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TO HUONG DAN SU DUNG THUOC
Vién nén bao phim RHOMEZI - AD
THANH PHAN: Cho | vién

Acetaminophen (Paracetamol) 500 mg

Clorpheniramin maleat 2 mg i DUGC.VAT TU )

Té dugc vira du 1 vién £ </}
(Td diepe gom: Natri croscarmellose, cellulose vi tinh thé, poviy al “silicon
dioxyd, magnesi stearat, pham mau brilian blue lake, phdm mau tart .'I magnesi
stearat, bot tale, hydroxy propyl methyl cellulose, macrogol 6000).

DANG BAO CHE: Vién nén bao phim

QUY CACH PONG GOI: Hop 25 vi x 4 vién.

PAC TINH DUQC LUC HQC:

- Paracetamol (acetaminophen hay N - acetyl - p - aminophenol) la chét chuyén hoa c6 hoat

tinh ctia phenacetin, 1a thudc giam dau - ha sot hitu hiéu c6 thé thay thé aspirin; tuy vy, khic

vaGi aspirin, paracetamol khong cé hiéu qua didu tri viém. Véi lidu ngang nhau tinh theo gam,

paracetamol c6é tdc dung giam dau va ha sOt tuong tu nhur aspirin.

Paracetamol lam gidm than nhiét & nguoi bénh sot, nhung hiém khi lam giam than nhiét ¢

ngudi binh thudong. Thude tac dong 1én ving dudi dbi gdy ha nhiét, toa nhiét tang do gidn

mach va tang luu lugng mau ngoai bién.

Paracetamol, véi lidu diéu tri, it tac dong dén hé tim mach va hé hap, khong lam thay déi can

bang acid - base, khong gy kich tng, xuéc hodc chay mau da day nhu khi dung salicylat, vi

paracetamol khong téc dung trén cyclooxygenase toan than, chi tac ding dén

cyclooxygenase/prostaglandin cua hé than kinh trung wong. Paracetamol khong c6 tic dung

trén tiéu cau hodc thoi gian chay mau.

- Clorpheniramin: Téc dung khang histamin cta clorpheniramin théng qua phong bé canh

tranh cac thu thé H, cta cac té bao tac dong.

PAC TINH DUQC PONG HOQC: ‘

* Paracetamol:

Hdp thu

Paracetamol dugc hdp thu nhanh chéng va hau nhu hoan toan qua dudng tiéu héa. Nong do

dinh trong huyét tuong dat trong vong 30 dén 60 phut sau khi ubng voi liéu diéu tri.

Phén bé: Paracetamol phan bd nhanh va dong déu trong phan lén cac md cta co thé. Khoang

25% paracetamol trong mau két hop véi protein huyét twong.

Thai tri

Nira doi huyét twong clia paracetamol 1a 1,25 - 3 gid, ¢6 thé kéo dai véi liéu gdy doc hodc &

ngudi bénh 6 thuong ton gan.

Sau liéu diéu tri, c6 thé tim thdy 90 dén 100% thudc trong nude tiéu trong ngay thir nhat, chi

yéu sau khi lién hop trong gan véi acid glucuronic (khoang 60%), acid sulfuric (khoang 35%)
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hodc cystein (khoang 3%); cling phét hi¢n thiy mot luong nho nhimg chét chuyén hoa hydroxyl

- hoé va khir acetyl. Tré nho it kha nang glucuro lién hop voi thude hon so véi ngugi

3
A

mot chat trung gian ¢6 tinh phéan tmg cao. Chat chuyén hoa nay binh thuong

nhém sulfhydryl trong glutathion va nhu vay bj khir hoat tinh. Tuy nhién, e

dan dén hoai tir gan.

* Clorpheniramin maleat:

- Hép thu va phan bo: Clorpheniramin maleat hép thu ot khi udng va xudt hién trong huyét
turong trong vong 30 - 60 phut. Noéng d6 dinh huyét twong dat dugc trong kKhoang 2,5 dén 6
gi¢ sau khi udng. Kha dung sinh hoc thiip, dat 25 - 50%. Khoang 70% thude trong tudn hoan
lién két voi protein. Thé tich phan bd khoang 3,5 litkg (ngudi 16m) va 7 - 10 lit/kg (tré em).

- Chuyén hoa: Clorpheniramin maleat chuyén héa nhanh va nhiéu. Cac chét chuyén hoa gbm
c6 desmethyl - didesmethyl- clorpheniramin va mot s6 chét chua duoc xac dinh, mot hodc
nhidu chit trong s6 d6 c6 hoat tinh. Nong dé clorpheniramin trong huyét thanh khong tuong
quan ding véi tac dung khang histamin vi con mot chét chuyén hoa chua xdc dinh cling ¢6 téc
dung.

- Thai trir: Thude dugce bai tiét chu yéu qua nude tiéu dudi dang khong doi hodc chuyén hoa,
su bai tiét phu thuoc vao pH va luu lugng nude tiéu. Chi mdt lugng nhd duge thiy trong
phan. Thoi gian bén thai 1a 12 - 15 gid va & nguoi bénh suy than man, kéo dai toi 280 - 330
gio.

CHI DINH:

Didu tri cam cam, sbt, nhite ddu, s mili, nghet mii, sung huyét mii do di tmg thoi tiét, viém “
miii, viém xoang, viém thanh quan, dau nhtrc co khép. ;
Lam giam nhiing triéu ching thudng di theo céc bénh nhiém tring dudmng ho hip trén nhur sot,

nhire dau, sé mii, dau hong, ho, cam gidc én lanh.

CHONG CHI DINH: !
Man cam véi bat et thanh phan nao cia thude. -

Nguoi bénh dang con hen cép.

Ngudi bénh cd triéu chimg phi daj tuyén tién liét.

Glocom goc hep.

Téc ¢d bang quang

Loét da day chit, tdc mon vi - ta trang.

Ngudi cho con b, tré so sinh va tré deé thiéu théng

Ngudi bénh dung thude tic ché monoamin oxidase (MAO) trong vong 14 ngay, tinh dén thoi
diém diéu tri bang clorpheniramin vi tinh chit chdng tiét acetylcholin cua clorpheniramin bi

tang 1én boi cac chit e ché MAO.
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Nguoi bénh nhiéu lan thiéu mau hodc ¢6 bénh tim, phéi, thén hodc gan.
Nguoi bénh thiéu hut glucose - 6 - phosphat dehydro-genase.

THAN TRONG VA CANH BAO DAC BIET KHI SU DUNG THUOC:
Phai dung paracetamol thin trong & ngudi bénh cé thidu méau tir trude, vi

thé khong biéu 16 rd, mic du co nhiing néng dd cao nguy hiém ctia met

mau,

Uéllg UL

Clorpheniramin ¢6 thé lam tang nguy co bi tiéu tién do tac dung phu chéng tiét acetylcholin
ctia thude, ddc biét & ngudi bi phi dai tuyén tién liét, tic dudng niéu, tic mén vi té trang, va
lam t_rz‘im trong thém ¢ nguoi bénh nhuoc co.

Téc dung an thin cta clorpheniramin ting 1én khi udng rugu va khi ding dong thoi véi cac
thude an than khac.

Phéi than trong khi ¢ bénh phdi man tinh, the ngin hoic khoé tha.

C6 nguy co bi sau ring & nhiing ngudi bénh diéu tri thoi gian dai, do tac dung chong tiét
acetylcholin, gdy khoé miéng.

Thude ¢6 thé gdy ngu ga, chéng mat, hoa mét, nhin md, va suy giam tdm thin van dong trong
mot s6 nguoi bénh va 6 thé anh huéng nghiém trong dén kha nang 14i xe hogc van hanh may.
Can trénh ding cho ngudi dang ldi xe hogie didu khién may méc.

Trénh dung cho ngudi bénh bi tang nhan 4p nhu bi glocom.

Dung thude than trong voi ngudi cao tudi (> 60 tudi) vi nhirng nguoi nay thudng ting nhay
cam v6i tic dung chdng tiét acetylcholin.

Bic si can canh bao bénh nhan vé cic ddu hi¢u cua phan ng trén da nghiém trong nhu hoi
chimg Steven-Johnson (SJS), hdi chimg hoai tir da nhiém doc (TEN) hay hoi chimg Lyell, hoi
chimg ngoai ban myun mu toan than cap tinh (AGEP).

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

Thoi ky mang thai:

Chi dung cho nguoi mang thai khi that can thiét. Diing thudc trong 3 théng cudi ctia thai ky co
thé dan dén nhing phan ing nghiém trong (nhu con dong kinh) & tré so sinh.

-

Thoi ky cho con bit: Clopheniramin ¢6 thé duoc tiét qua sita me va trc ché tiét sira. Vi cac -
thudc khéng histamin c6 thé gdy phan ting nghiém trong v6i tré bl me, nén cin cin nhic hoic

khong cho con b hogc khong ding thude, tiy thuge mire do cin thiét ctia thude dbi voi ngusi

me.

SU DUNG QUA LIEU VA XU TRIi:

Triéu chimg va diéu tri:

- Acetaminophen sau khi udng 1 liéu qua 16n, du dé gdy doc tinh (7,5 g — 10 g & ngudi 16n )

cho gan, chi cho nhing tri¢u ching sém la budn ndn, non, suy nhuge, todt md hoi, mét nhe.
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Hoai tir gan t6i da xudt hién tir 2 dén 5 ngay sau khi dung thudc qua lidy

mau, 10n thuong co tim va viém vanh ngoai tim da c6 dugce bdo cdo.

dinh thdn hoat, nén dung dang thuoc n - acetylcystein dudng tiém tinh mach mmdat hiéu qua
giai doc.

- Liéu gdy chét ctia clorpheniramin khoang 25 - 50 mg/kg thé trong. Nhitng triéu chimg va
déu hiéu qué liéu bao gom an than, kich thich nghich thuong hé TKTW, loan tdm than, con
dong kinh, ngimg tho, co giét, tac dung chdng tiét acetylcholin, phan tmg loan truong luc va
truy tim mach, loan nhip.

Diéu tri triéu chimg va hd tro chire nang séng, cin cha y dic biét dén chirc ning gan, thén, ho
hép, tim va cin bing nude, dién giai.

Rira da day hodc gdy non bang siro ipecacuanha. Sau d6, cho ding than hoat va thubc tdy dé
han ché hap thu.

Khi gip ha huyét 4p va loan nhip, ¢in duge diéu trj tich cuc. C6 thé didu tri co giat bing tiém
tinh mach diazepam hodc phenytoin. C6 thé phai truyén méu trong nhiing ca nang.

TAC DPONG CUA THUOC KHI LAI XE VA VAN HANH MAY MOC:

Khéng dung dugce.

TAC DUNG KHONG MONG MUON;:

- Téc dung phu ctia Acetaminophen gdm ban da, loan thé trang mau va viém tuy, thuong déu
nhe, mic du cdc phan Gmg huyét hoc nhu giam tiéu cau, giam huyét cdu toan thé, giam bach
cau trung tinh va chimg mdt bach ciu hat di dugc bdo cdo. Phan (mg ting cim nhu mé day,
kho thd, va ha huyét dp da c6 xay ra & nguoi 16n va tré em.

Lidu diéu tri cta Acetaminophen c6 tic dung nho trén hé tim mach va ho hép. Du vy, lidu
doc c6 thé gy nén truy tudn hoan, the nhanh va the nong.

- Tac dung phu ctia clorpheniramin maleat: Téc dung an than rit khéac nhau tir ngt ga nhe dén
ngu sau, kho miéng, chéng mat va gay kich thich xay ra khi diéu tri ngit quang. Tuy nhién,
hau hét ngudi bénh chiu dung dugc cdc phan ing phu khi diéu tri lién tue, dic biét néu tang
liéu tir tir.

Thuong gip, ADR > 1/100

Hé TKTW: Ngu ga, an thén.

Tiéu héa: Khd miéng.

Hiém gip, ADR < 1/1000

Toan than: Chéng mit.

W e

Tiéu héa: Budn non.

Théng bdo cho Bdc sy nhitng tdac dung khong mong mudn gap phai khi sir dung thuéc.
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TUONG TAC THUOC:
- Acetaminophen: O bénh nhian ding thube chdng déng mau, sy dung Acetaminophen
(paracetamol) déu dan da lam tang nhe thoi gian prothrombin.
Phenobarbital ting hoat tinh cdc men vi tiéu thé & gan, lam san sinh chat chuyén hoé doc va
do d6 ddc tinh trén gan cia Acetaminophen (paracetamol) ¢6 thé tiang 1én, néu dung dong thoi
Phenobarbital khi dang bi qua lidu acetaminophen (tang kha ndng hoai tir gan).
Viée dung Acetaminophen (paracetamol) ¢6 thé 1am sai phép dinh luong acid uric huyét bang
phuong phép dung acid phosphotungstic va phép dinh lugng glucose huyét bing phwong phép
ding glucose - oxydase peroxydase.
Clorpheniramin maleat: Céc thube trc ché monoamin oxydase lam kéo dai va tang tac dung
chdng tiét acetylcholin cta thude khang histamin.
Ethanol hodc cdc thude an thin gdy nga co thé ting tic dung wc ché hé TKTW cua
clorpheniramin.
Clorpheniramin trc ché chuyén héa phenytoin va c6 thé din dén ngd doc phenytoin.
LIEU DUNG VA CACH DUNG:
- Ngudi 16n: mdi lan udng 1 - 2 vién, 2 - 3 lan/ngay (khoi dAu uéng 1 vién/lan).
- Tré em trén 6 tudi: % liéu nguoi lom.
- Hodc theo chi din cia Thay thudc.
Doc ky huéng dan sir dung trude khi din g.
Néu cin thém thon ¢ tin xin héi y kién bdc si.
Dé xa tim tay cia tré em.
HAN DUNG: 36 théng ké tir ngay san xut.
BAO QUAN: Noi kho, nhiét do khong qua 30 °C, trénh énh sang
TIEU CHUAN:  TCCS
Nha sin xuit:

CONG TY CO PHAN DUQC - VTYT THANH HOA

Vin phong: S6 232 Trin Phi — Thanh phé Thanh Héa

Co s6 sin xuit: S§ 04 Quang Trung — TP. Thanh Héa

Dién thoai: (037) 3852.691 - Fax: (037) 3724853

Nha phén phdi :
CONG TY TNHH DUQC ANH DUONG
Dia chi: S6 171 Han Thuyén — Thanh phé Thanh Héa
Di¢n thoai: (037) 3757.287 - Fax: (037) 3854.417
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