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Acetominophen 500 mg

Diphenhgdromine hgdrochloride 25 mg

-

'lYDOLPrrl
ruAfx pxl* M6i vi€n n6n bao phim chfa:
Acetaminophen ................... 500 mg
Diphenhydramine hydrochloride ....................... 25 mg

Chi dinh, cdch dirng, libu ding, ch6ng chi dinh vd c6c th6ng tin khiic:
Xin dec trong td hudng d5n si dung.

Od ra Bm taytr6 em,
Ogc ki hutrng dln srirdgng tnrtc khl dtng.
Bdo qudn d nhiQt d0 dtroi 300C, noi kh6 rdo, trdnh iinh sdng.

Ti6u chudn: TCCS

Co sd s:in xudt:
cOre w cd nrlt ougc exAn onv

Sd 27, OLrong 3A, Khu C6ng NghiQp BiCn Hda lt,
Phudng An Binh, Tp. Bi6n Hda, Tinh Dbng Nai.

Td duqc vtra di mot viCnO
@
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orArvr cAc cdN oAU:
. Thap kh6p, dau co, dau lung
. Oau thin kinh, dau ring
. Dau dbu, dau n&a dau
. Dau bung hinh kinh
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(trang 212)

.--,'lYDOLPrr/
Acetominophen 500 mg

DiphenhUdromine hgdrochloride 25 mg

YDOLPTT/
COMPOSITION: Each film coated tablet contains:
Acetaminophen ................... 500 mg
Diphenhydramine hydrochloride ....................... 25 mg
Excipients q.s ........................... one tablet

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

Kecp out of tcach of chlldren.
Read carcfully the erclosed lnsert before usc.
Store at temperature below 300C, in a dry place, protect from light.

Specification: Manufacturer's

Manufacturer:
OPV PHARMACEUTICAL JOINT STOCX CO.
No. 27,3A Street, Bien Hoa ll lndustrial Zone,

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

@

LSX/ Lot No:
NSX/ Mfg. Date:
HD/ Exp. Date:

FOR THE RELIEF OF PAINS:
. Rheumatic, muscle pain, backache
. Neuralgia, loothache
. Headache, migraine
. Period pain
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TYDOLO PM

Pharmaceuticals
WHO-GMP

D6 xa ac
Dgc kf khi dtng

THANH C THU6C: tvtSi vi6n n6n bao phim chria:

ho4t t:
Acetaminophen.......... ......... 500 mg

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

Thirnh phAn trl duqc: Tinh b6t ng6, tinh bQt ti€n h6 h6a, povidon K30, silic oxyd dang keo khan, natri
starch glycolat, gelatin, talc, magnesi stearat, opadry II white, opadry lI blue.

DANG BAO CHE
Vi6n ndn bao phim, hinh thu6n diri, miu xanh, hai m5t vi6n l0iva c6 in chir "Tydol PM" mdu den, c4nh

vd thdnh vi€n ldnh l[n.
cni oryn:
Gi6m cric con dau:

- th6p khdp, dau co, dau lung,

- dau thin kinh, dau rf,ng,

- dau dAu, dau nfta dAu,

- dau bgng hirnh kinh.

cAcu uUNG, LIEU DUNG:
Crlch dring: Dirng duong u6ng. Kh6ng vugt qu6 li6u lugng ho[c tAn xuAt cira li6u dtng.

Lidu dtng:
Nguoi lcrn (bao g6m nguoi gin) vd tr6 em tt l6 tu6i trd l€n:

U6ng 2 vi€n trudc khi tli ngt 20 ph[t. Li6u t6i da hirng ngity 2 vi6n (1000 mg acetaminophen,

50 mg diphenhydramine hydrochloride) trong 24 giir.

C6 th6 sri dung c6c thu6c kh6c chfa acetaminophen <16 gi6m dau ban ngiry nhung vdi liAu t5i da gi6m

*u6ng ld 6 vi€n trong}4 gio. Kh6ng n6n dirng li€u lap laithuong xuy€n hon m6i b6n gio.

Kh6ng n€n dirng cho tr6 em du6i l6 tu6i trir khi c6 chittinh c0a b6c sT.

BCnh nh6n kh6ng n€n dtng thu6c hon 7 ddm li6n ti6p md kh6ng c6 tu v6n cfia bilc sT.

cHoNG CHi OINU:
- Qu6 m6n voi acetaminophen, diphenhydramine hydrochloride hoqc vdi b6t kj,thdnh phAn ndo cfia

.i
thuoc nay.

- R6i lop chuy6n h6a porphyrin

- Trd sinh non hodc tr6 so sinh.

cANTT BAo VA THAN TRQNG KHI DUNG THUOC:
Th$n trgng vi cinh b6o rl{c biet khi sir dgng thu5c chria hoqt ch6t acetaminophen: B6c si cAn

c6nh b6o b6nh nh6n vd c6c d6u hiQu cria ph6n ring tr6n da nghiCm treng, c6 khi ndng g6y tu vong bao

g6m hQi chirng Steven-Johnson, ho4i tir bi€u bi nhi6m dQc (TEN), hQi chfng Lyell, hoi phung ngoai'/
ban mun mri todn th6n c6p (AGEP). ,,. IB/ v6
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Thu5c khrlng histamine n6n duoc sri dung thdn trong o nhirng nguni bi r6i lo4n dQng kinh holc co gidt,
phi dai tuy6n ti6n li6t, b6nh t[ng nh6n rip g6c hep, biti6u, hep mdn vi, hen suy6n, vi6m ph6 qudn, b6nh
ptrOi tic ngh6n man tinh (COPD) hodc nhuoc co. BOnh nh6n suy th6n hodc suy gan n6n tham kh6o 1i

ki6n b6c sT trudc khi st dung thudc ndy. Nguy co quii li6u lon hon o nhirng ngudi c6 b€nh gan khdng
xo gan do ruou.

Tr6nh sri dgng c6c sin ph6m kh6ng histamine khiic, bao g6m ci thu6c khring histamine dirng ngoiri da,

thu6c ho vi thu6c cim.
Bdnh nhdn n6n duoc khuy6n tham kh6o f kiiSn b6c sI n6u con dau d6u trd n6n dai d5ng.

B€nh nhdn n6n dugc khuy6n kh6ng n6n dtng d6ng thdi vdi crlc sin phAm kh6c c6 chria acetaminophen,

hodc ciic thu5c kh5c c6 tinh an thin, ho[c ruou.

Thu6c c6 thti gdy bu6n ngri.

N6u tri€u chung kdo dii hon 7 ngdy cAn ph6i duoc tu v6n y t6.

St dgng thdn trong o ngudi gii vi ho c6 th€ nhay c6m hon vdi nhfrng tiic dung kh6ng mong mudn.

Tr6nh sir dung o nguoi gid b! l[ l6n.

sr/ nqNc THUoc cHo pHU Nr.I co THAr vA cHo coN BU
Sir dr;ng thuiic cho phg nir c6 thai:
Kh6ng n€n s{r dung thu5c ndy trong thdi k} mang thai mi kh6ng c6 tu v6n tt y tti.

Nghidn cftu d nguoi vi d6ng v6t vdi acetaminophen dd kh6ng x6c dinh U6t ty rfii ro ndo cho thdi kj,

mang thai ho4c phrit tri6n cria ph6i thai.

Kh6ng c6 dfr liQu tlAy dri ttr vi6c sri dung diphenhydramine o phu nfi mang thai. Nghidn ciru tr€n ddng

v6t chua dAy dt OOi vOi thdi ky mang thai. Nhirng nguy co ti6m An aOi vOi con ngudi li kh6ng 16. Srlr

dung thudc kh6ng histamine dtng ldm an thAn trong ba th6ng cu5i cria thai kj, c6 th6 d5n dtln c6c phdn

img o tre so sinh hodc sinh non.

Sri dgng thu6c cho phg nfr cho con bri:
Kh6ng n6n sft dung thu5c niy trong thdi k, cho con bri md kh6ng c6 tu v6n ttr y tti. Nghi6n cfu tr€n

nguoi vdi acetaminophen dd kh6ng x6c dinh b6t k! riri ro nio cho phu nfr cho con bf ho{c tr6 bir sta

mg. Acetaminophen qua duo. c hdng rdo nhau thai vi bdi ti6t vio sfra me. Diphenhydramine d5 duoc

ph5t hiQn trong sfra me nhung 6nh huong tr6n tr6 bri me chua 16.

ANn HUoNG cuA THUoc mN xuA NANG LAI xE, vAN HANH MAy Moc:
Thu6c c6 th6 gdy bu6n ngri, ch6ng mit, md miq suy gi6m nhdn thfc vir tAm thAn, c6 thiS 6nh huong

nghiQm trong d6n khi n[ng l6i xe, vdn hirnh m6y m6c. Ni5u bi6nh hu&ng thi kh6ng n€n kiixe, v6n hirnh

m6y m6c.

TTIONG TAC, TIIONG KY CUA THU6C:
Tuong t6c thu5c:
Acetominophen

Cholestyramine: T6c <lQ h6p thu cria acetaminophen bi gi6m boi cholestyramine. Do d6, kh6ng u6ng

cholestyramine trong vdng I gio n6u gi6m dau tdi da ld cAn thitit.

Metoclopramide vd domperidone: Su h6p thu cria acetaminophen t[ng l6n boi metoclopramide hodc

domperidone. Tuy nhi6n kh6ng cin tr6nh sri dung <l6ng thdi.
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Warfarin: Tric dung ch6ng d6ng cria warfarin vd ciic coumarin khric c6 th6 dugc gia tlng bdi d1ng ddi
ngdy thuong xuydn acetaminophen ldm gia tdng nguy co chdy mriu; lidu dtng kh6ng thucrng xuy6n
kh6ng 6nh hudng ttrlng k6.

chloramphenicol: Ldm t5ng n6ng 116 huytit tuong ctia chloramphenicol.
D i p he n hydram in e hydro c hlo ri de

Diphenhydramine c6 th6 ldm tdng t6c dung an thAn cta ruou vd c6c chdt ric chc ttrAn kinh trung uong
kh6c (nhu c6c thu5c an thAn, thu6c ngri vd thu6c ch6ng lo 6u).

Thu6c fc ch6 monoamine oxidase (IMAO) k6o ddi vd ldm tdng tric dung kh6ng cholinergic cria
diphenhydramine. NCn st dgng th{n trong thu6c vdi IMAO holc trong vdng 2 tuAn ngirng dtng IMAO.
Vi diphenhydramine c6 hoat tfnh kh6ng muscarin, tric dung c0a m6t s6 lo4i thudc khring cholinergic
(nhu atropine, thu6c ch6ng trAm cdm ba vong) c6 thti tdng do rt6 cAn dugc tu v6n y tti tru6c khi dirng
diphenhydramine vdi c5c thudc ndy.

Diphenhydramine li mQt ch6t ric ch6 isoenzym cytochrom P450 CYP2D6. Do d6 c6 thO c6 tidm nang

tdng tuong tric vdi c6c thudc dugc chuy6n h6a chri y6u bdi CYP2D6, nhu metoprolol vd venlafaxine.
Tucrng ky thu5c:
Kh6ng 6p dr,rng.

rAc oqNG KHONG MoNG MUON c0a rnuoc:
Acetaminophen

Chua bidt uin sudt:

M6u vi hQ b4ch huy6t: Gidm tii5u cAu, m6t bach cAu hat.

HQ mi6n dich: S6c phin v€, phin ung quri m6n d da bao g6m ph6t ban da, phi mach vd hQi chfng
Steven Johnson, hoai tri bi€u bi nhi6m dQc.

H0 h6p, ldng nguc vd trung th6t: Co thit ph6 qu6n.

Gan mAt: Suy giAm chtc n[ng gan.

Diphenhydramine hydrochloride
Thwng gQp, l/100 <ADR < l/10:
Chung: MQt moi.

ThAn kinh trung uong: Bu6n ngri, ch6ng m{t, m6t tpp trung, m6t thang bing, ch6ng mAt.

Ti€u h6a: Kh6 miQng.

Chua biil tan suat:

HQ mi6n dich: Phdn ung qu6 m6n bao gdm phrlt ban, n6i miry day, kh6 thd vi pht mach.

Tdm thAn: Lri l6n, kich thich nghlch thudng (vi dr,r nhu tdng nlng lugng, btin ch6n, cdng thing).

Th6n kinh trung uong: Co giflt, dau clAu, d! cAm, loan vtn tlQng.

Mit: Mo mit.
Tim m4ch: Nhip tim nhanh, drinh tr6ng nBUc.

H6 h6p, liing ngpc vh trung th6t: Lim dac dich tit5t ph€ quin.

Ti€u h6a: R6i lonn ti6u h6a bao g6m budn n6n, n6n.

Co vir m6 li6n k6t: Co gidt co.

Thdn vd ti6t ni€u: Kh6 ti6u, bf ti€u.

Thong bdo ngay cho bdc sT ho\c dugc sT nhteng phdn ung cd hai g\p phdi khi s* dqng thudc.

euA LrEU vA cAcH xtl rni:
316
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Acetaminophen

T6n thuong gan ld c6 th€ o nguoi lon de uOng l0 g acetaminophen holc nhiAu hon. U6ng 5 g
acetaminophen hodc nhi6u hon c6 th6 d5n it6n tdn thuong gan n6u bQnh nhAn co citc y6u t6 nguy co
,).
Dao gom:

Di€u tri l6u ddi vdi carbamazepine, phenobarbitone, phenytoin, primidone, rifampicin, St. John's

Wort, hodc ciic thu6c cdm img enzym gan khric.

HoIc thuong xuy€n u6ng ruou vuot qu6 mfc cho phdp.

Holc c6 khi n[ng b! can ki6t glutathione nhu c6 r6i loan 5n u5ng, xo nang, nhi6m HIV, d6i, suy

nhuoc.

Tridu ch*ng:

Tri€u chfug qu6 li€u cta acetaminophen trong24 gio dAu lh xanh xao, bu6n n6n, ndn, chSn dn vd dau

bgng. T6n thuong gan c6 th6 tro n6n th6y 16 tir l2 tt;5n 48 gid sau khi u6ng. B6t thuong v6 chuy6n h6a

glucose vi toan chuy6n h6a c6 th6 x6y ra. Trong nhi6m d6c ndng, suy gan c6 th€ ti6n trii5n thdnh bQnh

ly ndo, xu6t huy6t, h4 duong huyr5t, phir n6o vir tti vong. Suy th4n cAp vdi hoaitt 6ng than c6p tinh cho

th6y 16 boi dau vtng thit ltmg, tiriu ra miiu vi protein ni6u, c6 th€ phrlt tri6n ngay ci trong truong hgp

kh6ng c6 t6n thuong gan nghiCm trgng. Loan nhip tim vd vi6m tuy dE duo. c b6o cao.

Cdch xu tr{:

Di6u tri ngay l4p tfc li cAn thii5t trong vi€c xri tri qurl lidu acetaminophen. M4c dt thi6u c6c tri€u chftng

dAu ti6n quan trgng, bQnh nhdn n€n dugc chuy6n tt6n benh viQn khAn c5'p dC duo. c chdm s6c y t6 ngay

l4p tric. Tri6u chimg c6 tne b! han ch6 nhu budn ndn, n6n vi c6 th6 kh6ng phdn rinh mftc d6 nghidm

trong c0a qu6 li€u holc nguy co t6n thuong n6i tang. Xft tri phii phir hqp vdi c6c chi din di6u tr! d6

tluqc thiist hp.
DiAu tr! bing than hoat tinh n6n duoc cdn nhic n6u dirng qud li6u trong I gio. N6ng d6 acetaminophen

,,,
trong huydt tuong n€n duoc do lfc 4 gid ho4c trd hon sau khi u6ng (n6ng d6 trudc d6 li kh6ng tin cay).

Ei6u tri v6i N-acetylcysteine c6 th6 du-o. c sti dung l6n d}n 24 gid sau khi u6ng acetaminophen, tuy

nhi6n, hiQu qui b6o vC tOi tta ld trong vdng 8 gid sau khi u6ng. HiQu qu6 gi6i dQc cria thu6c giim manh

sau thdi gian ndy. Ntiu cin bQnh nh6n n0n dugc ti6m tTnh m4ch

N-acetylcysteine theo li6u trinh dd tlugc thitit lAp. Ntiu n6n mta kh6ng ld v6n dti, methionine dirng u6ng

c6 thd li lpa chon thich hgp cho c6c vtng sdu vtng xa, b6nh viQn b€n ngodi. Crich xft trf d6i v6i bQnh

nhdn c6 bi6u hiQn suy gi6m chric n[ng gan nghi€m trong qu6 24 giir sau khi u5ng thu6c cAn cluo. c th6o

lu6n v6i chuy6n khoa gan.

D ip he n hydram i n e hydro c h I o r i de

TriAu chimg:

Quri liAu diphenhydramine hydrochloride c6 thd d6n d6n cric Anh huong tuong tu nhu nhirng inh huong

dugc li€t kC trong c6c phin ung b6t lgi. C5c triQu chimg kh6c c6 thri bao g6m gi6n ddng tir, s6t, d6

birng, kich d6ng, .un rAy, loan truong luc, 6o gi6c vd thay d6i di6n tdm e6. Qua li6u lon c6 thd gdy ti6u

co vin, co giQt, m6 sing, r6i loan tdm thin do nhi6m dOc, loan nhip tim, h6n m6, vd truy tim mach.

Cdch xu tr[:
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CAn di6u tri h6 trg vd hu6ng t6i cric tri€u ch(mg cu thi5. Co giQt vd kfch thich thAn kinh trung uong di
duoc ghi nh6n ndn cluoc didu tri bing diazepam duong ti6m.
DUqC Lr/c Hgc:
Nh6m duqc ly. Thu6c acetaminophen k€t hQp kh6ng bao g6m huong thin
Md ATC: N02BE5l
Acetaminophen

Giim dau - Co chli t6c dqng gi6m dau cta acetaminophen chua duoc xilc dinh dAy dt. Acetaminophen
tric d6ng chri yiiu bing c6ch fc chti t6ng hqp prostaglandin d hQ thAn kinh trung uong vir o m6t mric d6
th6p hon bing c6ch ngln chln su phrit sinh xung tl6ng gdy dau th6ng qua tilc d6ng ngoai vi. Tric d6ng
ngoai vi cfrng c6 thi5 do ric ch6 t6ng hqp prostaglandin hay ric chi5 t6ng hqp holc ric ch6 ho4t d6ng cta
c6c chdt gay nh4y cam o c6c thu th€ ilau do kich thich co hoc horc h6a hoc.
Ha s6t - Acetaminophen c6 tic dpng ha sOt bang circhticdOng truc thu6c l6n trung khu tli6u nhi6t vtng
du6i ddi ae tam giSn mach ngoai vi d6n dtin tlng lm lugng m6u qua da, m6 h6i, m6t nhi6t. Tric d6ng
chfnh c6 the licn quan d6n su ric chi5 t6ng hqp prostaglandin d vtng dudi d6i.
D ip h e n hydra m i ne hydro c I or i de

Diphenhydramine hydrocloride li m6t thu6c khring histamine d5n xu6t ethanolamine. N6 li mQt thu6c
khring histamine v6i kh6ng cholinergic vir c6 ttic dgng an thAn dd tluo. c ghi nhdn. N6 hoat ddng bing
c6ch ric chr5 cric tric dung tr0n thu th6 Hr.

Diphenhydramine c6 hiQu quA trong vi6c ldm gi6m thoi gian bit dAu ngu (tftc ld thdi gian chim viro

gi6c ng0), t6ng chi6u siu vd chAt lugng cria gi6c ngri.

DUOC DONG HQC:
Acetaminophen

Acetaminophen duoc h6p thu nhanh ch6ng qua duong ti€u h6a vdi n6ng dinh trong huyi5t tucrng dat

trong khodng 30 phrit <l6n 2 gio sau khi uling. N6 duo. c chuy6n h6a o gan vi bdi tiiit qua nu6c ti+5u chir

yi5u du6i dang li6n hoo glucuronide vd sulfate. it hon 5o/o duocbdi titlt du6i dang acetaminophen kh6ng

d6i. Thdi gian b6n thdi thay aOi ttr khodng 1 dtin 4 gio. Gin k6t vdi protein huy€t tuong ld kh6ng d6ng

kO o n6ng d0 di6u tri th6ng thuong nhung ting vdi vi€c tlng n6ng dQ di€u tri.
MQt ch6t chuy6n h6a hydroxyl h6a dugc tao ra v6i lugng r6t nh6 bdi enzym oxidase chfc ndng h6n

hqp o gan vd thuong dugc gi6i tlQc bing qlch li€n hqp vdi glutathione gan c6 th6 tich lfry sau khi qu6

liAu acetaminophen vd g6y t6n thuong gan.

D i p h e n hydro m ine hy dro c h lor i de

Diphenhydramine hydrochloride dugc h6p thu nhanh ch6ng sau khi u5ng. N6 trdi qua chuy6n h6a lAn

dAu o gan vdr chi khoAng 40 -60% li€u uOng vdo duoc h9 tuAn hoin du6i dang diphenhydramine kh6ng

d6i.

Diphenhydramine hydrochloride dugc ph0n b6 nhanh ch6ng tr6n kh6p todn b6 co thi5. N6ng <tQ dinh

trong huy6t tuong dat dugc trong vdng I - 4 gio. T6c dgng an thin cflng xu6t hi6n vir d4t t6i da trong

vdng I - 3 gio sau khi u6ng li6u duy nh6t vd ti lQ thudn vdi n6ng dQ thu6c trong huy6t tuong.

Khodng 80 - 85% diphenhydramine gin k6t v6i protein huytit tuong. Diphenhydramine duoc chuy6n

h6a nhanh ch6ng vi gAn nhu hoin todn. Thu6c dugc chuy6n h6a chir y6u thdnh acid

diphenylmetoxyacetic vi cfing du-o. c alkyl h6a. C6c ch6t chuy6n h6a duqc ki5t hqp vdi glycine vir
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glutamine vd bii tii5t qua nudc ti6u. Chi c6 khodng l% li6u don duoc bdi titit dudi dang kh6ng d6i qua

nudc ti6u.

O nguoi khoe manh, thoi gian b5n thdi khoAng 2,4 - 9,3 gio. Thoi gian brin th6i cu6i kdo ddi o nguoi

x0 gan.

QUY CACH DONG GOI:
HQp l0 vi x l0 vi€n ndn bao phim.

DrEU KrEN sAo euAN, HAN DUNG, TIEU CHUAN cHAr Lt/gNG c0a. ruu6c:
Bio quin: o nhiQt d0 dudi 300C, noi kh6 16o, tr6nh rlnh sring.

H4n dtng: 36 th6ng kC tt ngdy sdn xu6t. Kh6ng dtrng thui5c khi qu6 han ding.
Ti6u chu6n ch6t lugng cfra thu5c: TCCS

rtN, DIA cHi cUA co so sAN xuAr rHU6c:
coxc rY co PHAN Drrgc PHAM OPV
3627,Euong 34, Khu C6ng NghiQp Bi6n Hda II, Phuong An Binh, Tp. Bi0n Hda, Tinh D6ng Nai.

DT: (025 t) 3992999 Fax: (025r) 3892344

LUQ. Ctic TRUoNG
TRUONG PHONG
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