké tir khi udng paracetamol. Diéu tri véi N - acetylcystein ¢6 hiéu
qua hon khi cho thudc trong thdi gian dudi 10 gio sau khi udng paracetamol. Khi cho
ubng, hoa lodng dung dich N - acetylcystein véi nude hodic dd udng khéng c6 rugu dé dat
dung dich 5% va phai udng trong vong 1 gi sau khi pha. Cho udng N - acetylcystein voi
lidu dAu tién la 140 mg/kg, sau dé cho tiép 17 lidu nira, mdi liu 70 mg/kg céch nhau 4
gid mdt lan. Cham durt diéu tri néu xét nghiém paracetamol trong huyét twong cho thiy
nguy co doc hai gan thap.

- Tac dung khong mong muén cia N - acetylcystein g6m ban da (gom ca may day, khong
yéu cau phai ngimg thuéc), budn nén, non, ia chay, va phan tmg kiéu phan vé.

- Néu khong ¢6 N - acetylcystein, ¢6 thé ding methionin (xem chuyén lugn “Methionin™).
Ngodi ra c6 thé ding than hoat vi/hodc thude tiy mudi, ching c6 kha ning lam giam hap
thu paracetamol.

QUY CACH PONG GOI: Vi 10 vién, hgp 10 vi. Lo 100 vién, Lo 200 vién

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

Bio quan: Noi kho mat, nhiét d khong qua 30°C, tranh anh sang.

Han dung: 36 thiang ké tir ngay san Xuét

Tiéu chuin chat lwgng cia thude: TCCS

TEN, PIA CHI CUA CO SO SAN XUAT THUOC:

Cong ty ¢6 phin dugc pham Trudong Tho

Tru s&: S6 93 Linh Lang, phuong Céng Vi, quin Ba Dinh, thanh phé Ha Ngi

Pia chi nha may: Chi nhanh Cong ty c¢d phan dugc phdm Trudng Tho
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Pia chi: Lo M1, duomg N3, khu cong nghiép Hoa Xa, phuong Loc Hoa, thanh phé Nam
Pinh, tinh Nam Dinh.
bién thoai: 024.37666912 - 0228.3670733




