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MAU NHAN XIN PANG KY

1, Nhan hop

}J3 uebjeao]

Thanh phan:
Paracetamaol.
Té dugc vd ..
Chi dinh, chong chl dinh,
ligu dung, cach dung:

Xin doc trong to hudng dan s
dung

Bao quan: Noi khd mat, nhiét
dé dudi 30°C, trénh anh sang.
Tiéu chuan: TCCS

DE XA TAM TAY TRE EM
DOC KY HUGONG DAN SU DUNG
TRUGG KHI DUNG.

C.TY CP DUUC PHAM TRUONG THO
93 Linh Lang - Ba Binh - Ha Noi
Tel: 04.37666912 * Fax: 0437666914
Nha may SX: Lo M1 - Buong N3
Khu CN Hoa Xa - Nam Binh

Hép 1 tuyp x 5 vién nén sii bot

Tovalgan Ef

Paracetamol 500mg

Tuyp 5 vién nén sti bot

Tovalgan Ef

Paracetamol 500mg

@®

Giam dau - Ha sot

2, Nhan tuyp

Ty

4]

Chi dinh - Chéng chi dinh - Liéu ding -
Cach ding:

Xin doc trong (& hudng dan sl dung

Bao quan: Noi khé mdt, nhiét d6 duai
30°C, tranh anh sang.

Tiéu chudn: TCCS

SBK:

S 16 SX
NSX

7

Composition:
Paracetamol................ 500 mg
Excipients q.sfor ...... 1 tablet
Indications, Contraindications,
Dosage & Administration:

See enclosed leaflel.
Storage:Keep in a dry and cool
place, temperature below 30°C,
protect from light.

Specification: In - house

KEEP QUT OF REACH OF CHILDREN
READ CAREFULLY LEAFLET
BEFORE USE.

o \-fi’-'-¢
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Box of 1tube x 5 effervescent table

Tovalgan Ef

Paracetamol 500mg

SBK/ Reg No.

S6 16 SX/ Lot No. :
NSX/ Mfg. date
HD/ Exp. date
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Paracetamol 500mg
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TO HUONG DAN SU DUNG THUOC
Tovalgan Ef

TEN THUOC: Tovalgan Ef w

Thanh phan: MJi vién nén sui bot Tovalgan Ef chira:
Paracetamol.........ccceeviiiiiiineniiiinnssiesnnnne 500 mg
Taduge vd.....covvvviiiiiiiiiiiieircieeieeeineenn. 1 ViED

Ta dwgce gﬁm ¢6: Acid citric, Natri bicarbonat, Natri carbonat, Natri saccharin, Duong trfmg,
Tween 80, Hydroxypropyl methylcellulose E15, Aspartam, Tinh diu cam, Natri benzoat, Dau
parafin.

DANG BAO CHE: Vién nén sii bot.

QUY CACH PONG GOI:

Vi 4 vién, hop 5 vi; tuyp 5 vién, hop 1 tuyp, hop 2 tuyp; tuyp 10 vién, hop 1 tuyp.-
PAC TINH DUQC LUC:

Paracetamol (acetaminophen hay N - acetyl - p - aminophenol) la chét chuyén hoa ¢
hoat tinh ciia Phenacetin, la thudc giam dau - ha st hiru hiéu cé thé thay thé Aspirin; tuy vy,
khac véi Aspirin, Paracetamol khong c6 hiéu qua diéu trj viém. V6i lidu ngang nhau tinh theo
gam, Paracetamol c6 tic dung giam dau va ha sét twong tu nhu Aspirin.

Paracetamol lam gidm than nhiét ¢ ngudi bénh s6t, nhung hiém khi 1am giam thén
nhiét & ngudi binh thuong. Thube tac dong 1én ving dudi ddi gdy ha nhiét, toa nhiét ting do
gian mach va tang luu lugng mau ngoai bién.

Paracetamol, véi lidu diéu tri, it tic dong dén hé tim mach va ho hép, khong lam thay
ddi can bang acid - base, khong gdy kich tmg, loét hodic chay méu da day nhu khi ding
salicylat, vi Paracetamol khong tiac dung trén cyclooxygenase toan than, chi tac d(}ngl dén
cyclooxygenase/prostaglandin ctia hé than kinh trung uong. Paracetamol khéng c6 tac dung
trén tiéu cAu hodc thoi gian chay mau.

Khi diing qua lidu Paracetamol mot chét chuyén héa 1a N - acetyl - benzoquinonimin
gdy doc nang cho gan. Liéu binh thudng, Paracetamol dung nap t6t, khong c¢6 nhiéu tic dung
phu cua Aspirin.

DUQC PONG HQC:
Hap thu:

Paracetamol dugc hdp thu nhanh chéng va hau nhu hoan toan qua dudmg tiéu héa.
Nong do dinh trong huyét tuong dat trong vong 30 dén 60 phut sau khi udng véi liéu diéu tri.
Phdn bé:




Paracetamol phan bd nhanh va dong déu trong phan 16n cdc md cla co thé. Khoang
25% Paracetamol trong mau két hop véi protein huyét tuong.
Thai tric : w
Nira doi huyét twong ctia Paracetamol 1a 1,25 - 3 gioy, ¢6 thé kéo dai véi lidu gay doc
hodc ¢ nguoi bénh c6 thuong tén gan.
Sau liéu diéu tri, c6 thé tim thay 90 dén 100% thude trong nude tiéu trong ngay thi nhat,
chu yéu sau khi lién hop trong gan voi acid glucuronic (khoang 60%), acid sulfuric (khoang 35%)
hogc cystein (khoang 3%); cling phit hién thdy mot lugng nhé nhitng chit chuyén héa hydroxyl -
hod va khir acetyl. Tré nho it kha nang glucuro lién hgp véi thude hon so véi ngudi 16n.
Paracetamol bi N - hydroxyl héa bdi cytochrom P450 dé tao nén N - acetyl -
benzoquinonimin, mdt chit trung gian cé tinh phan tng cao. Chit chuyén hoa nay binh
thuong phan ng véi cac nhém sulfhydryl trong glutathion va nhu vay bj khtr hoat tinh. Tuy
nhién, néu udng lidu cao Paracetamol, chit chuyén hoa nay duge tao thanh véi luong du dé
lam can ki€t glutathion ctia gan; trong tinh trang d6, phan tng ctia n6 véi nhém sulthydryl
clia protein gan tang Ién, c6 thé dan dén hoai tir gan.
CHI PINH:
Vién nén sui bot Tovalgan Ef chira Paracetamol 1a mdt chét giam dau va ha sét duoc
dung trong céc truong hop:
- Cac con dau nhe dén trung binh bao gdm: Nhirc dau, dau nhire do cam lanh hay cam ctm,
dau hong, dau do hanh kinh, dau nhirc co xuong, dau sau khi tiém ngira hay nhd ring, dau
rang, dau trong viém xuong khép, nhire nira dau.
- Sét.
LIEU LUQNG VA CACH DUNG:
Hoa tan 1-2 vién trong it nhét nira cdc nude. Mbi lan dung 1-2 vién céch nhau 4 gio,
dung khong qua 4 g/ngay.
CHONG CHI PINH:
- Nguoi bénh nhiéu 1an thiéu mau hodc ¢6 bénh tim, phéi, than hodc gan.
- Ngudi bénh qua man voi Paracetamol.
- Ngudi bénh thiéu hut glucose - 6 - phosphat dehydro-genase.
THAN TRONG:
- Thude ¢6 chira ion natri, do vay khong nén sir dung Tovalgan Ef di v6i nhitng bénh nhén
kiéng mubi.

- Khéng nén str dung véi céc thude khac chira Paracetamol.



- Dé xa tdm v6i cua tré em.

- Néu c4c triéu chimg con dai ding, hoi y kién bac s§. l

- Béc sy can canh bao bénh nhan vé cac diu hi¢u cua phan ung trén da nghiém trong nhu hi
chimg Steven — Jonhson (SJS), hdi ching hoai tir da nhiém doc (TEN) hay héi chimg Lyell,
hoi chimg ngoai ban mun mu toan than cap tinh (AGEP).

TUONG TAC THUOC:

- Ubng dai ngay lidu cao Paracetamol 1am ting nhe tac dung chéng dong cuia Coumarin va
dan chdt Indandion. Tac dung nay c6 vé it hodc khéng quan trong vé lam sang, nén
Paracetamol dugc ua dung hon salicylat khi can giam dau nhe hodc ha sét cho ngudi bénh
dang dung Coumarin hodc dan chit Indandion.

- Can phai cht y dén kha ning gy ha sdt nghiém trong & nguoi bénh ding ddng thoi
Phenothiazin va liéu phap ha nhiét.

- Uéng rugu qua nhiéu va dai ngay c6 thé lam tang nguy co Paracetamol gay doc cho gan.

- Thude chéng co giat (gdm Phenytoin, Barbiturat, Carbamazepin) gdy cam tng enzym &
microsom thé gan, c6 thé lam tang tinh doc hai gan cua Paracetamol do tang chuyén héa
thudc thanh nhitng chit doc hai véi gan. Ngoai ra, ding dong thoi Isoniazid véi Paracetamol
cling ¢6 thé dan dén tang nguy co déc tinh véi gan, nhung chua xé4c dinh dwoc co ché chinh
xac cua tuong téc nay. Nguy co Paracetamol gdy doc tinh gan gia tang dang ké & nguoi bénh
udng lidu Paracetamol 1¢én hon liéu khuyén dung trong khi dang dung thudc chdng co giat
hogc Isoniazid. Thuong khong can giam lidu & ngudi bénh dung ddng thoi lidu diéu tri
Paracetamol va thudc chéng co gidt; tuy vdy, ngudi bénh phéi han ché ty ding Paracetamol
khi dang diing thudc chéng co giat hoic Isoniazid.

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

Thoi ky mang thai:

Nhing nghién ctru véi Paracetamol trén nguoi va dong vat van chua xac dinh duoc
bat ky nguy co nio ctia Paracetamol déi voi thai phy hodic su phat trién ciia phoi thai.
Thoi kv cho con bu:

Céc nghién ciu trén nguoi cling chua xdc dinh duge bit ky nguy co ndo cia
Paracetamol ddi véi ngudi me cho con bu hodc vai tré bu me.
Paracetamol qua dugc hang rao nhau thai va duoc tiét vao sita me.
TAC PONG CUA THUOC KHI LAI XE VA VAN HANH MAY MOC:
Khéng cé anh huéng dang ké.
TAC DUNG KHONG MONG MUON (ADR):

- Da va cde phédn phy: Nhay cam, phat ban da, may day, pht mach.
3



- H¢ théng hé hdp: Lam ning thém bénh co thét phé quan, da duge biét dén & nhing bénh
nhan nhay cam v&i Aspirin va céc thude chdng viém non-steroid khac.

- Hé tao mau: Loan thé tang. M
Hudng din cdch xiv tri ADR Néu xay ra nhimng tic dung khong mong mudn nghiém trong,

ngimg ding Paracetamol. Vé diéu tri, xin doc phan: "Qu4 lidu va xir tri".

Ghi chi: Thong bdo cho bic sy cdc tic dung khong mong muén gdp phii khi siv dung
thuéc.

QUA LIEU VA XU TRI:

Biéu hi¢n:

Nhiém doc Paracetamol c6 thé do ding mét lidu doc duy nhét, hodc do udng lap lai lidu
16n Paracetamol (vi du: 7,5 - 10 g mdi ngay, trong 1 - 2 ngay), hodc do udng thudc dai ngay.
Hoai tir gan phu thudc liéu 14 tic dung doc cép tinh nghiém trong nhit do qua liéu va c6 thé gay
fir vong.

Budn nén, ndn, va dau bung thuong xay ra trong vong 2 - 3 gid sau khi udng liéu doc
ctia thude. Methemoglobin - mau, d4n dén chimg xanh tim da, niém mac va méng tay 1a mot
diu hiéu dic trung nhidm doc cip tinh din chdt p - aminophenol; mét lwong nho
Sulfhemoglobin ciing ¢6 thé duoc san sinh. Tré em c6 khuynh huéng tao Methemoglobin dé
hon ngudi 16n sau khi udng Paracetamol.

Khi bi ngd doc ning, ban dau c6 thé ¢6 kich thich hé thin kinh trung wong, kich dong,
va mé sang. Tiép theo c6 thé 1a trc ché hé than kinh trung wong; simg so, ha than nhiét; mét
la; tho nhanh, néng; mach nhanh, yéu, khong déu; huyét ap thdp; va suy tudn hoan. Truy
mach do giam oxy huyét twong dbi va do tac dung trc ché trung tdm, tac dung nay chi xay ra
v6i lidu rat 16m. S6c c6 thé xay ra néu gian mach nhiéu. Con co gidt nghet thd gy tir vong c6
thé xay ra. Thudng hon mé xay ra trude khi chét dot ngdt hodc sau vai ngay hon mé.

DAu hiéu lam sang thwong tén gan trd nén rd rét trong vong 2 dén 4 ngay sau khi
ubng lidu doc. Aminotransferase huyét twvong tang (doi khi tang rat cao) va ndng d¢ bilirubin
trong huyét tuong ciing c6 thé tang; thém nita, khi thuong ton gan lan rong, thoi gian
prothrombin kéo dai. Co thé 10% ngudi bénh bi ngd doc khong duge diéu tri dic hidu da co
thuong ton gan nghiém trong; trong s6 d6 10% dén 20% cudi cung chét vi suy gan. Suy than
cp cling xay ra & mot sd ngudi bénh. Sinh thiét gan phat hién hoai tir trung tdm tiéu thay trir
ving quanh tinh mach cira. O nhimg trudong hop khong tir vong, thuong t6n gan phuc hdi sau
nhiéu tudn hodc nhiéu thang.

Diéu tri:



Chén doan sém rat quan trong trong diéu tri quéa lidu Paracetamol. C6 nhitng phuong
phap x4c dinh nhanh ndng dé thudc trong huyét tvong. Tuy vay, khong duge tri hoan diéu tri
trong khi ch& két qua xét nghiém néu bénh sir goi y la qué lidu nang. Khi nhiém doc ning,
didu quan trong 13 phai diéu tri hd tro tich cuc. Cén rira da day trong moi truomg hop, t6t nhét
trong vong 4 gio sau khi udng. ’n

Liéu phap giai doc chinh la dung nhitng hgp chat sulfhydryl, co 1€ tdc dong mdt phan
do bd sung du trit glutathion & gan.

N-acetylcystein c6 tac dung khi uéng hogc tiém tinh mach. Phai cho thudc ngay lap
ttrc néu chua dén 36 gior ké tir khi uéng Paracetamol. Diéu tri v6i N - acetylcystein ¢6 hiéu
quéa hon khi cho thudc trong thoi gian dudi 10 gidr sau khi udng Paracetamol. Khi cho udng,
hoa lodng dung dich N - acetylcystein véi nude hode dd udng khong c6 ruou dé dat dung dich
5% va phai uéng trong vong 1 gio sau khi pha. Cho uéng N - acetylcystein véi liéu dau tién
1a 140 mg/kg, sau d6 cho tiép 17 liéu nita, mdi liéu 70 mg/kg cach nhau 4 gio mot 1an. Chim
dut diéu tri néu xét nghiém Paracetamol trong huyét twong cho thdy nguy co doc hai gan
thip.

Téc dung khong mong mudn cia N - acetyleystein gom ban da (g6m ca may day, khong
yéu cau phai ngimg thudc), budn ndn, nén, ia chay, va phan mg kiéu phéan vé.

Néu khong c6 N - acetylcystein, c6 thé dung Methionin. Ngoai ra c6 thé dung than
hoat va/hodc thube tdy mudi, ching c6 kha niang lam giam hap thu Paracetamol.

Dung Natri bicarbonat liéu cao c6 thé gy ra cac triéu chimg tai dudng tiéu hoa nhu ¢
hoi va budn ndn. Hon nita Natri bicarbonat lidu cao ¢ thé gdy kiém hoa mau, camphai theo
ddi cac chét dién giai dong thoi kiém soat bénh nhan mét cach thich hop.
BAO QUAN: Noi khé mat, nhiét d6 dudi 30° C, trdnh 4nh sang.

TIEU CHUAN AP DUNG: TCCS
HAN DUNG: 24 thang ké tir ngay san xut.

Dé xa tim tay tré em, doc kj huwdng dan sir dung trwde khi ding
Néu can thém théng tin, xin héi y kién thiy thuéc

Nha sin xuit: Cong ty CP Dwoc phdm Trwong Tho
S6 93 Linh Lang - Ba Dinh - Ha Nji
Sén xuat tai: L6 M1 dwong N3, Khu cong nghiép Hoa X4, Nam Pinh

T — Dién thoai: 04.37666912 - 0350.3670733

1UQ.CUC TRUONG
p TRUGNG PHONG

(}'( /%4'/)’&%/ fq Z;Mg




