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MEYER - BPC
THANH PHAN:
Paroxetin 30mg
Té duge vifa a6 1 vién nén bao phim. 8516 5X:

CHI BINH, CHONG CHI BINH, LIEU LUONG VA CACH DUNG:

Xem g dén s dyng bén
BAOQUAN: Naikha, nhigt ad khéng qud 30°C, trdnh dnh séng.
BE XATAMTAY CUA TRE EM.
BOC KY HUGNG DAN SUDUNG TRUGC KHIDUNG.
CAC THONG TIN KHAC XEM T8 HUGNG DAN S DUNG.

Ngay SX:

Han ding: 4
CONG TY LIEN DOANH MEYEM
S6 6A3 quéc 16 60 p.Phu Tan, thanh ph& Bén Tre, inh Bén 181 Nam
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THANH PHAN:
Paroxetin 30mg
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CHIBINH, CHONG CH BINH, LIEU LUGNG VA CACH DUNG:
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_ MAU DANG KY
TO HUGNG DAN SU DUNG THUOC PROXETIN 30

Rx Thuéc ké don

PROXETIN 30

PE xa tdm tay tré em
Poc k¥ hudng dén sii dyng trudc khi ding
Thuédc nay chi dung theo don thuéc

Thanh phédn céng thic thudc:

- Thanh phan dugc chat: Paroxetin 30 mg

- Thanh phén ta4 dugc: Lactose, tinh bt mi, polyvinyl
pyrolidon K30, sodium starch glycolat, aerosil, magnesi
stearat, HPMC 606, HPMC 615, PEG 6000, talc, titan
dioxyd, eurolake brilliant, patent blue V vira dd 1 vién.

Dang bao ché: Vién nén hinh bau duc, mot mat ¢
khac chit MEYER, mdt mat c6é khic vach bé déi & giia,
bao phim mau xanh, bén trong mau trdng, khéng mui.

Chi dinh:

- Bénh tradm cam.

- R&i loan &m &nh cudng buic.

- Réi loan hodng sq.

- Am anh s¢ xa héi (R&i loan lo au xa hoi).

- R&i loan lo 4u.

- R6i loan sau sang chan tam ly.

- R&i loan c&m xuc trudc hanh kinh.

Céach dung, liéu dung:
* C4ch dung:

- Thic &n khéng dnh hudng dén h&p thu, nhung nén
uéng cung thic an d&€ gidm thi€u ADR trén dudng tiéu
héa.

- Khuyé&n cdo udng 1 1&n mdi ngay vao budi sang.

- S0 dung dang bao ché thich hgp véi liéu chi dinh.

* Liéu dung:

- Diéu trj trdm cam nguoi I6n: Liéu bit ddu thudng
ding 1a 20 mg/ngay, uéng 1 1&n vao budi sang. Liéu
duy tri dugc thay ddi theo d4p (ng lIam sang ciia mdi
ngudi. Sau mdi tudn diéu tri cé th€ tang thém méi 10
mg dén khi dat 50 mg/ngay. Théng thudng sau mét vai
tudn mdi dat dugc hiéu qud diéu tri ddy dd, do vay
khéng nén tang qua li€u quy dinh. Ngusi bénh trdm
cdm phéi dugc diéu tri trong 1 thdi gian dd, it nhat 6
thang.

- Diéu trj chiing ém &nh cudng buc & ngudi I6n: Lidu
khdi ddu khuyé&n cdo 20 mg/ngay. N&u khéng dd, co
thé tang thém 10 mg cach nhau it nhat 1 tuén cho tdi
liéu khuy&n cdo 40 mg/ngay. Hiéu qua thudc da dugc
ching minh trong thi nghiém Iam sang dung liéu 20 -
60 mg/ngay. Vi vay khéng nén vugt qua liéu 60
mg/ngay.

- Diéu trj héi chung hodng s¢ & ngudi I6n: Liéu bat
déu khuyén cdo 10 mg/ngay, uéng 1 I&n vao budi séng.
Sau it nhat 1 tudn diéu tri c6 th& tang liéu 1&n 10
mg/ngay cho téi liéu diéu tri dugc khuyé&n cédo 40

mg/ngay. Hiéu qud cla thudc da dugc ching minh
trong thi nghiém Iam sang dung 10 — 60 mg/ngay.
Phdi diéu tri trong 1 thdi gian di d& bénh khoéng tai
phét. Thai gian nay c6 th kéo dai vai thdng, cé khi con
l1au hon.

- Am 3nh sg xa héi: Khdi ddu khuy&n cdo 20
mg/ngay, sau d6 tang mdi tudn I&én 10 mg, dén 60
mg/ngay.

- Diéu trj réi loan lo 4u & ngudi Ién: Liéu khuyé&n cdo
20 mg/ngay, uéng 1 14n vao budi sang, sau dé tang méi
tuén I&n 10 mg, d&n 50 mg/ngay. Thai gian diéu tri phai
it nhat 8 tuén.

- Chung réi loan sau sang chén tdm ly & ngudi Ién:
Liéu khuy&n cdo 20 mg/ngay, sau d6 néu khéng cé du
hiéu céi thién, mdi tudn tang thém 10 mg, dén 40
mg/ngay, nhung liéu 40 mg/ngay khéng chic Igi ich
hon liéu 20 mg/ngay.

- R6i loan tdm thén trudc hanh kinh: Liéu bt dau
12,5 mg/ngay (vién gidi phéng kéo dai), uéng vao budi
sdng. Sau it nhdt 1 tudn c6 thé ting liéu dé&n
25 mg/ngay. Trong thi nghiém lam sang, liéu
12,5 mg/ngay va liéu 25 mg/ngdy déu cé hiéu qua
chiing minh. C&n dinh ky danh gi4 lai liéu phap.

- Nguoi cao tudi: Liéu ban ddu 10 mg/ngady, uéng 1
I&n vao bubi sdng. N&éu khéng dd, c6 thé tang liéu t6i
da 40 mg/ngay.

- Suy gan hodc suy thdn ndng: Tang néng dd trong
huyét tuong cla paroxetin xay ra & bénh nhan suy than
ndng (d6 thanh thai creatinin < 30 mi/phut) hoc &
nhiing ngudi suy gan, do dé nén dung liéu thdp nhat
ban ddu. Cé thé& tang liéu t6i da 40 mg/ngay.

- Tinh an toan va hiéu qua cda thuéc vdi tré em (<18
tudi): Chua dugc x4c dinh.

+ Tré em va tharfy thi€d nién (7 — 17 tudi):
Khéng nén st dyng do cac ién clu thi nghiém lam
sang cho thdy paroxetin c6 lién quan véi ting nguy co
hanh vi ty t& va tht dich. Ngoai ra, thi nghiém vé tinh
hiéu quéd chua dugc chiing minh day dd.

+ Tré em du6i 7 tudi: Viéc st dung paroxetin
chua dugc nghién ctu 8 tré em dudi 7 tui, khdng nén
st dung cho nhém tudi nay do tinh an todn va hiéu qua
cla thudc chua dugc xéc dinh.

Chéng chi dinh:

- M&n cdm véi paroxetin ho#c v6i bat ky thanh phédn
nao cla thuéc.

- Bénh nhan dang dling thuéc tc ché MAO.

- Trudng hop dac biét, cé thé két hgp linezolid (mot
chét khang sinh nhung c6 tac dung phu lc ché khéng
chon loc monoamin oxidase) véi paroxetin, nhung phai
theo dbi chdt ché cdc triéu ching cla héi chiing
serotonin va theo doi huyét 4p.

- Diéu tri b&ng paroxetin cé thé dugc bat dau sau
khi ngung IMAO 2 tuén, it nhat 24 gid sau khi ngung st




dung moclobemide, linezolid, xanh methylen.
- B4t ddu sl dung céac thudc IMAO sau khi ngung
dung paroxetin 1 tuén.

Canh béao va thén trong khi dung thuéc:

Bénh nhan cé khad nang gay hai cho ban than khi
dung thuSc v6i cadc hanh déng qué khich. Cac phén
(ing ndy bao gém: Chiing khoéng yén, kich déng, mét
hodc gidm ty chii, b4t 8n vé tam ly, thai 6 thi nghich,
gay h&n, mat nhan cach. Mét sé trudng hgp, cdc phan
(ing phy xuét hién vai tudn sau khi diéu tri.

- Tu vén: Kha nang dan téi c6 tinh ty ti 14 mét bidu
hién clia bénh trdm cam va van cé thé tdn tai k& ca khi
bénh da thuyén gidm. Do vay, trong suét qué trinh diéu
tri cén thiét phai cho b&nh nhan nhap vién dé theo dbi.
Nh&m gidm nguy cd qud liéu, chi nén k& mét lugng
thuéc t6i thiu déng thai phai giam sat t6t bénh nhan.

- Déng kinh: Ciing nhu c4dc sdn ph&m chéng trdm
cam khac, can than trong khi diéu tri cho ddi tugng nay.

- Co gidt: Nén than trong cho nhém bénh nhan nay.
Trén thd nghiém I&m sang, c6 khodng 0,15% trudng
hgp bj co giat khi diing thudc.

- Kich thich hung cam, hung cidm nhe: Trén thi
nghiém 1am sang c6 1% bénh nhan bi hung cdm. Néu
coi r8i loan ludng dinh 1a mét phan nhém cla hung cam
thi t6ng s& bénh nhan bj hung cdm 1a 2%.

- Dang thudc 6 nguoi gia: Néng dd thudc trong mau
va thdi gian ban thai cla thudc & ngudi gia cao hon so
v6i ngudi tré tudi. Nén dung thudc cho ngudi I6n tudi
vGi liéu khéi d4u va duy tri thdp nhét cé tac dung.

- Dung thubc cho. bénh nhén suy gidm chiic ndng
thdn: Cac nghién clu dugc déng hoc trén bénh nhan
nhém nay cho thdy néng d6 trong mau tang 1én khi
bénh nhan ding don liéu paroxetin, mac du thudc thai
trir chl yéu qua gan. Do vay, c&n than trong va gidm
li8u d&n miic t6i thi€u cho nhém bénh nhan nay.

- Bénh nhén bj suy gan: Thdi gian ban thai, thai tru
thudc kéo dai va néng dé thudc trong mau tdng 6 nhém
bénh nhan nay. Do vay, than trong va dung liéu t6i
thi€u cho nhém bénh nhan nay.

- Ha natri mau: Mt s6 trudng hgp, chl y&u la ngudi
gia, bi ha natri mau khi dung paroxetin nhung tr& lai
binh thudng sau khi ngung thudc. Di khi ha natri mau
x4y ra & ngudi dung thudc Igi tiéu hodc bi mat dich.

- Chdy méu bét thudng: Xuét huyét bat thudng (chi
yéu la bd&m mau) khi dung paroxetin, trong dé cé ca
trudng hgp bi réi loan két dinh tiéu cdu. M&i lién hé gitia
hién tugng nay va viéc dung paroxetin chua ré rang,
hién tugng réi loan két dinh tiéu cdu c6 thé do thi&u hyt
serotonin & tiéu cAu gay ra. Xu&t huyét da va niém mac
cling gap khi diéu tri b&ng paroxetin. Do vay, cén than
trong khi diing paroxetin déng thdi v6i thudc tang nguy
co xudt huyét (nhu thudc chéng déng, khang viém
khéng steroid va ASA) va & bénh nhan dé& chdy mau
ho#c cé y&u t6 nguy co dan téi chdy mau.

- Tang nhan ap: Cling nhu cdc SSRI khac, paroxetin
déi khi gay gian déng tli nén phai than trong khi dung
cho bénh nhan bj glaucom géc hep.

- Héi chung an thdn kinh &c tinh: Than trong cho
nhém déi tugng nay.

S dung thuéc cho phy ni cd thai va cho con bu:

- Phu ni ¢6 thai: Cac nghién ctiu da ching minh khi
st dung paroxetin véi liéu trén 25 mg/ngay cho phu nif
cé thai trong 3 thdng ddu thai ky c6 khad nang téng
nguy co di tat ba&m sinh cla thai nhi, dic biét trén hé
tim mach. SU dung thuc vao thdi diém 3 thang cudi
thai ki, tré so sinh cé thé xuat hién cdc triéu ching nhu
suy hé hap, tim tai, ngung thd, co giat, ha dudng huyét,
lién tuc khoc, ri loan gidc ngl, ting 4p lyc phéi. Vi
vay, paroxetin khéng nén ding cho phuy nir ¢6 thai, chi
dugc chi dinh khi khéng con thudc khac thay thé va cén
can nhic Igi ich/nguy cao clia thudc.

- Phu nir cho con bu: Paroxetin ¢é kha n&ng phan
bé vao sita me, do vay c6 thé anh hudng dén tré bu
me. Khéng nén dung paroxetin cho ba me dang cho
con bl ho&c cén khuy&n ba me khéng nén cho con bu
khi dang dung thuéc.

Anh hudng cda thubc 1én kha nédng lai xe, vdn hanh
may moc:

Khéng nén st dung thuc khi lai xe va van hanh
may méc, do thudc cé thé gay chéng mét, buén ngd.

Tuong tac, tuong ky, cta thuéc:

- Chéng chi dinh ding déng thdi paroxetin véi céc
chat dc ch€ monoamin oxidase nhu moclobemid va
selegilin (néu ding thl phai cdch nhau it nhat 2 tuén), vi
c6 thé gay U 1an, kich déng, ADR & dudng tiéu hda, sét
cao, co giat nang hodc con tang huyét 4p.

- Paroxetin tic ch€ manh cdc enzym gan cytochrom
Paso 2D6. Didu tri déng thdi véi céc thude chuyén héa
nhd cac enzym nay va co6 chi s6 diéu tri hep (thi du
flecainid, encainid, vinblastin, carbamazepin va thuéc
chéng trdm cadm 3 vong) thi phai bt ddu hodc diéu
chinh cdc thudc nay & pham vi liéu thdp. Diéu nay ciing
ap dung néu paroxetin da dugc dlng trong vong 5 tuan
trudc do.

- S dung paroxetin véi cac thubc kich thich gidi
phéng serotonin c6 thé gay ra hdi chiing serotonin nhu
kich dong, 4o gidc, hén mé, tdng than nhiét, buén nén,
nén, tiéu chay.

- Chéng chi dinh phd|
mét chét khang sinh nh
khéng chon loc monoami
cudng serotonin.

- N6éng d6 cac thuéc chéng trAim cém 3 vong,
maprotilin hodc trazodon trong huyét tuong cé thé tang
I&n g&p dbi khi dung déng thdi véi paroxetin. Mét s&
thdy thuéc khuyén nén gidm 50% liéu cac thudc nay
khi diing déng thdi v6i paroxetin.

- Dung paroxetin déng thdi véi lithi cé thé hodc lam
ting hodc gidm ndng dd lithi trong mau, va da cé
trudng hgp ngd ddc lithi xay ra. Do d6, cén theo ddi
néng dd lithi trong mau.

- Cac thuéc lién k&t nhiéu véi protein huyét tuong
nhu thudc chéng déng mau, digitalis hodc digitoxin,
dung déng thdi véi paroxetin cé thé bi ddy ra khdi vi tri
lién két protein, l1am ting nédng dé cac thudc ty do trong
huyét tuong va tang tdc dung phu.

roxetin véi linezolid,
tdc dung phy Gc ché&
oxidase, gay ra hdi ching



- Chéng chi dinh phdi hgp cling véi thioridazin, vi ¢6
th€ 1am tang déc tinh cla thioridazin trén tim nhu kéo
dai khodng QT, xo0dn dinh, ngling tim.

- Chéng chi dinh dung déng thdi paroxetin véi
pimozid, vi c6 th& l1am tang 2,5 l1&n néng d6 pimozid,
tang doc tinh trén tim clia pimozid.

* Tuong ky cla thudc: Do khdng cé cac nghién cuu
vé tinh tuong ky cla thuéc, khdng troén I&n thuc nay
Vi céc thudc khac.

Téc dung khéng mong muén cda thuéc:

Khi bat d4u diéu tri, tinh trang bén chén, lo lang
hodc khé ngl c6 thé bi tang lén (10 — 20% s& trudng
hgp diéu tri). Phan (ing buén nén lic bat ddu va phu
thudc vao lidu ciing c6 thé xay ra téi 10%.

* Thudng gdp, 1/100 < ADR < 1/10:

- Toan than: Mét mdi, chéng mét, ra mé héi, ngép,
suy nhugc, tang can.

- TKTW: Chéng mét, run, nhiic d4u, gidm tap trung,
suy gidm chuic nang tinh dyc.

- Tidu héa: Buén nén, fa chdy, tdo bon, chan &n,
kh6é miéng.

- M&t: M mét.

- Da: B8 mé hoi.

- TAm than: Tinh trang bén chén, mét ngl, kich
déng, lo sg, ngli ma cé 4&c mdng.

- Chuyén héa: Tang néng d6 cholesterol.

* It gdp, 1/1.000 < ADR < 1/100:

- TKTW: Phéan (ing ngoai thap.

- Tam thén: LU I&n, 4o gi4c.

- Da: Phéat ban da, ngtia, chdy mau b4t thudng dudi
da.

- Tuén hoan: Nhip tim nhanh, réi loan huyét ap, ha
huyé&t 4p khi thay d&i tu thé.

- Tiét niéu: Bi tiéu tién, tiéu tién khéng ty chd.

- Mat: Gian déng tu.

* Hiém gdp, 1/10.000 < ADR < 1/1.000:

- Toan than: Phu ngoai vi, dau cg, dau khép.

- Tudn hoan: Gidm tiéu cau, nhip tim cham.

- TKTW: Hung cdm, lo au, réi loan van déng, co
giat, héi chiing chan khéng yén, hdi ching serotonin.

- Tiéu héa: Xuét huyét tidu hoa.

- N6i tiét: Tang prolactin huyét, chiing to vi & nam
gidi, chuing tiét nhiéu sia.

- Da: Dat san, phat ban da, hdi chiing Stevens-
Johnson va hoai i thugng bl nhiém ddc.

- Gan: Viém gan, vang da i mét.

- Chuyén héa: Gidm natri huyét.

Théng bdo ngay cho béc si hodc dugc sTnhiing phan
Ung ¢6 hai gap phai khi st dung thuéc

Quaé liéu va céach xd tri:
- Triéu chiing qué liéu:

Buén nén, ndén, chéng mat, ra mé hoi. Cling thay
triéu chiing kich déng, hung cdm nhe va céc ddu hiéu
kich thich TKTW.

- XU tri qué liéu:

Chl y&u diéu tri triéu ching va hd trg. C6 thé
cho dung than hoat hodc sorbitol.

Duy tri hé hdp, hoat déng tim va than nhiét. Néu
cén, dung thudc chéng co giat nhu diazepam. Céc bién

phédp th&m phan m4u, Igi ti8u bat budc hoidc thay mau
c6 |18 khdng cé hiéu qua do thé tich phan bd I6n va
thudc lién két nhiéu vai protein.

Ddc tinh dugc luc hoc:

Nhém duge ly tri liéu: Thubc gidi lo 4u / Thuéc
chéng trdm cam.

Ma ATC: NO6A B0O5

Paroxetin, d&n xudt clla phenylpiperidin, 1a mot
thudc chéng trAm cém thudc nhém thubc tc ché& chon
loc tai hdp thu serotonin tai synap truéc clia cac t& bao
than kinh serotoninergic, 1am tang néng dd serotonin
dén synap sau, tir d6 cai thién céc triéu chiing trAm
cdm & bénh nhan trAm cadm. Giéng nhu cac thubc
chéng trdm cdm cung nhém (c ché& chon loc tai hap
thu serotonin  (fluoxetin, sertralin, citalopram,
fluvoxamin), paroxetin cé tdc dung lam tdng nhanh
néng dé serotonin tai khe synap cla t& bao than kinh
serotoninergic nhung hiéu qua cai thién cac triéu chiing
l&m sang vé trAm cam trén bénh nhan lai rat cham,
thudng phai tir 3 - 5 tudn, do vay trudng hgp trdm cém
n&ng khéng thé thuyén gidm ngay khi dung bing thuéc
nay.

Khéng nhu céc thudc chdng trdm cdm 3 vong cli
ho3c mét vai cac thudc chdng trdm cdm khéc, v6i liéu
diéu tri paroxetin chi cé tac dung tc ché& chon loc trén
ké&nh thu héi serotonin ma it cé tac dung trén cac thy
th€ khac nhu khang cholinergic, chen as-adrenergic
ho&c khang histamin ho&c khéng c6 tac ddng xau dén
chiic n&ng tdm Iy — van ddng va khéng cé tac dung
nhiéu dé&n tan sé tim, huyét 4p, dai thdo dudng. Vi vay,
nguy cd tac dung phu do khang cholinergic (khé miéng,
md maét, bi tiu, t4o bén), chen a,-adrenergic (ha huyét
4p tu th&€ diing) hodc khang histamin (buén ngu) it gap
khi st dung diéu tri bAng paroxetin.

Déc tinh dugc déng hec:

Paroxetin hdp thu chdm nhung hoan toan & dudng
tiéu héa sau khi uéng va dat néng do t6i da sau 5 gid.
Thic &n khdng dnh hudng dang k& dén qud trinh hap
thu thuéc. Paroxetin phan b& réng rai trong cdc mé cla
co thé, cé th€ qua hang rao mau-ndo, siia va lién két
cao vGi protein huyét tuorgg| x&p ¥¥95%. Thé tich phan
b6 rat dao déng, tuy cMinh dugc & ngudi,
nhung & dong vat khodng ti 3 — 28 lit’kg. Thubc bi
chuyén héa manh buéc ddu & gan bdi enzym CYP2D6
dudi dang oxy-héa va methyl-héa, sau dé chét chuyén
héa nay k&t hgp véi acid glucuronic dé thdi trii qua
phan (khodng 36%) va nudc tiéu (62%). Mt phan nhd
2% paroxetin khéng déi thai trir qua nudc ti€u va <1%
dugc thai trif qua phan. Nlia ddi cla paroxetin khodng
21 — 24 gig. Tuy nhién, trén bénh nhan cao tudi, nlia
doi cla thudc cé thé ting 1én d&n 36 gid. Vi paroxetin
chuy&n héa rat manh & gan, t8n thuong gan c6 thé anh
hudng dén thai trii thuSc nén ngudi bi suy gan ndng
cén phai khuyé&n cdo dung liéu paroxetin thdp ban dau
va phai than trong khi tang liéu & ngudi bénh nay. Trén
b&nh nhan suy than cé Cl,, < 30 ml/phut, néng dé trung
binh paroxetin trong huyét tuong tang khodng 4 lan so
vGi trén ngudi khée manh. o) ngudi bénh cé Cl, ti 30 —
60 mi/phit, néng do dinh paroxetin huyé&t tuong va tri



s6 AUC cao hon gép khodng 2 I&n so v6i & ngudi khde
manh. Vi vay, cdn khuy&n cdo phai dung paroxetin vdi
liu thap nh&t ban d4u cho ngudi suy than ning.

Qui cach dong goi:
- Hép 3 vix 10 vién nén bao phim.
- Hop 10 vix 10 vién nén bao phim.

Diéu kién bdo quéan cua thuéc: Bdo quan thudc noi
khé, nhiét d6 khéng qué 30°C, trdnh dnh sang.

Han dung cta thuéc: 36 thang ké tii ngay s&n xuét.
Tiéu chuédn chét lugng cia thuéc: TCCS

Foynh Thicn Nghia

Tén, dja chi cla co sd san xuét thuéc:

CONG TY LIEN DOANH

S8 6A3 qudc 16 60, P. Phu Tan, TP. Bén Tre, tijjh Bén Tre, Viét Nam



