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HUONG DAN SU DUNG THUOC

Rx
VINTROSIN NEW
A\ “Thudc nay chi ding theo don thude”

o\ “Dé xa tim tay tré em”
T {
Poc ky hwdng din st dung truée khi ding”

/

Modi vién n chtra

Thanh phdn dugc chdt: Paracetamol ...............cccciiiiieeeeee e 325 mg.
Dextromethorphan HBY ...ovaumummmammgi i smmmnsmnnssmerion 10 mg.
GUASIIBEINL 5 s5rs5 5t sbmmmmmnnrsesknrns s s swsmmsnmso SODRE,
Phenylephrin HCL ..., 5 mg.

Thanh phan td dugc: Cellulose vi tinh thé, tinh bot bién tinh, natri croscarmellose, crospovidon,
PVP K30, colloidal silicon dioxid, magnesi stearat, HPMC E6, HPMC E15, PEG 6000, titan

dioxid, tale, vang tartrazin lake, 0Xid St A0....ovoveroreeeeeeeeeeee e, vira dua 1 vién.

2. Dang bao ché:
Dang bao ché: Vién nén bao phim
M0 ta dang bao ché: Vién nén bao phim hinh caplet, mau cam, thanh va canh vién lanh lan.
3. Quy cach dong géi:
Hop 10 vi x 10 vién.
Hop 1 1o 200 vién.
4. Chi dinh:
- LLam giam tam thoi cdc tri¢u chimg cam lanh va cim thong thuong nhu sau:
+ Giam dau hong,
+ Giam ho,
+ Glam nghet miii,
+ Giam dau dé‘lu,
+ Giam dau va nhirc moi nhe,
- Long dom (chét nhdy) va lam loding dich tiét phé quan giup ho hiéu qua hon.
- Ha sét.
5. Liéu ding — cich dung:
Cach diing:
- Thube duoc ding theo dudng udng.
- Khéng dung nhiéu hon lidu duge chi din
- Nudt toan b vién thube, khong nghién nat, nhai hodc hoa tan vién.
Liéu diing:
- Nguoi [6n va tré em tir 12 tuéi: 2 vién mdi 4 gio, khong qué 10 vién (5 14n) trong 24 gio.
- Tré em dudi 12 tuéi: Hoi y kién bac si.
6. Chéng chi dinh:
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- Qua min vai bat et thanh phan nao cua thude.

bt ky loai thude khéc ¢6 chira paracetamol.

2284 : 4 : . AR . 2o ek X 5 A+
Dy thude e ché monoamin oxidase (IMAO) (mdt so loai thude diéu tri tram cam, roi

a
kiém soat cam xtc, hodc bénh Parkinson), hodc trong 2 tuan sau khi ngirng sur

7503

¥

San phdm nay c¢é chira paracetamol. Tdn thuong gan nghiém trong c6 thé xay ra néu:

- Ubng nhiéu hon 4000 mg paracetamol trong 24 gid

- Diing chung véi cac loai thude khic ¢6 chira paracetamol

- Ubng d6 udng ¢6 cdn khi sir dung san pham nay.

Canli bao di ung:

Paracctamol ¢6 trong thude ¢ thé gy ra cac phan tmg dj ing trén da nghiém trong. Céc triu
chimg ¢6 thé bao gdm:

- Do da

- Phéong rop da

- Phét ban

Néu xay ra phan ting dj ing trén da, ngimg thuéc va hoi ¥ kién bac st ngay 1ap tuc.

Cinh bio dau hong: Néu dau hong dit doi, kéo dai hon 2 ngay, kém theo hodc theo sau bai
s61, nhire dau, phét ban, budn nén hoic non, hay dén gp bac st kip thoi.

16i § kién ciia bdc st trude khi siv dung néu bénh nhin dang mdc cdc bénh sau:

- Bénh tim mach

- B¢nh gan

- B¢énh dai thao dudng

- Ho kém ¢6 qué nhidu dom (chit nhay)

- Ho dai ding hodc man tinh do hut thudc, hen phé quan, viém phé quan man tinh hodac khi phé

thiing

- Huyét ap cao

- Tiéu kho do phi dai tuyén tién liét

Hoi y kién bdc st hodic duge si trudc khi sic dung néu bénh nhan dang ding thubc chéng
dong mau warfarin

Ngieng sir dung thuéc va héi y kién bic si néu:

- Xay ra lo ling, chéng mit hodc mat ngu

- Con dau, nghet mii hodc ho ning hon hodc kéo dai hon 7 ngay

- S6t ning hon hodc kéo dai hon 3 ngay

- 120 da hodc sung phu

- Xudt hién céc tridu chirng méi

- Ho t4i phdt, hodc c¢6 kém theo sdt, phat ban da hodc nhire diu kéo dai. Pay c6 thé 1a déu hiéu

ctua mot bénh ly nghiém trong hon.
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Bic st cin cianh bdo bénh nhin vé cic diu hicu cua phan ting trén da nghiém trong nhu hoi
HEEREes- -Johnson (SJS), hoi chimg hoai tir da nhiém doc (TEN) hay hoi chimg Lyell,
167 chu H;:\ ngdil ban mun mu toan than cép tinh (AGEP)
;Q P]g% I,Ul.l.ilgg\phl*(h hiém trong trén da mic du i 1¢ méc phai 12 khong cao nhung nghiém trong,
o\ BERCCRIAY doa. tinh mang bao gdm hoi chimg Stevens-Johnson (SJS), hdi ching hoai tir da
> tf? ic epidermal nccrolysis (TEN) hay hoi ching Lyell, hoi chimg ngoai ban mun

VINH PHUC [o //
1 cép tinh: acute gencralized exanthematous pustulosis (AGEP).

Tri¢u chimg cta cac hoi ching néu trén duge md ta nhu sau:

- 1161 chimg Stevens-Johnson (SJS): 1a di vng thude thé bong nude, bong nudce khu trii & quanh
cac hde tu nhién: mat, mii, miéng, tai, bd phén sinh duc va hdu mon. Ngoai ra c6 thé kém sbt
cao, viém phdi, rbi loan chirc ning gan than. Chén doan hdi chimg Stevens-Johnson (SJS) khi
¢6 it nhit 2 hdc tu nhién bi tdn thuong.

- 113i chimg hoai tir da nhiém doc (TEN): 1a thé di ung thube ning nhét, gdm:

+ Céc tn thuong da dang ¢ da: ban dang soi, ban dang tinh héng nhiét, héng ban hodc cac
bong nude bung nhing, cac ton thuong nhanh chong lan téa khip ngudi;

¢ Tén thuong niém mac mat: viém gidc mac, viém két mac mu, loét gidc mac.

+'Ton thuong niém mac dudng tiéu hoa: viém miéng, trgt niém mac miéng, loét hau, hong thuc

quan, da day, rudt;

+16n thuong niém mac duong sinh duc, tiét nicu.

+ Ngoai ra con ¢6 cdc triéu chung toan than trim trong nhu sbt, xuét huyét duodng tiéu hoa,
viém phoi, viém cdu than, viém gan... ty I¢ tr vong cao 15-30%.

- 116i chlig ngoai ban mun mu toan than cép tinh (AGEP): mun mu v6 trung nhd phat sinh trén
nén hong ban lan rong. Tén thuong thuong xuat hién & céc nép gép nhu nach, ben va mit, sau
d6 co thé lan rong toan than. Tri¢u chirng toan than thudng cé 1a sbt, xét nghiém mau bach ciu
mui trung tinh ting cao.

Khi phat hi¢n nhitng ddu hiéu phat ban trén da diu tién hozc bat ky dau hiéu phéan tng qua min
nao khéc, bénh nhén can phai ngimg sir dung thudc. Ngudi da timg bi cic phan tmg trén da
nghi¢m trong do paracetamol gy ra thi khong dugc dung thude tré lai va khi dén kham chita
bénh cén phai thong bao cho nhan vién y té biét vé van dé nay.

Canh bao ta duoc:

- Thube ¢6 chua ta duoc vang tartrazin lake: c6 thé gdy céc phan ung di ing

8. Str dung thude cho phu nir ¢6 thai va cho con bi:

Sir dung thube cho phu nit ¢é thai:

H0i y kién béac sT trude khi dung.

St dung thudc cho phu nit cho con bii:

Hoi y kién bac s trude khi dung.

9. Anh hudng cia thude 1én kha ning l4i xe, vin hanh may moéc:

Bénh nhin nén duge khuyén cio khong lai xe hoic van hanh mdy méc néu c6 tridu chimg chong
mil.

10. Twong tic, twong ky ciia thube:

(V8]
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Tuwong tic:

- Tuong tic duge 1y lién quan dén paracetamol véi mot s§ loai thubc khac da dwoc béo
cdo. Chang duoc coi 1a khdng ¢6 y nghia lam sang khi sir dung cép tinh & ché do licu lugng

duge dé xudt.

Dextromethorphan HBr

- Khong ding thude ¢6 chira dextromethorphan néu bénh nhan dang ding thudc wc ché
monoamin oxidase (IMAO), thudc tc ché tai hip thu serotonin ¢6 chon loc (SSRI), hodc cac
loai thude diéu tri trdm cam khac, rdi loan tm thin, kiém soat cam xtic, hodc bénh Parkinson,
hodc trong 2 tudn sau khi ngimg sir dung thudc IMAO. Néu khéng biét liéu don thudc cia minh
¢o chira IMAO hay khéng, hay hoi béc sT hodc duge si trude khi ding.

- Thuéc iic ché CYP2D6: Dextromethorphan duoc chuyén hoa béi CYP2D6 va cé chuyén héa
buge | ¢ gan. St dung ddng thoi céc chét e ché men CYP2D6 manh ¢6 thé 1am ting ndng do
dextromethorphan trong co thé 1én mire cao gép nhiéu 14n so véi binh thuong. Diéu nay lam
ting nguy co ddi voi cde tdc dung gdy doc cua dextromethorphan (kich dong, 1u 14n, run, mét
ngl, tiéu chay va suy ho hp) va phat trién hoi chtmg serotonin. Cac chit trc ché men CYP2D6
manh bao gdm fluoxetin, paroxetin, quinidin va terbinafin. Khi sit dung ddng thoi véi quinidin,
ndng do dextromethorphan trong huyét tuong da tang 1én dén 20 14n, didu nay lam tdng tac
dung phu trén than kinh trung wong cua thube. Amiodaron, flecainid va propafenon, sertralin,

bupropion, methadon, cinacalcet, haloperidol, perphenazin va thioridazin cling c6 tac dung

twong ty trén chuyén hoa cua dextromethorphan. Néu cén st dung ddng thoi thude e ché
CYP2D6 va dextromethorphan, bénh nhin nén duoc theo déi va cé thé cin giam liéu
= dextromethorphan.

Guuaifenesin
I Khong ¢6 tuong tac dang ké nido vai cac thude khac duoe ghi nhan déi voi guaifenesin.
Phenylephirin HCI
Phenylephrin nén duge sir dung than trong khi két hop véi céc loai thude sau day vi cac tuong

w tac da duoc bao cdo:

\ Chdt tic ché monoamine oxidase (bao | Tuong tac tang huyét 4p xay ra gitra cac amin gidng
' g6m moclobemid) giao cam nhu phenylephrin va chit tc ché

monoamine oxidase.

?(ac amin g.'ao cam St dung ddng thoi phenylephrin v6i cdc amin
giéng than kinh giao cam khéc c6 thé lam ting
nguy co méc céc tac dung phu trén tim mach.
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| Thude chen beta va cdc thuéc ha huyef p nnylcphun ¢6 thé 1am giam hiéu qua cia thude
chen beta va thude ha huyét ap. Nguy co tang huyét
ap va cdc tac dung phu tim mach khéc c6 thé tang

dp  khdc  (bao gom debnsoqum,
‘ trucu:rethidin reserpin, methyldopa)

1én.
f'c,}“ ‘ @l@hﬁ@ Jh’ am cam ba vong (vi du: | C6 thé lam tang nguy co tac dung phu tim mach véi
CO PHAN .
l ORI WAMH v phenylephrin.

Tang nguy co ngd doc ergotamin

,"/inccﬁ'jH .

va methylsergid)

- Digoxin va glycosid tim Tang nguy co rdi loan nhip tim hodc dau tim

! Warfarin va cac coumarin khdac Tac dung chéng déng méu cia warfarin va cac
| coumarin khéc c6 thé dugce ting cudng khi st dung
- paracctamol thudong xuyén hang ngay kéo dai voi
nguy co tang xuét huyét; liéu khong thudng xuyén
khong c6 tac dung déng ké.

Twong ky:
Dextromethorphan tuong ky véi penicilin, tetracyclin, salicylat, natri phenobarbital va ndng do
cao kali iodid, natri iodid.

11. Tic dung khong mong mubn (ADR):

T4ac dung khong mong mudn duoe trinh bay theo tin suét sau: rat thudng gép (ADR > 1/10),
thuomng gap (1/100 < ADR < 1/10), it géip (1/1000 < ADR < 1/100), hiém giip (1/1000 < ADR
< 1/10000) va rt hiém gip (ADR < 1/10000); hozic chua biét.

l’umc emmol

HE co quan

g A A
I'ic dung khéng mong mudn

A A
Tan suit

| Rbi It)a_m ht_E théng
' bach huyét va tao

| mau

—————

'Réi logn hé théng

“micn dich

Giam tic¢u cdu Hiém gip/
Mit bach cdu hat Rét hiém gap
Rét hiém truomg hop phan (mg da nghiém trong d | Hiém gip/

duoc bao cao.

Soc phan vé

Phan (mg qua man trén da bao gdm phét ban da va

pht mach

Rét hiém giip

| RO1 loan ho hap,
' 10ng nguc va trung
' that

Co thét phé quan *

Hiém giip/
Rét hiém giip

- Rdi loan gan mat

R61 loan chie nang gan

Hiém gap/
Rét hiém giip
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‘ Réi loan tidu héa | Viém tuy cip Hiém géap/

J/——\ Rét hiém gip
D co iy hop co thit phé quan voi paracetamol, nhung nhimg trudng hop ndy ¢ nhiéu

Q A
7kl ggcgﬁ%iy a \. bénh nhéin hen nhay cam vai aspirin hodc cac NSAID khac.

%, Tic dung khéng mong mudn Tén suit
- ¢ than | Budn ngu, chong mit, rdi loan tdm than Hiém gap
. kinh
'R loan tiéu héa | RSi loan tiéu hoa Hiém gip
‘E;_lc_);11 h¢ thong | Phan tmg qua min Rét hiém gap
' mién dich
R&i loan tm thdn | Lé thudc thube Chua biét
| Cic rbi loan chung | Hdi chimg cai thube Chua biét

| va 1ol lai tai vi tri

‘dﬂnalhuﬁc

Guug‘enesm

i " llc ¢o' quan Téc dung khéng mong mudn Tén suiit
RS | ;mn hé¢ théng | Phan rng di ung, phi mach, phan dng phan vé Hiém gip
mién dich

‘ I_{o_ e i)m ho hap, Kho tho Hiém géap

5 1ong ngue va trung

‘ thét

i-R("')i 1()a1;1iéu héa | Budn non, ndn, khé chiu ¢ bung Hiém gap
‘—I_{En loan ngoai da | Phat ban, may day Hiém giip

I va dudi da

Phen ) lephrm Hci

I =
|

H¢ co quan Tic dung khéng mong mudn TAn suét

, s

| ROi loan 1dm than | Lo ling, kho chiu, bdn chdn va d& bj kich thich Rét thuong gip

Rmiuan h¢ than | Nhire diu, chéng mat, mat ngu Rét thuong gip
kinh

l‘_R_(_J_lnl{)dl; {im Tang huyét ap Rét thuong gip
I R6i loan Uw héa |Budn ndn, ndén mua, tiéu chay R4t thudng gép
fi{&@ﬁmm Bénh gian dong tir, bénh tang nhan 4p goc dong ca‘ip R4t hiém gip

| tinh, rat cé thé xay ra ¢ nhiing ngudi bi bénh ting
nhan ap goc dong

' Réi loan tim - Nhip tim nhcmh danh trong nguc R4t hiém gap

i 6
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k =R n T A A
HE co quan I'ic dung khéng mong muon Tan suit

' Réi loan _1—1goéi da | Phan ting di tmg (vi du nhu phat ban, may day, viém | R4t hiém gap

va dygs da di ing).

Phan tmg qua man - bao gdm ca nhay cam chéo c6

o &k o
| RGi

€ xdy ra voi cdc thude cuong giao cam khac.

6 tiéu, bi ticu. Diéu nay rit c6 thé xay ra & nhimg | R4t hiém gip

\ ‘mcwgwﬁcm
%6, ok i v
il] il\)'fL/LI

ngudi bi tic nghén duong ra bang quang, ching han

| nhu phi dai tuyén tién li¢t.

Bido cdo tac dung khong mong muon:
Vice bio céo tac dung khéng mong mudn sau khi thude duoge luu hanh 1a quan trong, gitp tiép
tue theo doi loi ich va nguy co khi sir dung thude. Nhan vién y t€ can bdo cdo bat ky tac dung

khong mong mudn nao cia thude theo hé thdng bao cdo qudc gia.
“Thong bdo ngay cho bdc si hodc dwoc si

nhitng phan itng cé hai gap phai khi siv dung thuéc”
12. Qua litu va cach xi tri:
Dung nhiéu hon lidu khuyén co (qué liu) c6 thé gdy ton thuong gan.
Trong trudmg hop qué liéu, hay lién hé su trg gitip y té ngay 14p ttrc. Cham séc y té& kip thoi rat
quan trong déi voi ngudi [én va tré em ngay ca khi bénh nhan khong nhan théy bét ky ddu hiéu
hodc tri¢u chimg qua lidu nao.
13. Bie tinh dwge lye hoe:
Nhém dwoe ly: Paracetamol, thuic phoi hop khéng bao gdém thude huwong than
Ma ATC: NO2BES1

Paracetamol: Paracetamol la thudc giam dau va ha sot.

Dextromethorphan HBr: Dextromethorphan hydrobromid 13 thude giam ho c6 tac dung Ién
trung tdm ho & hanh ndo. Thude khdng ¢6 dic tinh giam dau va it tdc dung an thén.
Guaifenesin: Guaifenesin 13 thude long dom.

Phenylephrin HCI: Phenylephrin hydroclorid 13 thudc tac dung gidng than kinh giao cam co
tac dung thong mii.

O lidu diéu tri, thube khong ¢6 tac dung an than.

14. Dic tinh dwge dong hoc:

Paracetamol

Paracetamol dugc hép thu d& dang qua duomg tiéu héa. Thude duge chuyén héa & gan va bai

et qua nude ticu, chii yéu dudi dang lién hgp glucuronid va sulphat.

Dextromethorphan HBr
Dextromethorphan dugc hap thu nhanh qua duong tiéu héa. Thude duge chuyén hoa bude 1 &

gan va bai tiét qua nude tiéu dudi dang khong doi va cac chat chuyén hda khir methyl, trong so

da ¢o dextrorphan ciing ¢6 tac dung giam ho nhe.

Guaifenesin
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Guaifenesin duge hdp thu nhanh chéng sau khi udng. Thude duge chuyén héa nhanh chéng
bing cach oxy hoa thanh axit lactic B- (2 methoxy-phenoxy), duge bai tiét qua nudc tiéu.
Phenylephrin HCI

fnfidrochloride duge hip thu bat thuong qua dudng tiéu hda va trai qua qua trinh
bai monoamine oxidase trong rudt va gan; do d6 da lam gidm sinh kha dung

frong udng. Thude dugce thai trir gin nhu hoan toan qua nudc tiéu dudi dang

ao quan: Noi kho réo, khong qua 30 °C, tranh anh sang.
Han ding: 24 thang ké tir ngay san xudt.
Tiéu chuin chit lwong: TCCS
16. 1'én, dia chi co sé sian xudt:
CONG TY CO PIIAN DUGC PHAM VINH PHUC
S6 777 Dudng Mé Linh - P. Khai Quang - TP. Vinh Yén - Tinh Vinh Phiic
DT: 02113 861233 Fax: 02113 862774
Dia chi nha may: Thon Méu Théng - P. Khai Quang - TP. Vinh Yén - Tinh Vinh Phuc




