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MAU NHAN

Nhan hép 10 x 10’s
(trang 1/2)

TYDOLP

Acetaminophen 500 mg
Diphenhydromine hydrochloride 25 mg

GIAM CAC CON PAU:

« Thap khap, dau co, dau lung
+ Dau than kinh, dau rdng

* Pau dau, dau nira dau

= Pau bung hanh kinh

Tydol PM_10x10_DE01_V3

WHO-GMP

’I‘?DOLPM

THANH PHAN: Méi vién nén bao phim chira:

Acetaminophen ............. AT st aaysesrass G ERIG)
Diphenhydramine hydrochioﬂde s S T
Té duge vira da ... ik mét vién
Chi dinh, cach dung liéu dung chong chi dinh va céc théng tin khac:
Xin doc trong t& hudng dan sir dung.

D& xa tam tay tré em.
Doc ky hudng dén sir dung trudce khi ding.
Béo quan & nhiét do dudi 30°C, noi khé rdo, tranh anh sang.

Tiéu chudn: TCCS

Cdo sd san xust
CONG TY CO PHAN DUGQC PHAM OPV
S6 27, Butng 3A, Khu Céng Nghiép Bién Hoa I,
Phuting An Binh, Tp. Bién Hoa, Tinh Dbng Nai,
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500 mg

Acetommophen
Diphenhydromine HCI' 25 mg
Acetorminophen e
Diphenfwdromine HCl 25 -’: 7
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900 mg

Diphenhydromine HCI 2
Diphanhydromine HCI 25 my

Acetorminophen
Acetominophen

Co sé sén xudt: CTCPDP OPV
Acataminophen

Typor™ TYpor™ TYDO

25 mg

Manufacturer: 0PV PHARMACEUTICAL

TYDOL™

500 mg
500 mg

500 mg

Diphenhydramine HCI' 25 mg

Diphenhydromene HCI
Acetominophen

Acatnminaphien

L Diphenhydraming HCI 25 mg
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MAU NHAN

Nhan hép 10 x 10’s
(trang 2/2) -
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TYDOI™ [YDOL™ ™
COMPOSITION: Each film coated tablet contains: '
Acet{]mmophen 500 mg S?E':BFTI‘I.:”SD“G_“ L hdh|d Sgﬂsmg
. . ' iphen ramine rochioriae ..
Diphenhydramine hydrochloride 25 mg il A N

Indications, administration, dosage, contraindications and other
information: See the insert.

Keep out of reach of children.

Read carefully the enclosed insert before use.

Store at temperature below 30°C, in a dry place, protect from light
FOR THE RELIEF OF PAINS: Specification; Manufacturer's

« Rheumatic, muscle pain, backache

« Neuralgia, toothache ot g
= Tl BgrRa o] ) OPV PHARMACEUTICAL JOINT STOCK CO.
B e g &# No. 27, 3A Street, Bien Hoa Il Industrial Zone,

An Binh Ward, Bien Hoa City, Dong Nai Province.

LSX/ Lot No:
NSX/ Mfg. Date:
HD/ Exp. Date:
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THANH PHANEONG THU'C THUOC: M3i vién nén bao phim chira:
Thanh phin hoat chit:

ACEEAPINOPIEI. o cnsess canmssssssevsssrieessins 500 mg

Diphenhydramine hydrochloride ........... 25 mg

Thanh phin ta duge: Tinh bot ngd, tinh bot tién hd hoa, povidon K30, silic oxyd dang keo khan, natri
starch glycolat, gelatin, talc, magnesi stearat, opadry Il white, opadry II blue.

DANG BAO CHE

Vién nén bao phim, hinh thuén dai, mau xanh, hai mat vién 15i va c6 in chir “Tydol PM™ mau den, canh
va thanh vién lanh lan.

CHI PINH:

Giam céac con dau:
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- thap khop, dau co, dau lung,
- dau than kinh, dau rang,
- dau dau, dau nira dau,
- dau bung hanh kinh.
CACH DUNG, LIEU DUNG:
Cich ding: Ding dudng udng. Khong vurot qua lidu luong hodc tan xuét cia liéu ding.
Liéu dung:
Nguoi 1én (bao gom nguoi gia) va tré em tir 16 tudi tro 1én:
Ubng 2 vién trudc khi di nga 20 phat. Liéu tdi da hang ngay: 2 vién (1000 mg acetaminophen,
50 mg diphenhydramine hydrochloride) trong 24 gio. .
C6 thé sir dung céc thude khac chira acetaminophen dé giam dau ban ngay nhung véi liéu tdi da giam -~
xudng 1a 6 vién trong 24 gid. Khong nén dung liéu 1ap lai thuong xuyén hon mdi bén gio.
Khong nén ding cho tré em dudi 16 tudi trir khi ¢6 chi dinh cua béc si.
Bénh nhan khong nén dung thudc hon 7 dém lién tiép ma khong c6 tu vén cia béc si.
CHONG CHI PINH:
- Qua mén véi acetaminophen, diphenhydramine hydrochloride hodc véi bat ky thanh phdn nao cua
thudc nay.
- Réi loan chuyén héa porphyrin
- Tré sinh non hodc tré so sinh.
CANH BAO VA THAN TRONG KHI DUNG THUOC:
Than trong va canh bao dac biét khi sir dung thudc chira hoat chit acetaminophen: Bac si can
canh bao bénh nhén vé cac dau hiéu ciia phan Gng trén da nghiém trong, ¢6 kha nang gy tir vong bao
gom hdi chimg Steven-Johnson, hoai tir biéu bi nhiém doc (TEN), hoi chimg Lyell, hoi ching ngoai

ban mun mu toan than cap (AGEP). h/
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Thudc khang histamine nén duoc sir dung than trong & nhitg ngudi bi rdi loan dong kinh hoic co giat,
phi dai tuyén tién liét, bénh ting nhan ap goc hep, bi tiéu, hep mén vi, hen suyén, viém phé quan, bénh
phéi tic nghén man tinh (COPD) hodc nhuoc co. Bénh nhéan suy than hodc suy gan nén tham khao y
kién bac si trude khi sir dung thude nay. Nguy co qué liéu lén hon & nhitng ngudi ¢6 bénh gan khong
xo gan do rugu.

Tranh sir dung céc san phdm khang histamine khac, bao gdm ca thude khang histamine dung ngoai da,
thude ho va thube cam.

Bénh nhan nén dugc khuyén tham khao y kién béc st néu con dau dau tré nén dai ding.

Bénh nhén nén dugc khuyén khong nén diing dong thai véi cac san phdm khac ¢6 chira acetaminophen,
hoic cac thude khac ¢6 tinh an than, hodc ruou.

Thubde c6 thé gy budn ngu.

Néu triéu chimg kéo dai hon 7 ngay can phai dugc tir van y té.

Sir dung thén trong & ngudi gia vi ho ¢6 thé nhay cam hon véi nhimng tac dung khéng mong mudn.
Tranh sir dung & ngudi gia bi 14 13n.

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

Sir dung thude cho phu nir c6 thai:

Khéng nén sir dung thudc nay trong thoi ky mang thai ma khong cé tu vén tir y té.

Nghién ctru & ngudi va dong vt véi acetaminophen dd khong xac dinh bat ky rui ro nao cho thoi ky
mang thai hodc phat trién cua phoi thai.

Khong co dir liéu day du tir viéc sir dung diphenhydramine & phu nir mang thai. Nghién ctru trén dong
vat chua ddy du déi véi thoi ky mang thai. Nhimg nguy co tiém 4n dbi véi con nguoi 1a khong rd. St
dung thudc khang histamine dung lam an than trong ba thang cudi ctia thai ky c¢6 thé din dén cic phan
(rng ¢ tré so sinh hodc sinh non.

Sir dung thude cho phu nir cho con bi:

Khéong nén sir dung thude nay trong thai ky cho con bii ma khéng ¢6 tu van tir y té. Nghién ctru trén
ngudi voi acetaminophen di khong xac dinh bat ky rii ro nao cho phu nit cho con bl hodc tré bu sira
me. Acetaminophen qua dugc hang rao nhau thai va bai tiét vao sira me. Diphenhydramine di dugc
phat hién trong sira me nhung anh hudng trén tré bi me chua rd.

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

Thudc ¢6 thé gay budn ngi, chéng mat, md mét, suy giam nhan thie va tdm than, ¢6 thé anh hudng
nghiém trong dén kha nang lai xe, van hanh may méc. Néu bi anh hudng thi khong nén 14i xe, van hanh
may moc.

TUONG TAC, TUONG KY CUA THUOC:

Twong tic thuoe:

Acetaminophen

Cholestyramine: Téc do hap thu ctia acetaminophen bi giam bdi cholestyramine. Do d6, khong ubng
cholestyramine trong vong 1 gi¢r néu giam dau t6i da la can thiét.

Metoclopramide va domperidone: Su hip thu cua acetaminophen ting 1én boi metoclopramide hodc
domperidone. Tuy nhién khong can tranh sir dung dong thoi.
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Warfarin: Téc dung chéng dong cua warfarin va cic coumarin khéc 6 thé duoc gia tang bgi dung dai
ngay thudng xuyén acetaminophen lam gia ting nguy co chay mau; liéu dung khong thuong xuyén
khong anh huéng dang ké.
Chloramphenicol: Lam ting nong do huyét trong cua chloramphenicol.
Diphenhydramine hydrochloride
Diphenhydramine ¢6 thé lam ting tac dung an than cua rugu va cac chét e ché thin kinh trung uong
khéc (nhu cac thude an than, thudc ngt va thude chdng lo au).
Thude e ché monoamine oxidase (IMAO) kéo dai va lam tang tac dung khang cholinergic cua
diphenhydramine. Nén sir dung than trong thudc véi IMAO hodc trong vong 2 tudn ngimg dung IMAO.
Vi diphenhydramine c6 hoat tinh khang muscarin, tac dung ctia mét s6 loai thudc khéng cholinergic
(nhur atropine, thude chéng trim cam ba vong) ¢ thé tang do do can duoc tu van y té trude khi dung
diphenhydramine véi cac thude nay.
Diphenhydramine 1a mét chét rc ché isoenzym cytochrom P450 CYP2D6. Do d6 c6 thé ¢6 tiém ning
ting tuong tac véi cac thude duge chuyén hoa chu yéu béi CYP2D6, nhu metoprolol va venlafaxine.
Twong ky thudc:
Khong ap dung.
TAC DUNG KHONG MONG MUON CUA THUOC:
Acetaminophen
Chuea biét tan sudt:
Mau va hé bach huyét: Giam tiéu cau, mat bach cau hat.
Hé mién dich: Séc phan vé, phan (mg qua man & da bao gdm phat ban da, phit mach va hoi chimg
Steven Johnson, hoai tir biéu bi nhiém doc.
Hé hép, 16ng nguc va trung that: Co thit phé quan.
Gan mat: Suy giam chirc nang gan.
Diphenhydramine hydrochloride
Thuong gap, 1/100 <ADR < 1/10:
Chung: Mét moi.
Than kinh trung wong: Budn ngu, chong mat, mét tap trung, mat thing bing, chong mit.
Tiéu hoa: Kho miéng.
Chuea biét tan sudt:
Hé mién dich: Phan img qua man bao gdbm phat ban, ndi may day, khé the va phu mach.
Tam than: L 1an, kich thich nghich thudng (vi du nhu ting ning lugng, bon chdn, cang thing).
Than kinh trung vong: Co giat, dau dau, di cam, loan vén dong.
Miét: Mo mat.
Tim mach: Nhip tim nhanh, danh tréng nguc.
Ho hap, 16ng nguc va trung that: Lam dic dich tiét phé quan.
Tiéu héa: Rbi loan tiéu hda bao gdm budn nén, non.
Co va mo lién két: Co giat co.
Than va tiét niéu: Kho tiéu, bi tiéu.
Thong bao ngay cho bac st hodc diege st nhitng phan vng co6 hai gap phai khi sw dung thuoc.
QUA LIEU VA CACH XU TRIi:
3/6

W/

1)

(=)
=]

=

=

IS
o

M2\

1l

)



Acetaminophen

Toén thuong gan 1a c¢6 thé & ngudi 16n da udng 10 g acetaminophen hodc nhiéu hon. Ubng 5 g

acetaminophen hogc nhiéu hon ¢6 thé dan dén ton thuong gan néu bénh nhén c6 cac yéu té nguy co

bao gom:

—  Diéu tri l4u dai véi carbamazepine, phenobarbitone, phenytoin, primidone, rifampicin, St. John’s
Wort, hoic cac thude cam (g enzym gan khac.

—  Hodc thudng xuyén udng rugu vuot qua mire cho phép.

— Hodc ¢6 kha nang bi can kiét glutathione nhu ¢6 réi loan 3n udng, xo nang, nhiém HIV, déi, suy
nhugc.

Triéu chung:

Triéu chimg qua liéu ciia acetaminophen trong 24 gio dau 1a xanh xao, budn ndn, non, chan an va dau

bung. Ton thuong gan c6 thé tré nén thay rd tir 12 dén 48 gid sau khi udng. Bt thudong vé chuyén hoa

glucose va toan chuyén hoa c6 thé xay ra. Trong nhiém déc ning, suy gan c6 thé tién trién thanh bénh

ly ndo, xuat huyét, ha duong huyét, phii ndo va tir vong. Suy than cip vai hoai tir 6ng than cip tinh cho

thiy rd boi dau ving that lung, tiéu ra mau va protein niéu, c6 thé phat trién ngay ca trong truong hop

khong c¢6 ton thuong gan nghiém trong. Loan nhip tim va viém tuy da dugc béo céo.

Cach xi tri:

Diéu tri ngay lap tirc 1a can thiét trong viée xir tri qua liéu acetaminophen. Mic du thiéu céc triéu chimg

dau tién quan trong, bénh nhan nén dugc chuyén dén bénh vién khan cap dé dugc cham soc y té ngay

lap tirc. Triéu chimg c6 thé bi han ché nhu budn ndn, ndn va cé thé khong phan anh muc do nghiém

trong ctia quéa liéu hodc nguy co ton thuong ndi tang. Xir tri phai phi hop véi cac chi dan diéu tri da

dugc thiét lap.

Diéu tri bing than hoat tinh nén dugc can nhic néu dung qua liéu trong 1 gid. Nong do acetaminophen

trong huyét trong nén dugc do lic 4 gio hodc tré hon sau khi udng (ndng do trude dé la khong tin cay).

Piéu tri voi N-acetylcysteine c6 thé dugc sir dung 1én dén 24 gid sau khi uéng acetaminophen, tuy

nhién, hiéu qua bao vé t6i da la trong vong 8 gior sau khi uéng. Hiéu qua giai doc cia thude giam manh

sau thoi gian ndy. Néu cin bénh nhin nén dugc tiém tinh  mach

N-acetylcysteine theo liéu trinh da dugc thiét 1ap. Néu non mira khong la van dé, methionine ding udng

¢6 thé 1a lua chon thich hop cho céc viing sau viing xa, bénh vién bén ngoai. Céach xir tri ddi voi bénh

nhan c6 biéu hién suy giam chirc ning gan nghiém trong quéa 24 gio sau khi udng thudc can duge thao

luan véi chuyén khoa gan.

Diphenhydramine hydrochloride

Trieu ching:

Qué liéu diphenhydramine hydrochloride c6 thé d4n dén cac anh huéng tuong tu nhu nhitng anh hudong

dugc liét ké trong cac phan (mg bét lgi. Céc triéu chimg khac c¢6 thé bao gdm gian dong tir, sot, do

birng, kich dong, run rdy, loan truong luc, a0 gidc va thay ddi dién tim do. Qua liéu 16n c6 thé gay tiéu

co vén, co gidt, mé sang, roi loan tdm than do nhiém déc, loan nhip tim, hon mé, va truy tim mach.

Cach xu tri:
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Can diéu tri hd tro va huéng t6i céc triéu chimg cu thé. Co giat va kich thich thin kinh trung wong da
dugc ghi nhan nén duoc diéu tri bang diazepam duong tiém.

DUQC LUC HQC:

Nhém duege ly: Thude acetaminophen két hop khéng bao gém hudng thin

Ma ATC: NO2BES|

Acetaminophen

Giam dau - Co ché tac dung giam dau cta acetaminophen chua dugce x4c dinh day du. Acetaminophen
tac dong chu yéu bing céch e ché tong hop prostaglandin & hé than kinh trung wong va & mot mirc do
thdp hon bing cach ngan chan sy phat sinh xung dong gy dau thong qua tac dong ngoai vi. Tac dong
ngoai vi ciing c6 thé do trc ché tong hop prostaglandin hay (rc ché tng hop hoic irc ché hoat dong cia
cac chat gay nhay cam & cac thu thé dau do kich thich co hoc hoac hoa hoc.

Ha st - Acetaminophen c6 tac dung ha sdt bing cach tac dong truc thue 1én trung khu diéu nhiét viing
dudi doi dé lam gidn mach ngoai vi dan dén tang luu lugng mau qua da, md héi, mét nhiét. Tac dong
chinh ¢6 thé lién quan dén su trc ché tong hop prostaglandin & viing dudi doi.

Diphenhydramine hydrocloride

Diphenhydramine hydrocloride 1a mgt thuéc khang histamine dén xuét ethanolamine. N6 12 mot thudc
khang histamine vdi khéng cholinergic va c6 tac dung an than di duoc ghi nhan. N6 hoat dong bing
cach trc ché céc tac dung trén thu thé H;.

Diphenhydramine c¢6 hiéu qua trong viéc lam giam thoi gian bét diu ngu (tirc 12 thoi gian chim vao
gidc ngu), ting chiéu sau va chét lugng cua gidc ngu.

DUQC PONG HOC:

Acetaminophen

Acetaminophen dugc hép thu nhanh chéng qua dudng tiéu hoa véi ndng dinh trong huyét tuong dat
trong khoang 30 phit dén 2 gior sau khi udng. N6 dugc chuyén héa & gan va bai tiét qua nudc tiéu chi
yéu dudi dang lién hop glucuronide va sulfate. it hon 5% dugc bai tiét dudi dang acetaminophen khong
d6i. Thoi gian ban thai thay doi tir khoang 1 dén 4 gid. Gin két véi protein huyét tuong 1a khong dang
ké o ndng do diéu tri thong thuong nhung tang voi viée tang nong do diéu tri.

Mot chat chuyén héa hydroxyl héa duge tao ra véi luong rat nhé boi enzym oxidase chirc nang hon
hop & gan va thuong dugc giai doc bang cach lién hop véi glutathione gan cé thé tich liiy sau khi qua
liéu acetaminophen va gay ton thuong gan.

Diphenhydramine hydrochloride

Diphenhydramine hydrochloride dugc hip thu nhanh chéng sau khi uéng. N6 trai qua chuyén héa lan
diu & gan va chi khoang 40 — 60% liéu udng vao duoc hé tuin hoan dudi dang diphenhydramine khong
doi.

Diphenhydramine hydrochloride dugc phan b nhanh chéng trén khép toan bg co thé. Nong do dinh
trong huyét tuong dat dugc trong vong 1 — 4 gio. Téc dung an thin ciing xut hién va dat t6i da trong
vong 1 — 3 gi& sau khi udng liéu duy nhat va ti 1¢ thuan véi ndng d¢ thude trong huyét tuong.

Khoang 80 — 85% diphenhydramine gén két véi protein huyét turong. Diphenhydramine dugc chuyén
héa nhanh chéng va gin nhu hoan toan. Thudc dugc chuyén héa chi yéu thanh acid
diphenylmetoxyacetic va ciing dugc alkyl héa. Céc chat chuyén héa duge két hop véi glycine va
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glutamine va bai tiét qua nudc tiéu. Chi c6 khoang 1% liéu don dugce bai tiét dudi dang khong ddi qua
nudc tiéu.

O ngudi khoe manh, thoi gian ban thai khoang 2,4 — 9.3 gio. Thoi gian ban thai cubi kéo dai & nguoi
X0 gan.

QUY CACH PONG GOI:

Hop 10 vi x 10 vién nén bao phim.

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

Bio quan: ¢ nhiét do dudi 30°C, noi kho rao, tranh anh sang.

Han ding: 36 thang k& tir ngay san xuat. Khong ding thude khi qua han dung.

Tiéu chuin chét lwong ciia thude: TCCS

TEN, PIA CHI CUA CO SO SAN XUAT THUOC:

CONG TY CO PHAN DUQC PHAM OPV ‘
S6 27, Puong 3A, Khu Cong Nghiép Bién Hoa I1, Phudong An Binh, Tp. Bién Hoa, Tinh Dong Nai.
DT: (0251) 3992999 Fax: (0251) 3892344
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