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CTY TNHH SX - TM DUGC PHAM
THANH NAM
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CONG HOA XA HOI CHU NGHTA VIET NAM
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MAU NHAN XIN DANG KY
VIEN NEN DAI BAO PHIM TRIVACINTANA
(mau vang)
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CHIBINH:

Diéu trj tridu chiing trong céc trudng hgp cdm cim nhu
stt, nhic d4u, dau nhic bp thit kém theo s8 mii, nghet
mii, viém mii, viém xoang hoic dj ing véi thdi tiét.

LIEU LUGNG VA CACH DUNG:

Ngudi 16n va tré em tir 12 tudi tré 1&n: 1 vién/ 14n, 8-12 gio
udng 1 14n, 2-3 14n/ ngay

Khdng diing thusic cho tré em dutsi 12 tui

CHONG CHi BNH, TAC DUNG PHY, TUONG TAC THUGC,
THAN TRONG, SU DUNG CHO PHY NO CO THAI VA
NHONG BIEU LUU Y KHAC...:

Xin doc tishuéng ddn sirdung -
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Ngia mdi

TrivaCinTan a POC KV HUONG DAN SU DUNG TRUGC KHI DUNG
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Pau do viém xoang e Paracetamol
Nghet mai Phenylephrin HCI
Chay mai/Nhay mai = b riadi
Ngda mai =
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CONG THUC: mdi vién chira

Paracetamol........ccoeiiiiiiine 500 mg
Phenylephrin HCI 10 mg
Clorpheniramin maleat 2 mg

Ta dugc vira da 1 vién bao phim
CHIi DINH, LIEU DUNG,CHONG CHi BINH, TAC DUNG
PHY, TUONG TAC THUGC, THAN TRONG, SU DUNG
CHOPHY NU CO THAI VANHUNG PIEULUU Y KHAC...:
Xin doc td hudng ddn st dung
BAO QUAN NOI KHO MAT, TRANH ANH SANG
NHIET B0 DUGI 30°C
DE XA TAM TAY CUA TRE EM
POC KY HUGNG DAN SU DUNG TRUGC KHI DUNG
TIEU CHUAN: TCCS
SDK:

TrivacinTana

=
CHI NHANH CTY TNHH SX-TM DUGC PHAM THANH NAM
60 Boc Lip, Khu cong nghiép Viét Nam-Singapore
% Thi xa Thuan An, Tinh Binh Duong
VP: 3A Dang Tdt, P.Tan Dinh, Q.1, TP.HCM

ALLERGY
SINUS

Sinus Pain s Paracetamol

Nasal Congestioni . — Phenylephrin HCI
Runny Nose/Sneezing e Clorpheniramin maleat
Itchy/Watery nose

:dx3/bunp uey
:D4W/XS AebN
TON UY21eg/XS 01 9S

COMPOSITION: each film coated caplet contains

Paracetamol 500mg
Phenylephrin HCI 10mg
Clorpheniramin maleat 2mg

Excipients.q.s.p 1 film coated caplet
INDICATIONS, CONTRA - INDICATION, DOSAGE, SIDE
EFFECTS, WARNINGS AND OTHER INFORMATIONS...
Read the package insert carefully.
KEEP OUT OF REACH OF CHILDREN
READ CAREFULLY THE INSTRUCTION BEFORE USE
STORE IN A COOL AND DRY PLACE, BELOW 30°C
PROTECT FROM LIGHT
SPECIFICATION: Manufacturer’s
Reg.No:

TrivacinTana

BRANCH OF THANH NAM PHARMACEUTICAL PRODUCTION TRADING CO.LTD

60 Doc Lap, Viet Nam Singapore Industrial Park, Thuan An, Binh Duong
Off: 3A Dang Tat - Tan Dinh - Dist 1, HCMC
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TO HUGNG DAN SU DUNG _

, Vlén nén dai bao phlm TR
THANH PHAN : M01 vién chita
Paracetamol 500 mg
Phenylephrin HC1 . . 10 mg
Clorpheniramin maleat 2 mg
T& dUge VA QU ...cooveveeceeererreceeirecsseissenns ... lvién.

(Avicel PH101, Tinh bt sin, Natri starch glycolat, Talc, Magnesi stearat, HPMC 2910, Diu P raffin, PEG

6000, Tartrazin, Sunset yellow).

DUGC LUC HQC

— Paracetamol 13 chat chuyén héa c6 hoat tinh ciia phenacetin, 13 thudc gidm dau — ha s&t hitu hiéu c6 thé
thay th& aspirin, nhung khong c6 hi€u qui diéu tri viém. Thudc tdc dong 1én viing dudi ddi gdy ha nhiét,
téa nhiét ting do gidn mach va ting luu lvgng méu ngoai bién.

- Clorpheniramin 12 mt khdng histamin H1 ¢6 rit it tdc dung an thin. Nhu hdu hét cdc khdng histamin kh4c,
clorpheniramin ciing c6 tdc dung phu chdng tiét acetylcholin, nhung tdc dung ndy khédc nhau nhiéu giita
céc cd thé. Co ch& tdc dung 12 phong b€ canh tranh céc thy thé H; clia c4c t&€ bao tic dong.

— Phenylephrin 12 mt thudc tdc dung gi6ng thin kinh giao cdm o, (a; — adrenergic) c6 tdc dung truc tiép
1&n céc thy thé o, — adrenergic 1am co mach m4u va lam ting huy&t 4p.

DUGC PONG HQC

- Paracetamol dugc hap thu nhanh chéng qua dudng ti€u hod. Nong do dinh trong huyét twong dat trong vong
30 dén 60 phit sau khi udng véi liéu diéu tri. Paracetamol phin b& trong phin 16n cdc mé cla cd thé,
khodng 25% ké&t hgp véi protein huyét twong. Thdi gian ban thai 1a 1,25 - 3 gid, va dugc thdi trir qua nuée
tiéu.

- Clorpheniramin maleat hap thu t5t khi uéng va xuét hién trong huyét twong trong vong 30 — 60 phiit. Nong
d6 dinh huyét tuong dat dugc trong khodng 2,5 dén 6 gidf sau khi uéng. Clorpheniramin maleat chuyén héa
nhanh va nhiéu. Thudc dugc bai tiét chii yéu qua nudc tiéu dudi dang khoéng d8i hodc chuyén héa, sy bai
ti€t phu thudc vao pH va Iuu lugng nudc tiéu, chi mot lugng nhd dugc bai tiét qua phan. Thdi gian bén thai
1a 12 — 15 gid va § ngudi bénh suy thin man, kéo dai tdi 280 — 330 gid.

— Phenylephrin hip thu rit bt thudng qua dudng tiéu héa do bi chuyén héa ngay trén dudng tiéu héa.
Phenylephrin bi chuyén héa & gan va rudt nhd enzym monoaminoxydase (MAO). Hién nay chua x4c dinh
dugc con du’(‘mg chuyén héa va t6c do thdi trif clia phenylephrin.

CHI PINH PIEU TRI ,

Piéu tri triéu ching trong cdc trudng hgp cdm cim nhu s6t, nhic dau, dau nhlrc bip thit, kém theo s8 mii,
\nghet miii, viém miii, viém xoang hoic di @ing v4i thdi tiét.

LIEU LUGNG VA CACH DUNG
Ngudi 16n va tré em tiY 12 tudi trd 1én: 1 vién/ 14n, 8 - 12 gid mot 1dn, 2 - 3 1an/ ngdy.

Khong dding thudc cho tré em dusi 12 tudi.

CHONG CHI PINH
Qu4 min cidm vdi bt ky thanh phdn nao cda thudc.

Ngudi bénh thi&u hut glucose-6-phosphat dehydrogenase.
Ngudi bénh dang con hen cip. Ngudi bénh c6 triéu ching phi dai tuy&n tién Ligt.
Gl6com gée hep. T4c c8 bang quang. Loét da day chit, tic mon vi - t4 trang.
Ngudi cho con b, tré sd sinh va tré dé thi€u thing.
Ngudi bénh diing thudc e ch€ monoamin oxidase (MAO) trong vong 14 ngay, tinh dén thoi di€m diéu tri
bing clorpheniramin vi tinh chit chéng tiét acetylcholin ciia clorpheniramin bj ting 1én bdi cdc chit ¢c ché
MAO.
Phu nif ¢6 thai trong 3 thdng cudi cla thai ky.
Tré so sinh, thi€u thdng.
Bénh tim mach ning, nhdi m4u cd tim, bénh mach vanh.
Ting huyét 4p ning, bloc nhi tht, xd cing dong mach ning, nhip nhanh thit. Cudng gidp ning.
CANH BAO VA THAN TRONG KHI SUDUNG
— Lién quan dén Paracetamol

l): Ve 0
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Ngudi bi phenylceton — niu. Ngudi phdi han ché lugng phenylalanin dua vao cd thé.
Ngudi ¢6 bénh thi€u m4u tif trudc. /’1\\47\&2‘7?:-
/5 ¥/

Trénh hodc han ch& udng rugu vi c6 thé giy ting doc tinh vdi gan. CONG Ty \ g
Thin trong v6i ngudi bj suy gidm chifc ning gan hoc thin. A "”:‘,J o ."z

Bdc st cdn cdnh bdo bénh nhédn vé cdc ddu hiéu cia phdn unmg trén da nghiém trong nhy hol ﬁmgng Steven «
Johson (SJS ), hdi chimg hogi tit da nhiém djc (TEN) hay hji chitng Lyell, hji chiing nébgi b? mmif t Q

than cdp tinh (AGEP). . NG\
NGV P =
Lién quan dén Clorpheniramin maleat RSP HO

Clorpheniramin ¢6 thé 1am ting nguy cd bi tiéu tién do tdc dung phu chéng tiét acetylchohn ciia thudc, dic
biét & ngudi bi phi dai tuyén tién liét, tic dudng niéu, tic mén vi t4 tring, va 1am trim trong thém & ngudi
bénh nhudc co.

Téc dung an than cda clorpheniramin ting 1én khi uéng rugu va khi ding ddng thdi véi céc thudc an thin
khéc.

C6 nguy cd bi€n chitng dudng hd hdp, suy gidm ho hdp va ngimg thd, diéu d6 c6 thé gy ric r6i & ngudi bi
bénh tic nghén phdi hay & tré em nhd. Phai thin trong khi c6 bénh phdi man tinh, thd ngZn hoic khé thd.
C6 nguy co bi sdu ring § nhitng ngudi bénh diéu tri thdi gian dai, do tdc dung chéng ti€t acetylcholin, gy
kh6 miéng.

Thudc c6 thé giy ngil ga, chéng mit, hoa mit, nhin md, va suy gidm tim thin van dong trong mot s& ngudi
bénh va c6 thé dnh hudng nghiém trong d&n kha ning 14i xe hodc vin hanh may.

Trdnh ding cho ngudi bi ting nhan 4p nhu bi glocom.

Dung thudc thin trong véi ngudi cao tudi (> 60 tudi) vi nhitng ngudi ndy thudng ting nhay cim véi tic
dung chéng tiét acetylcholin..

Lién quan dén Phenylephrin

Thin trong khi ding cho ngudi cao tudi, ngudi bénh cudng gidp, nhip tim chim, bléc tim mdt phin, bénh
cd tim, xd citng dong mach néng, ddi thdo dudng typ 1.

Diing thudc thdn trong doi voi nguweoi dj img véi td dugc mau Xanh patente va Sunset yellow c6 trong thudc.

TUONG TAC VGI CAC THUOC KHAC

Lién quan dén Paracetamol M

Ubng dai ngay li€u cao paracetamol 1am ting nhe tdc dung chdng dong clia coumarin va din chat
idandion.

CAn phai chi ¥ dén kha niing gdy ha s6t nghiém trong & ngudi bénh diing dng thdi phenothiazin va

li¢u phdp ha nhiét.

U6ng rugu qué nhiéu va dai ngay c6 thé 1am ting nguy cd paracetamol giy doc cho gan.

Thudc chdng co giat (phenytoin, barbiturat, carbamazepin...) gdy cdm ng enzym & microsom thé gan, c6
thé 1am ting tinh doc hai gan clia paracetamol do ting chuyén héa thudc thanh nhitng chit doc hai véi gan.
Ding ddng thdi vdi isoniazid c¢6 thé din d€n ting nguy co doc tinh véi gan.

Domperidon, Metoclopramid 1am ting t8c d hap thu ciia paracetamol.

Colestyramin 1am gidm t6c do hap thu clia paracetamol.

Lién quan dén Clorpheniramin maleat

Céc thudc e ch€ monoamin oxidase 1am kéo dai va ting tdc dung chéng tiét acetylcholin cla thudc khdng
histamin.

Ethanol hodc cdc thudc an thdn gdy ngi c6 thé ting tdc dung Gc ch€ hé thdn kinh trung wong cla
clorpheniramin.

Clorpheniramin tc ch& chuyén héa phenytoin va c6 thé din dén ngd doc phenytoin.

Phai c#n than khi ding erythromycin chung véi c4c thuSc khéng histamin H; do erythromycin lam thay ddi
sit chuyén héa cilia cdc thude nay.

Lién quan dén Phenylephrin

Thu6c chéng trAm cim ba vong (nhv imipramin) hoic guanethidin: 1amg ting tdc dung ting huyét 4p ciia
phenylephrin.

Digitalis phSi hgp v6i phenylephrin 1am ting mitc 46 nhay cdm cia cd tim do phenylephrin.

Furosemid hoic céc thudc 1¢i niéu khéc 1am gidm d4p ¢ng ting huyét 4p do phenylephrin.

Khong diing cling vé6i bromocriptin i tai bién co mach va ting huyét ép.
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TRUGNG HQP CO THAI VA CHO CON BU
Clorpheniramin va phenylephrin ¢6 trong dich tiét sita me.
Khoéng dung cho phu nif ¢6 thai va cho con bu.

TAC DUNG POI VGI KHA NANG LAI XE VA VAN HANH MAY MOC
Thudc gdy budn ngii nén trénh dung cho ngudi dang 14i xe va ngudi dang vin hanh “

TAC DUNG KHONG MONG MUON

— Lién quan dén Paracetamol
BandavanhungphénUhgdlungkhécﬂnnhthoéngxéyra
It gap: Ban, budn non, non, loan tao miu (gidm bach ciu trung tinh, gidm toan th€ huyét cau, gidm bach
ciu), thi€u m4u, bénh thin, doc tinh than khi lam dung dai ngdy. Hiém gip: Phin ing qud min.

— Lién quan dén Clorpheniramin maleat
Téc dung an thin rdt khdc nhau tif ngd ga nhe dén ngi siu, kho miéng, chéng mit va gay kich thich xdy ra
khi diéu tri ngdt quang. Tuy nhién, hdu hét ngudi bénh chiu dung dugc cdc phan tng phu khi diéu tri lién
tuc, dic biét néu ting liéu tir tiY.
Thuong gdp: Ngt ga, an thin, kho miéng
Hiém gdp: Chéng mit, budn non,
Nhdn xét: Téc dung phu chdng tiét acetylcholin trén thin kinh trung wong va tic dung chéng tiét
acetylcholin & ngudi nhay cdm (ngudi bi bénh gocom, phi dai tuyén tién liét va nhifng tinh trang d& nhay
cdm khéc), c6 thé nghiém trong. TAn sudt ciia cdc phin dng nay khé wdc tinh do thidu thong tin.

— Lién quan dén Phenylephrin
Thuomg gdp: Kich dong than kinh, bdn chén, lo 4u, khé ngd, ngudi y€u mét, chodng véng, dau trudc ngyc,
run rdy, di cdm dau chi, ting huyét 4p.
It gap: Ting huyét 4p keém phd phdi, loan nhip tim, nhip tim chidm, co mach ngoai vi va ndi tang 1am gidm
tudi mdu cho cdc cd quan nay, suy hd hap
Hiém gdp: Viém cd tim thanh &, xuit huyét dui mang ngoai tim.

Thong bao cho bac st nhﬁ’ng tdc dung khéng mong muén giip phai khi sit dung thuéc

QUA LIEU VA XU TRI

— Lién quan dén Paracetamol \m
Biéu hién \
Nhi&m doc paracetamol c6 thé do ding mot liéu doc duy nhét, hoic do udng lip lai liéu 16n paracetamol
(vidy, 7,5 - 10 g mdi ngay, trong 1 - 2 ngay), hodc do udng thudc dai ngay. Hoai tif gan phu thudc liéu 1a
tdc dung doc cip tinh nghiém trong nhat do qu4 liéu va c6 thé giy tif vong.
Budn nén, noén, va dau bung thudng x4y ra trong vong 2-3 gid sau khi ubng liéu doc céa thudc.
Methemoglobin m4u, din d&€n ching xanh tim da, niém mac va méng tay 12 mot ddu hiéu dic trung nhiém
ddc cdp tinh din chit p-aminophenol; mot Iwgng nhé sulfhemoglobin ciing c6 thé dugc sin sinh. Tré em c6
khuynh huéng tao methemoglobin d& hon ngudi 16n sau khi udng paracetamol.
Khi bi ngd doc ning, ban ddu c6 thé c6 kich thich hé thdn kinh trung wong, kich d6ng va mé sing. Tiép
theo c6 thé 12 e ch& hé than kinh trung uong: siing sd, ha thin nhiét, mét 14, thd nhanh, néng; mach nhanh,
y&u, khong déu, huyét 4p thap va suy tudn hoan. Truy mach do gidm oxy huyét twong d6i va do tdc dung
ttc ch€ trung tim, tdc dung ndy chi xdy ra véi liéu rat 16n. S6c c¢6 thé xdy ra néu gidn mach nhiéu. Con co
giat nghet thd gy tif vong c6 thé x4y ra. Thudng hon mé x3y ra truéc khi chét dot ngot hodc sau vai ngay
hon mé.
D4u hiéu 14m sang thuong t6n gan trd nén rd rét trong vong 2 dén 4 ngdy sau khi udng liéu doc.
Aminotransferase huyé&t twong ting (d6i khi ting rit cao) va ndng dd bilirubin trong huyét twong ciing c6
thé ting; thém nifa, khi thuong t8n gan lan rong, thdi gian prothrombin s& kéo dai. C6 thé 10% ngudi bénh
bi ngd doc khong duge diéu tri dic hidu da c6 thuong tén gan nghiém trong; trong s6 d6 10% dén 20% cudi
cling chét vi suy gan. Suy thin c4p ciing x4y ra & mot s6 ngudi bénh. Sinh thi€t gan phdt hién hoai tif trung
tim ti€u thiy triY ving quanh tinh mach cia. o] nhitng trudng hgp khong ti vong, thuong tén gan phyc hdi
sau nhiéu tudn hoic nhiéu théng.
Piéu tri
Chin dodn sém rit quan trong trong diéu tri qué li€u paracetamol. C6 nhitng phuong phédp x4c dinh nhanh
ndng d6 thudc trong huyét twong. Tuy viy, khong duge tri hodn diéu tri trong khi chd két qué xét nghi¢ém
néu bénh s gdi ¥ 12 qué liéu ning. Khi nhiém ddc ning, diéu quan trong 13 phai diéu tri tich cyc. Cin rita
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da day trong moi trudng hgp, t6t nhét trong vong 4 gid sau khi uéng. Liéu phip gidi doc chinh 13 ding
nhitng hop chat sulfhydryl, c6 1& tdc dong mot phin do b3 sung dy trit glutathion & gan. N-acetylcystein c6
tdc dung khi udng hoic tiém tinh mach. Phdi ding thudc gidi doc ngay lap tic, cing sém cang t6t néu chua
dén 36 gid k& tir khi udng paracetamol. Piéu trj v6i N-acetylcystein c6 hiéu qua hon khi cho thudc trong
thoi gian dudi 10 gid sau khi udng paracetamol. Khi cho udng, hoa lodng dung dich N-acetylcystein véi
nudc hoic db udng khong c6 rugu d€ dat dung dich 5% va phai udng trong vong 1 gid sau khi pha. Cho
udng N-acetylcystein vdi liéu dau tién 1a 140 mg/kg, sau d6 cho ti€p 17 liéu nita, mbi liéu 70 mg/kg céch
nhau 4 gid mot 14n. Cham dit diéu tri néu xét nghiém paracetamol trong huyét tuong cho thdy nguy co doc
hai gan thdp. Ciing c6 thé diung N-acetylcystein theo dudng tinh mach: liéu ban diu 13 150 mg/kg, pha
trong 200 ml glucose 5%, tiém tinh mach trong 15 phiit; sau d6 truyén tinh mach liéu 50 mg/kg trong 500
ml glucose 5% trong 4 gid; ti€p theo 12 100 mg/kg trong 1 lit dung dich trong vong 16 gid ti€p theo. Néu
khong c6 dung dich glucose 5% thi c¢6 thé ding dung dich natri clorid 0,9%.
ADR ctia N-acetylcystein gdm ban da (gdm cd may day, khong yé&u cau phdi ngitng thudc), budn ndn, non,
ia chdy, va phan tng ki€u phan vé.
Né&u khong c¢6 N-acetylcystein, c¢6 thé ding methionin (xem chuyén luin Methionin). N&u dd ding than
hoat tru6c khi ding methionin thi phdi rit than hoat ra khdi da day trudc. Ngoai ra c6 thé ding than hoat
va/hoic thudc tdy mudi do chiing c6 kha ning 1am gidm hip thu paracetamol.

— Lién quan dén Clorpheniramin maleat
Liéu giy chét clia clorpheniramin khodng 25 — 50mg/ kg thé trong. Nhitng triéu ching va ddu hiéu qué
liu bao gdém an thén, kich thich nghich thudng h¢ TKTW, loan tim thin, con dong kinh, nging thd, co
gidt, tdc dung chdng ti€t acetylcholin, phan ng loan trudng lyc va truy tim mach, loan nhip.
Xiz tri: Piéu tri triéu ching va hd trg chiic ning sdng, cAn chd ¥ dic biét d€n chic ning gan, thin, ho hip,
tim va cin bing nudc, dién gidi.

— Lién quan dén Phenylephrin
Triéu chimg: Ting huyét 4p, nhitc du, cdn co giat, xudt huyét ndo, ddnh tréng nguc, ngoai tim thu, di
cam. Nhjp tim chidm thudng x4y ra sém.
Xiz tri : Ting huyét 4p c6 thé khic phuc bing cdch ding thudc chen a-adrenergic nhu phentolamin 5 -
10mg, tiém tinh mach; néu cdn c6 thé 13p lai. ThAm tdch mdu thudng khéng c6 ich. Cin chi ¥ di€u tri
triéu chifng va hd trg chung, chim séc y té.

BAO QUAN  :B4o quin ndi khd mat, tranh 4nh sdng, nhiét do dudi 30°C.
HANDUNG  :36 thing ké tir ngay sdn xuit. \}N
k

TIEU CHUAN :TCCS
TRINHBAY  :Hop 10 vix 10 vién; Lo 100 vién.
KHUYEN CAO : P& xa tim tay ciia tré em

Poc ki huéng din sit dung trudc khi dung

Né&u cAn thém thdng tin xin hdi ¥ ki€n bdc si
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PT: (0274) — 3767850 Fax: (0274) — 3767852
Vin phong: 3A Ding Tat, P. Tan Dinh, Q.1, TP. HCM
TP. HCM, ngay 31 thdng 07 nim 2017
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