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MAU NHAN CHAI XIN DANG KY

EACH TABLET CONTAINS:
Sertraline hydrochloride equivalent to
Sertraline.. NUS—_1 )
Excipient g.S-.......per 1 tablet
dosage, and contra-
See in the leafiet
Specification: USP 38
Store in a dry place, below 30°C,
protect from light.
Read leaflet carefully before use
Keep out of reach of children
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CRIENT PHARMACEUTICAL CORP.

EACH TABLET CONTAINS:
Sertraline hydrochloride equivalent to
Y=g (1) — —S0mg
Excipient Q.Suummmumn. per 1 tablet
dosage, and contra
See in the leaflet
Spedification: USP 38
Store in a dry place, below 30'C,
protect from light.
Read leafiet carefully before use
Keep out of reach of children
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ORIENT PHARMACEUTICAL CORP.

EACH TABLET CONTAINS:
Sertraline hydrochloride equivalent to
SertraliN- e e 50MQ
Excipient Q.Suewuaw.. —per 1 tablet

Indication, dosage, instruction and contra-indication:
See in the leafiet
Specification: USP 38
Store in a dry place, below 30°C,
protect from light.
Read leaflet carefully before use
Keep out of reach of children
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ORIENT PHARMACEUTICAL CORP.

MBI VIEN CHUA:
Sertralin hydrodorid twong ing
Sertraline e e -50MQ
T4 dugc ViR dl.........1 Vién

Chi djnh, liu diing, céch ding, ching chi djnh va

céc thdng tin khac xem to husng din st dung.
Tiéu chudn: USP 38
Bao quan: Noi kho, nhiét 46 dusi 30°C,
tranh &nh sdng.

Doc k§ hutng din st dyng trute khi ding

R( Thubc bdn theo don GMP < WHO

Sertralin 50mg o Bty tibam
Ngay SX:
‘\(\‘ Han Ding:
N /' PD CONG TY CP DUGC PHAM PHUONG DONG

E\;@ L8 7. Budng 2 - KCN Tén Tgo, PTén Tgo A,

Chai 30 vién nén Q. Binh Tan - TPHA Chi Minh - Viét Nam

MOI VIEN CHUA:
Sertrafin hydrodorid tuong (ng
Sertrali 50mg
T4 dugc v di.......1 vién
Chl djnh, liu ddng, cdch ding, ching chi djnh va

. c4c théng tin khdc xem t& hudng ddn st dung.
Tiéu chudn: USP 38
Bdo quan: Noi khd, nhigt 4§ dudi 30°C.
tranh dnh sdng.

Doc k) hudng ddn st dyng truse khi dang

Ry huci b theo am GMP - WHO

i D€ xa tém tay tré em
Sertralin 50mg o oher
Ngay SX:
(r\ Han Ding:
{j D CONG TY CP DUGC PHAM PHUONG DONG
i i N LD 7, Budng 2 - KCN Tan To, PTan Tgo A,
Chial BOViaR:RG0 S Q Binh Tan - TPHG Chi Minh - Viét Nam

MOI VIEN CHUA: |
Sertralin hydrodorid tuong ing |
Sertralin————.50mg

T4 dugc Vi dl......... vién
Chi djnh, liéu ding, cich ding, chiing chi dlnh va

céc théng tin khdc xem to husng dfin st dyng.
Tiéu chudn: USP 38
Bdo quan: Nai khd, nhiét 4 duti 30°C.
tranh 4nh sdng.

Doc ki hutng ddn sir dyng trudc khi ding

Sertralin 50mg o Sl et

Ngay SX:

R( Thute bdn theo don GMP - WHO

,\f\) Han Ding:

‘S/ PD CONG TY CP DUDC PHAM PHUONG DONG

5 % W L8 7, Budng 2 - KCN Tan T30, PTén Tgo A
Chai 100 vién nén LS Q Binh Tan - TPHG Chi Minh - Viét Nam
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HUONG DAN SU DUNG THUOC CHO CAN BO Y TE

KOPIN
Vién nén
Thudc ban theo dom
Cong thirc : Moi vién nén chita
Sertralin hydroclorid
Tuong 6ng SErtralin s e asssossssmsies

stearat, Natri lauryl sulfat.
Dugec luc hoc 5

diu tr1 Do d6 tac duno khono mon0 mudn pho bién do chen cac thu thé muscarin (nhu kho miéng, nhm ma, bi dal tao

bén, 1a 1an), chen thu thé alpha-adrenermc (gdy ha huyét ap tu thé dirng) va thu thé H, va H, histamin (thi du buon ngu)

& ngudi dung sertralin thdp hon so v&i ngudi ding thude chdng trdm cam ba vong va mot s6 thudc chdng trdm cam

khéc. Sertralin khong c6 trc ché monoaminoxidase.

Dung liéu diéu trj (50 — 200 mg/ngay) cho ngudi khoe manh, sertralin irc ché tai hap thu serotonin vao tiéu cau tuy theo

liéu dung. Dung sertralin kéo dai & dong vat da lam giam céc thu thé norepinephrin & no nhu da thdy véi cac thudc

chéng tram cam va chong am anh khéc c6 hi€u qua trong ldm sang.

Sertralin c6 tac dung trong diéu tri chimg rdi loan am anh — cudng bire, nhung co ché tac dung con chua . Tuy vay,

do clomipramin va cac thudc uc ché chon loc serotonin khac (nhu fluoxetin, ﬂuvoxamm paroxetin) ¢6 tac dung diéu tri

triéu chimg nay nén d cho ring chimng nay do mét diéu hoa serotonin va c6 thé sertralin va cac thudc ké trén c6 tac

dung vi chiing can bang lai duoc sy mat can bang do.

Sertralm khono c6 nguy co gdy nghién (trong mot nghién clru ngau nhién, mu kép, kiém chimg bing gia dugc, so sank

giita sertralin, alprazolam va d-amphetamin & nguoi).

Setralin khong gdy ngt nhidu va khong can tro phdi hgp nhan thirc van dong.

Ngoai ra, sertralin cing nhu mdt s6 thude sertonin khac, nhu fluoxetin, zimelidin gdy chan an, sut can (nhung thuong

khong nhiéu ddi voi nguoi), lam giam tiéu thu rugu.

Duwgc dong hoc : :

Hap thu : Sertralin hdp thu chdm nhung tét qua duong tiéu hoa. Sinh kha dung qua duono ubng trén nguoi chua dugce

dénh gia day da do khong c6 dang tiém tinh mach. Khi udng, sertralin chuyén hoa manh budc dau nén lugng thude vao

mau khong dbi va tuong d6i nho. Trén dong vat, sinh kha dung cua sertralin khoang 22 - 36% va sinh kha dung dang

vién uono tuong duong véi dang dung dich ung. Néu uéng vién nén cung voi thire an, di¢n tich dudi dudng cong tang

nhe, ndng do dinh tdng khoan0 25% va thoi gian dat dugc ndng do dinh giam tir 8 gio xuono 5,5 gid. Thoi gian dat

ndng d¢ dinh khoang 4,5-8,5 gi¢ sau khi ubng 50 -200 m:,/noay/lan trong 14 ngay. Sau khi udng cac liéu don 50 - 700
nono do dinh sertralin huyet tuong ty ¢ tuyén tinh voi licu. Non0 do dinh va sinh kha dung cua thudc ting & nu¢

cao tudi. Thudc dat trang thai 6n dinh khoang mot tuan sau khi uono ngay mét lan. Trong pham vi liéu sertralin i

200 mg/ngay, khi udng nhiéu liéu hang ngay, sertralin tich liy gdp khoang hai lan khi dung mot lieu duy nhét

ngay.

Phan b6 : Sertralin phan bé rong rdi vao cac mo va dich co thé, qua dugc hang rao mau - ndo va sita me. Thudc lién két

vOi protein huyet tuong khoang 98%, chu yéu la albumin va acid alpha,-glycoprotein. Lién két véi protein khong phu

thudc vao nong do huyet tuong cua tir 20 - 2000 microgam/ml. Tuy vay, sertralin va N-desmethylsertralin khong lam

thay di lién két vai protein huyét tuong ciia 2 thude khac lién két cao véi protein la warfarin hodc propranolol, & ndng

d6 300 va 200 nanogam/ml, theo thir tur.

Chuyén hoa : Sertralin chuyén hoa & gan, chat chuyén héa chinh 1a N- -desmethylsertralin kém hoat tinh hon sertralin.

Nhung ¢6 méi lién quan giira ndng do huyét tuong cua sertalin va N-desmethylsertralin v&i tic dung diéu tri va/hodc

ddc tinh cua thude chua xac dinh 0.

Thai trir : Sertralin thai trir chu yéu dudi dang chuyén hoa ra phan va nudc tiéu voi lugng xdp i ngang nhau. Chi mot

lugng rat nho (dudi 0,2%) sertralin thai trir qua nudc tiéu dudi dang khong chuyen hoéa. Nita doi thai trir cua sertralin

khoang 25 - 26 gi0 va nura doi thai trir cia N-desmethylsertralin khoang 62 - 104 gio. O nguoi cao tudi, nira doi thai trir

c6 thé tang (khoang 36 gi0). Tuy vay su thai trir kéo dai khong quan trong vé lam sang va khong can dleu chinh lidu. Vi

sertralin chuyén héa manh & gan nén ton thuong gan c6 thé tac dong dén dao thai thudc. Nha san xudt khuyén cdo can

than trong dung thudc cho ngudi ton thuong gan, nén dung lidu thap hon hoic it lan hon. Dugc dong hoc cua sretralin

khong bj tac dong do tdn thuong thén.

Quy cach dong géi :
Vi 10 vién, hop 1 vi, hop 2 vi, hdp 3 vi, hdp 6 vi va hop 10 vi
Chai 30 vién, chai 60 vién va chai 100 vién




Chi dinh :
Piéu tri bénh tram cam
Chimg hoang s¢ kém hodc khong kém sg khoang trong
Chimg rdi loan am anh — cudng birc
Trang thai cang thing tam 1y sau chan thuong
R&i loan cam xuc trude ky kinh
Chimg xudt tinh sém
Ghét sg xa hgi
Liéu lwgng va cach dung
Cach dung: Nén udng thuoc mot lan mdi ngdy vao budi sang hodc chidus
Liéu ding cho bénh tram cam: Ngudi 16m, liéu khoi ddu Ia 50 mg/lagy ayou%
dap lmo lam sang co the tano them tuno bac 50 mg cho den dat 200\ ggﬁma&’ﬁi

dén hép thu thudc.

(thm‘mo khoano 6 thang) dé dé phono nguy oo ti phat Khon0 co Chl dintotfdibhes guoi benh dudi 18 tudi. Naum
cao tudi bi tram cam kém sa st tri tué kiéu Alzheimer: 12,5 — 25 mg/ngay. Sau d6 lidu c6 thé ting dan cach nhau 1 - 2
tuan cho t6i tdi da 150 -200 mb/lan/noay
Liéu ding cho bénh réi loan dm dnh - cwdng buec: Ngudi lon va tré em tir 13 tudi trd 1én, lidu khai dau 50 mg/lan/ngay;
treem 6 - 12 tudi lidu khoi dau la 25 mg, ngay 1 lan. Cir sau it nhat ! tudn, néu bénh khong cai thién dugc thi ting thém
mdi ngay 50 mg (tré em 6 — 12 tudi thi tang 25 mg) cho dén lidu tdi da 200 mg/ngay. Pa so nguoi bénh dép (ng voi
lidu 50 — 100 mg mdi ngay (tré em 6 — 12 tudi 25 — 50 mg). Khong dung cho tré em dudi 6 tudi. Chua biét thai gian toi
wu dung sertralin dé phong tai phat. Hiéu qua cua sertralin trong diéu tri chimg rdi loan 4m anh — cudng birc dugce duy
tri trong thoi gian t6i 28 tuan & ngudi bénh dung liéu tir 50 — 200 mg/ngay. Phai dinh ky danh gia loi ich cua thudc.
Liéu ding bénh réi loan hoang sor Nguoi l6m, ligu khai dau 25mg/lan/ngay. Cir sau it nhat 1 tuan néu bénh khong cai
thién dugc thi tang thém moi ngay 25 mg cho dén lidu t5i da 200 mg/ngay. Thoi gian diéu tri tdi wu chua biét. Lugng
gid 6 hé thong sertralin cho thay hiéu qua cua thudc trong xir tri ching hoang s¢ dugc duy tri trong mot thoi gian téi
28 tuan 0 ngudi bénh dung 50 - 200 mg/ngay. Can phai dinh ky danh gid ich loi cua thude khi dung kéo dai.
Liéu ding réi loan tdm Iy sau chdn thu-ong Ngudi lon, liéu khoi dau 25 mg/lan/noay, sau mot tudn, phai ting liu lén
thanh 50 ma/lan/ ngay. Néu khong c6 cai thién lam sang rd rét, clr sau it nhat I tudn c6 thé tang thém timg cdp bac cho
dén liéu tdi da 200 mg/ngay. Khong dung cho tré em. Chua biét thai gian tdi wu dung thudc dé phong tai phat. Hiéu qua
cua sertralin d01 v6i chimg nay duoc duy tri trong thoi gian téi 28 tudn & ngudi benh dung liu tir 50 - 200 mg/ngay.
Liéu diing réi loan cam xic trugc ky kinh: Liéu du tién 50 mg/ngay cho lién tyc sudt chu ky kinh hogc chi cho trong
thdi ky hoang thé (nghia la bat ddu 2 tudn trude ngay dau du doan ky kinh va tlep tuc dén hét ngay dau kinh nguygt).
Néu khong c6 cai thién rd vé 1am sang, liéu co thé tang thém 50 mg liic bit ddu mdi chu ky kinh nguyét mgi cho téi toi
da 150 mg/ngay khi cho lién tuc hodc 100 mg/ngay khi chi cho trong thoi gian hoang thé. Néu liéu 100 mg/ngay da
dung trong thoi ky hoang thé, liéu co thé tang dan trong 3 noay dau cia mdi thoi ky hoang thé. Néu liéu 100 mg/ngay
dd dung trong thoi ky hoang thé, lidu c6 thé ting dan trong 3 ngay dau ctia mdi thai ky hoang thé. Trong thar nghiém
lam sang, hiéu qua cta thudc ddi véi chimg nay da duoc chimg minh khi dung lleu 50 — 150 mg/ngay nhung hiéu qua
cua li¢u phap sertralin qua 3 chu ky kinh nguyét chua dugc chimg minh. Phy nit tudi cang cao thi cac triéu ching cang
ndng lén va mét di khi bit dau man kinh. Nha san xuét khuyén céo nén ding kéo dai khi ngudi bénh déap tng. C6 the
can phai diéu chinh lidu dé duy tri & lidu thdp nhét c6 hiéu qua (nhu chuyén phat do dung thudc lién tuc sang phat do
dung thudc trong thoi ky hoang thé).
Liéu dung bénh ghét sgr xa hoi: Nguoi 16n: lidu khuyen cao dau tién: 25 mO/lan/noay Sau 1 tuan, c6 thé tin
mg/lan/ngay. Néu khong d&, co the tang toi lidu toi da 200 mg/ngdy sau it nhat 1 tuan. Hiéu qua cua thudc tr il tri
chimg nay dugc duy tri téi 24 tuan tiép theo 20 tuan diéu trj véi lieu 50 — 200 mg/ngay. Diéu chinh Ileu dé niguoi bénh
dugc duy tri & licu thap nhét ¢6 hiéu qua va dinh ky phai danh gia dé xac dinh can thiét phai tiép tuc diéu tri.
Liéu diing cho bénh roi loan xudt tinh sém: licu trung binh 25 - 50 mg/ngay.

Chong chi dinh :
Bénh nhan mdn cam véi thudc hodc véi bat cir thanh phén nao cua thude
Pang diing hodc da dung IMAO trong vong 2 tuan, c¢6 thé dan dén tir vong
Pang dung pimozid

Thén trong:
Tram cam nang lén va/hodc xuét hién y tuong tu sat va hanh vi bét thuomg ¢ thé xuat hién & ca ngudi ln va tré em b
bénh trdm cam hodc cac bénh tdm than khac, du dang diéu tri hay khong diéu tri bang thude chonc trdm cam. Nguy co
nay phai c6 thé kéo dai cho toi khi bénh do nhiéu vé mat lam sang, nhu vay phai can den nhiéu tuan. Tir lau da c6 m01
lo ldng 1a céc thude chdng trdm cam c6 thé lam ndng thém tinh trang tram cam va lam xuat hién y tuong tu st & mot )
ngudi bénh trong giai doan dau diéu tri. Nghién ciu da cho thay c6 tdng nguy co tu sat ¢ tré em, thleu nién va nguoi
16n tré tudi (18 - 24 tudi) bj ching trdm cam va cac bénh tam than khac.
Hién nay chura biét nguy co'y tuong tur sét c6 kéo dai khi dung thude kéo dai khong (nghia la trén vai thang), tuy nhién,
c6 chimg cir chic chan 14 thudc chéng trdm cam c6 thé lam chdm tai phat trdm cam & ngudi bi bénh trdm cam.
Tét ca cac ngudi bénh dang diéu tri bang thudc chono trdm cam voi bt ky chi dinh nao ciing phai dugc giam sat va
theo ddi cht ch& dé phat hién tinh trang [Am sang x4u di, y tuong tyr sat, hanh vi thay ddi bat thuong nhu kich thich, cdu
git, dic biét trong thoi gian bat dau dicu tri (nghia la vai thang dau) va trong thai gian diéu chinh lidu. Khi thay tram
cam nang én, kéo dai dai ding, hanh vi bat thudng kéo dai, can can nhéc thay ddi phac dd diéu trj hodc ngimg dicu tri.
Khi quyet dinh ngimg thudc, liéu sertralin giam dan va nhanh néu c6 thé, tranh ngimg thudc dot ngdt. Phai dung lidu

nho nhét c6 téc dung dé tranh qua lidu.




Triéu ching hung cam ciing xudt hién & mot sd rét ngudi diéu tri bang thude tr?m} cam va chéng am anh, dac biét véi
sertralin. Nhu vdy, sertralin phai dung than trong cho ngudi c6 tién sir hung cam. Thay thudc phai theo ddi sét. Phai ngimg
sertralin khi nguoi bénh hung cam.

Ngudi bénh diéu tri bing sertralin phai dugc gidm sit theo doi chit dé phat hién triéu chimg va ddu hiéu cta hoi chimg
serotonin hodc triéu chimng gidng hoi chimg 4c tinh thudc an than kinh. Hoi chimg serotonin: Thay ddi trang thai tam tri
(nhu leh thxch a0 glac hén me) than kmh thuc vat khonc 4n dmh (nhu timedan-ahanh, huyét ap én xudng that thuong,

3 : U chimg da day — rudt (nhu buon
Xinh thudc an than kinh: S4t rat
hanh, trang thai tam tri thay doi.
Hlkinh khong 6n dinh va nguoi

truorn0 thanh nhén thirc va ing xu nén can phai theo ddi sét.
Can than trong khi dung sertralin vi ¢6 thé gdy chay mau, dac biét khi dung phéi hop véi cac thude d biét kha nang tac
dong
dén chirc ning t1eu cau (nhur cac thude chéng dong mau, thude chdng loan than khong dién hinh va phenothiazin, da sé cac
thuoc chéng trim cam ba vong, acid acetylsahcyllc va cac thuoc chong viém khong steroid) cling nhu ngudi bénh co tién
str rdi loan chay mau. Giam natri huyét c6 thé xay ra khi diéu tri bang sertralin. Trong nhiéu truong hep, giam natri huyét
do hoi
chimg tiét hormon khang niéu khong phu hgp (STADH). Ngudi cao tudi, ngudi dang diing thude loi tiéu hodc giam thé tich
tuan hoan do nguyén nhan khac c¢6 nguy co cao. Tri¢u ching giam natri huyet Pau déu, kho tap trung tur tudng, rdi loan tri
nhg, 14 1an, yéu co, khong vimg dé nga. Triéu chimg nang: Ao gidc, ngét, co giat, hon mé, ngimg thd va tir vong. Néu thdy
giam natri huyét ¢ triéu chu’n , phai ngimg sertralin va cho diéu tri thich hop ngay.
Céc triéu ching cai thudc thuom gdp khi ngimg thudc, dac biét khi ngimg dot ngot. Nguy co xudt hién triéu ching cai
thude phu thuge vao thoi gian dleu tri va liéu lurong ciing nhur ty [€ giam lleu Céc triéu chung thuong gap: Cam giac chong
mdt, roi loan cam giac (ké ca di cam), rdi loan gidc ngi (ké ca mat ngu, nam mé nhleu) kich thich, lo du, budn ndn v&/hodc
nén, run va dau dau. Cic triéu ching nay thudng nhe va hét trong 2 tuan, rat hiém kéo dai hon (2 - 3 thang). Do dd, nén
giam dan lidu trong vai tudn hodc thang, tuy theo nhu cau ngudi bénh.
Sertralin c6 thé gay hoi chimg dimg ngdi khong yén, thuong xuat hién trong vai tuan diéu tri. Néu tang liéu, c6 the gdy hai.
Suy gan: Sertralin phai dung thén trong cho ngudi suy gan vi dao thai thude kéo dai & ngudi xo gan. Phai giam liéu hodc
giam s6 1an cho thudc. Khong ding thude neu suy gan nang.
Mic du sertralin it gy budn ngi hon da so céc thude chong trdm cam hién ¢6 va khong gdy ton hai nhidu dén chuc ning
nhan thirc hodc tdm ly van ddng, nhung van phai than trong khi 14i tau xe hodc van hanh may moc.
Phai thén trong sertralin cho ngudi déi thdo duong vi c6 thé lam thay ddi kiém sodt glucose huyet ¢6 thé 1a do cai thién
dugc cac trigu chimg tram cam. Phai theo ddi glucose huyét cin than & ngudi di thao dudng diéu tri sertralin dé didu chinh
insulin va/hoac thuoc udng chdng dai thao duong.
Sertralin c6 thé gay chan &n va sut cn, nén can than trong khi dung cho ngudi nhe can.
Do ngugi bénh tram cam hay co y tudng hogc hanh vi ty sat nhat la khi méi dung thudc, vi vay cam giam
ngudi bénh cho téi khi bénh da nhleu nhu vdy can phai diéu tri nhiéu tudn va khai dau nén dung lidu thap dé gifim nguy co
qué liéu. Trong diéu tri ching rdi loan 4m anh — cudng birc, dit biét & tré em can phai gidm sét chit ché.
Dung than trong v&i ngudi nghién ruou.
Mac du sertralin it c6 tac dung gay buon ngl hon céc thude chdng trdm cam khéc, nhung van phai than trong v&i ngudi lai
tau xe hodc van hanh may méc va nhét la khi dung don0 thoi véi céce thude tre ché than kinh trung uong.
Dung than trong v&i nguai dong kinh, hung cam, rdi loan dong mau, suy gan, suy than, ha natri huyét, chan an, giam can,
suy tuyén gidp. Nén giam liéu & ngudi bénh suy gan.
Cén than trong khi dung sertralin cho ngudi cao tudi vi dé bi ha natri huyét va hoi chimg tiét hormon khang niéu khong
thich hgp (SIADH). Can giam sat dinh ky natri huyét (dac biét trong vai thang dau dung thudc)
Trong thude o chira td duore:
Natri lauryl sulfat: Diing thn trong v6i ngudi ¢6 lan da nhay cam vi c6 thé gdy ra cac phan (ng tai chd nhu cham chit hodc
cam giac dét.
Lactose monohydrat: Néu bénh nhan khong dung nap lactose thuong xuat hién nhing trigu ching vé tiéu hoa, ching han
nhu day hoi, tiéu chay sau khi udng hodc an sira va cac thuc pham lam tir sira, cin thong bao cho bac si trude khi su dung
thudc.

Tuwomg tic thude :
Tranh phdi hop: Sertralin v6i bat cur thudc sau ddy: Disulfiram, lobenguan I 123, céc thudc irc ché MAO, pimozid,
sibutramin, thioridazin.
Sertralin ¢6 thé lam tang ndng do/tic dung cua: Ruou (Ethyl), thuoc chen alpha/beta, thudc chong déng mau, thudc chéng
trdm cam ({rc ché tai hap thu serotonin/ddi khang), thudc chong tiéu cau, aspirin, thudc chen beta, buspiron, carbamazepm
clozapin, thudc irc ché than kinh trung uong: cac co chit CYP2B6, CYP2CI19, CYP2D6, CYP3A4, desmopressin,
dextromethorphan, drotrecogin alfa, eplerenon, fessoteronin, galantamin, haloperidol, ibritumomab, lithium, maraviroc,




methadon thudc chono v1em khono steroxd phenyltom plmecrollmus plm

id, propafenon ranolazin risperidon

glam ndng do/tac dung cua
eptadin, darunavir, efavirenz.
plron cimetidin, chat (rc ché
uS' ic ché MAO, metoclopramid,
0 , tramadol, tryptophan.

Néng do/tac duno clia sertralin c6 thé ting do phdi hop vm thud,

CYP2D6 (vira phai), chét irc ché CYP2D6 (manh), dasatinib, disul

omega-3-acid ethyl ester, pentosan, polysulfat natri, thudc twong tu\s

Tac dung khong mong muon: NG e ’ o ‘
Sertralin la mot thude (e ché chon loc cao tai hdp thu serotonin va it 4:\“;.’»-- ac dung dén céc chat dan truyen

than kinh khac nén it c6 cic phan tmg phu nhu khang cholinergic (kho miéng, tao bon), tic dung xdu dén tim mach,

budn ngu, va tang can nhu cac thudc tram cam ba vong. Tuy vay, mét so tac dung phu ti€u hoéa (nhu ndn, ia chay, chan

an) va than kinh (run, mat ‘ngu) thudng xay ra hon vai sertralin va cac thudc (rc ché chon loc tai hap thu serotonin khac

s0 vGi cac thude chono trdm cam ba vong. Nhin chung, cic tic dung khong mong mudn cua sertralin & ngudi 1n b

trdm cam, ching rdi loan am anh — cudng birc, hodc bi hoang loan déu twong tur.

Thuong gdp, ADR > 1/100

Hé than kinh trung uong (TKTW): Dau dau (21%), mat ngu (19%), chong mat (11%), budn ngu (13%), run, di cam,

tang truong luc co, loan vi gidc, roi loan chil y, giam tap trung, trdm cam, ac mong, lo du, cau oat, giam tinh duc, nghién

rang. ‘

Tiéu hoa: Ia chay (18%), budn ndn (24%), kho miéng (14%). Dau bung, ndn, tdo bon, day bung, khé tiéu.

Da: Phat ban, ra méi hoi nhiéu.

Co xuong: Pau co

Ho6 hap: Viém miii, ngap, viém hong.

Tiét niéu sinh duc: Cham xuat tinh (14%), rdi loan cuong duong.

Tim mach: Danh tréng nguc, béc hoa

Toan than: Mét moi (10%), dau nguc

It gap:1/1000 <ADR < 1/100:

Tiéu hoa: Viém thyc quan, kho nudt, tri, tang tiét nudc bot, nic, bénh & ludi. )

Hé TKTW: Ao giac, sang khodi, v6 cam, y tuong bat thuong. Co gidt, co co, diéu phdi bat thuong, ting dong, quén,

giam cam giac, roi loan ngon ngit, chong mat khi dung, dau nira dau

Da: Phu quanh hé mat, ban mau, rung toc, md hi lanh, da kho, mdm ngua.

Ho hap: Co thit phé quan, kho tho, chay mau cam.

Co xuong: Thodi héa khép, yéu co, dau lung, co co.

Tiét niéu sinh duc: Tiéu dém, bi dai, dai nhiéu, dai rat, rdi loan tiéu tién. Chay mau am dao

Tim mach: Nhip tim nhanh, tang huyét ap, bdc qua.

Toan than: Mét moi, én lanh, sot, khat.

Hiém gap: ADR<1/1000

Hé TKTW: Gay go, hung hang, hon mé, mua gidt mda von, rdi loan tam than, loan dong, tang cam gidcnrdi loan g4m

giac, hdi chirng serotonin. )

Tiéu hoa: Phan den, chay méu tryc trang, viém miéng, loét ludi, viém ludi, viém rang, chirc nang gan bat\thutng, tdng

cholesterol huyét, giam glucose huyét.

Da: Viém da

Hé hép: Co that thanh quan, tang thong khi, giam thong khi, tho rit, mét tiéng, néc.

Co xuong: Bénh ly vé xuong.

Tiét niéu sinh duc: Thiéu niéu, tiéu tién khong tu chu, cham tiéu tién.

Rong kinh, viém teo 4m h¢ am dao, khi hur. Cuong dau, chay sira.

Tim mach: Nhdi mau co tim, nhip tim cham, i loan nhip tim, thiéu mau cuc bd ngoai vi.

Huyet hoc: Su'ng hach. ‘ ‘

Mat: Glocom, rdi loan tiét nude mat, 4m diém, nhin mot thanh hai, s¢ anh sang, chay mau tién phong, gidn dong tur.

Toan than: Thoat vi, giam dung nap thubc, di loan choang.

Ngoai ra, mot sb ADR khéng xac dinh dugc tin suat gom c6: Huyét hoc (giam bach cau, giam tiéu cdu), phan (ng phan

vé, di ng, noi tiét (ting prolactin huyét, suy tuyén giap), hoi chimg tiét hormon khéng ni¢u khong thich hop, giam natri

huyét, rdi loan tim than (ndm mé, y tudng tu sat), roi loan van dong bao gdm ca cac triéu chimg ngoai thap, dat biét

ting dong, tng truong luc co, nghién rang, ngat, chay mau bat thudng nhu chay mau cam, chay mau dudng tiéu hoa,

dai ra mau. Viém gan, vang da, viém tuy.

Hoi ching Stevens-Johnson va hgi chimg Lyell. Phi mach. Vi to & nam gidi, kinh nguyét khong déu. Thay ddi chic

nang tiéu cau.

Huéng din cach xir tri ADR

Cac ADR thuong thay trong tun dau hodc 2 tudn ddu diéu tri. Ty 1€ ADR tang khi tang liéu.

Cac nghién ciru tién lam sang khong thay sertralin gdy quen thudc va hoi chimg cai thudc sau khi ngung dung. Tuy
nhién, céc triéu chimg 1dm sang cho thay hdi chirng cai thudc c6 thé Xay ra sau vai ngay nguno thudc. Khoang 15% s0
ngudi lon phai ngimg ligu phap sertralin trong thir nghiém 1am sang vi céc tac dung phu vé tdm tri nhu budn ngu, mét
ngu, vat va, run: cdc triu ching than kinh khac nhu chéng mat, dau dau; tiéu hoa nhu budn ndn, ia chay, chan an, mét
moi, cham xuat tinh.




Hoi ching cai thude (chwa xdc dinh hén la do thuoc) xdy ra dudi 0,5% da duoc bio cdo & ngudi diéu tri sertralin. Cac
tri¢u chimg thuong gap la hoi 1a hoi chimg giong cim nhu: mét moi, khé chiu ¢ da day (budn non), chong mat, nhirc
dau nhe, run, lo du, lanh, toat m hdi, rdi loan diéu phdi. Ngoai ra rdi loan tri nhd, mét nga, di cam, nhirc dau, cam giac
gidng choang, hdi hop, kich ddng hoac cong kich. Cac phan tmg loai nay thuong tu giam di hodc dugc cai thién sau mot
vai tuan. 'Dé tranh hdi chimg cai thudc, nén giam dan liéu cua sertralin trude khi ngung thudc.
Ciing glong cac thudc tac dung trén hé than kinh trung uong khéc, nén danh gia can than tinh trang gdy quen thuoc 0
ngudi bénh trudce khi dung sertralin. Néu nguai bénh 6 tién sir quen thude véi mot thude nao d6 thi khl diéu trj can phai
gidm sat chat ch& du hiéu quen thudc.

Qua liéu va xir tri :
Nhiém déc cdp:
Liéu gdy tu vong cap tinh & ngudi chua biét. Mdt ngudi bénh di udng 13,5 g sertralin duy nhét da hoi phuc, mot ngudi
d udng 2,5g duy nhét da tr vong.
Qua lleu thuong gdy tang qua mirc tac dung dugc ly va tic dung phu cua thudc. Céc triéu chimg thudng gap khi qua lidu
bao gom: Buon ngu, lo au, budn ndn, ndn, nhip tim nhanh, thay dbi dién tam dd, gian ddng tir. Mot 50 tac dung khong
mong mudn nhu nhip tim nhanh, tang huyét ap, sot cao, mat do, run cac ddu chi da gip & mot s6 tré em sau khi udng
nham serotonin, phan (rng gidng nhu hoi chimg serotonin.
Xur tri: Bét cir truong hop qua liéu sertralin nao cung phai diéu tri tich cuc vi dd c6 bao cdo tir vong va nhiém ddc ning
khi udng sertralin duy nhat hodc phdi hop véi céc thude khac va/hodc rugu. Sertralin khong c¢6 thude giai doc. Vi vy,
khi qua liéu thuong diéu tri triéu ching va diéu trj hd trg. Néu méi ngd ddc, co thé gdy non. Néu nguai bénh hon mé
hodc lén con co giat khong c6 phan xa non thi rira da day sau khi da dat noi khi quan dé tranh hit phai nudc rura da day.
Dung than hoat (c6 thé ph01 hop véi sorbitol) ngay tir dau hoic sau khi gdy non va rira da day. Can duy tri ho hap cua
nguoi bénh, thong khi va cho thir oxygen. Cac phuong phap tham phan mau, thim phan mang bung, lgi tiéu cudng birc,
truyen méu khdng ¢6 hiéu qua do thé tich phan bd cua setralin 16n va lién két nhidu véi protein.
Nhiém déc man: Pa c6 | truorng hop dugce thong béo c6 hdi ching cai thudc 2 ngay sau khi ngtmo thude dot ngot. Cac
biéu hién cua hoi ching cai thuoc: Mét moi, dau quan bung, rdi loan tri nhd va triéu ching gidng cam, chdng mat, run,
rét run, va mdi héi va roi loan diéu ph01 nhirc ddu, danh trong nguc...Céc phan (g nay thuong hét trong vong mot vai
tuan sau. Dé tranh hoi chirng ndy, can ngimg sertralin dan dan.
Cén giam sat chat cac nguoi bénh c6 tien sur nghién thudc dé phat hién cac ddu hiéu cua dung thudce sai liéu hodc lam
dung thudc (thi du nhu tang liéu do phat trién nhon thude, hanh vi tim thudc dé udng).

Tac dung khi vin hanh may méc va ldi tau xe :
Mic du sertralin it gdy buon ngu hon da so cac thudc chong trdm cam hién c6 va khong gdy ton hai nhiéu dén chirc nang
nhén thirc hodc tdm ly van dong, nhung van phai thin trong khi lai tau xe hodc van hanh mdy moc.

Phu nir c6 thai va cho con bi :
Phu nit c6 thai: Chua c6 nghién ciru ddy du vé sertralin & phy nir ¢6 thai. Khi dung sertralin cho ngu¢i mang thai, mot
s6 tré so sinh ¢4 cac triéu ching gidng vdi hoi ching cai thudc. Hién tuong nay ciing thay khi diing thudc chong tram
cam loai trc ché chon loc tai hap thu serotonin khac. Khong khuyén cao ding sertralin cho ngudi mang thai, trir khi loi
ich ddi voi me vuot nguy hiém tiém an ddi voi thai nhi.
Cac tré so sinh phai dugc theo ddi can than trong trudng hop dung sertralin cho me ¢ giai doan sau, dac bjgt trong
thang cudi. Tré so sinh thuong bi: Suy tho, xanh tim, ngimg tho, co giat, than nhiét khong on dinh, bu ké .
giam glucose huyét, tang truong luc co, giam truong luc co, ting phan xa gan xuong, run, quay khoc, li bi
tuc, ngu ga. Céc triéu chimg nay c6 thé do tac dung cua serotonin hodc cua hdi chuno cai thudc. Trong dafsé trudng
hop, cac triéu chimg xuét hién ngay hodc mot thai gian sau (< 24 gio) sau khi sinh.
Phuy nit cho con bui: Sertralin phan bd vao sira me nén c6 thé gdy tac dung khéng mong mudn véi tré b me. Vi vdy, phu
nir dang nudi con bu ding sertralm phai rat than trong, khong khuyén céo

Bao quén : Noi kho, nhiét d6 dudi 30°C, tranh anh sang.

Thude sin xuit theo USP 38

Han dung : 36 thang ké tir ngay san xudt

Ngay xem xét sira doi, cip nhit lai ndi dung hwéng din sir dung thudc:

CTY CP DUQC PHAM PHUONG PONG
Toéng Giam Poc

CONG TY CO PHAN DUgcC PHAM PHUONG BONG
# 107, Budng 2, KCN Tan Tao, P.Tan Tao A, Q. Binh Tan, TP HCM.
DT:(08) 37540724, (08) 37540725; FAX: (08) 37505807.

NGUYEN VAN MO




HUONG DAN SU DUNG THUOC CHO BENH NHAN

. Thanh phfm, ham lwong cia thudc:

. Tén san pham: KOPIN

Thudc bdn theo don
Doc kj huwdng dén sir dung trec khi ditng
Dé xa tim tay tré em

Thong bdo ngay cho bdc si hodc dwgc si nhien

Sertralin hydroclorid

Tuong (mg Sertralin ........cccoeueerenennane 50 mg

Ta dugc: Lactose monohydrat, Avicel (Microc
stearat, Natri lauryl sulfat

3. M ta san pham: Vién nén tron, mau tring hoic tring nga hal mat trcm

. Quy cach dong géi :

Vi 10 vién, hop 1 vi, hop 2 vi, hdp 3 vi, hdp 6 vi va hop 10 vi
Chai 30 vién, chai 60 vién va chai 100 vién

. Thudc ding cho bénh gi?

Diéu tri bénh trAm cam

Chimg hoang sg kém hodc khong kém sg khoang trdng
Chimg rdi loan 4m anh — cudng birc

Trang thai cang thang tdm Iy sau chin thuong

R4i loan cam xuc trude ky kinh -

Chimg xudt tinh sém

Ghét so xa hoi

. Nén diing thudc nay nhw thé nao va liéu lwgng?

Cach dung: Nén udng thuéc mot lan mdi ngay vao budi sang hoac chiéu. Thc an it anh huong dén hdp thu thuéc

Liéu dung cho bénh trdm cam: Ngudi I6m, liéu khoi ddu la 50 mg/lan, ngay 1 lan Cir sau it nhat 1 tuan, néu khong c6 dép
ung lam sang c6 thé tang thém timg bac 50 mg cho dén dat 200 mg/ngay. Da sb ngudi bénh dap tng tir 50 -100 mg/ngay.
Téc dung diéu tri thuong biéu hién thuong biéu hién trong 7 ngay. M3i dot diéu trj kéo dai nhiéu thang (thuong khoang 6
thang) dé dé phong nguy co tai phat. Khong c6 chi dinh dung cho ngudi bénh duai 18 tudi. Ngudi cao tudi bi trdm cam kém
sa sut tri tué kiéu Alzheimer: 12,5 - 25 mg/ngdy. Sau d6 liéu c6 thé tang dan cach nhau 1 - 2 tudn cho t6i téi da 150 — 200
mg/lan/ngay

Liéu ding cho bénh réi loan &m anh - cudng birc: Ngudi 16n va tré em tur 13 tudi tro Ién, lidu khoi dAu 50 mg/lan/ngay; tre
em 6 - 12 tudi liéu khoi dau 12 25 mg, ngay 1 lan. Cir sau it nhdt 1 tun, néu bénh khong cai thién dugc thi tang thém mdi
ngay 50 mg (tré em 6 - 12 tudi thi tdng 25 mg) cho dén lidu tdi da 200 mg/ngay. ba s ngudi bénh dap mg voi liéu 50 - 100
mg mdi ngay (tré em 6 — 12 tudi 25 — 50 mg). Khong dung cho tré em dudi 6 tudi. Chua biét thoi gian tdi uu dung sertralin
¢é - phong tai phat. Higu qua cua sertralin trong diéu trj ching rdi loan 4m anh — cudng birc dugc duy tri trong thoi gian téi 28
tudn & ngudi benh dung lidu tir 50 — 200 mg/ngay Phai dinh ky danh gi4 loi ich cua thudc.
Liéu dung bénh réi loan hoang s¢: Ngudi lon, lidu khoi dau 25mg/lan/ngay. Ct sau it nhat | tudn néu bénh khPpg caifhién
dugc thi tang thém mdi ngdy 25 mg cho dén liéu tdi da 200 mg/ngay. Théi gian diéu tri tdi wu chua biét. Lug J& co hé
thdng sertralin cho thay higu qua cua thudc trong X tri chimg hoang sg dugc duy tri trong mot thdi gian téi 28 than & ngudi
bénh ding 50 - 200 mg/ngay. Cén phai dinh ky danh gia ich loi cia thudc khi dung kéo dai.
Liéu dung rdi loan tam 1y sau chan thuong: Nguoi I6n, liéu khoi ddu 25 mg/lan/nvav sau mot tudn, phai tang lidu 1én thanh
50 mg/lan/ ngay. Néu khong c6 cai thién 1am sang rd rét, cr sau it nhét 1 tudn c6 thé tang thém timg cp béc cho dén liéu tdi
da 200 mg/ngdy. Khong dung cho tré em. Chua blet thi gian t6i vu dung thude dé phong tai phét. Hiéu qua cua sertralin dbi
vdi chimg nav dugc duy tri trong thdi gian t6i 28 tudn & ngudi bénh dung liéu tir 50 — 200 mg/ngay.

Liéu dung réi loan cam xuc truée ky kinh: Liéu dau tién 50 mg/ngdy cho lién tuc sudt chu ky kinh hoac chi cho trong thoi ky
hoang thé (nghia la bét du 2 tuan trudc ngay ddu du dodn ky kinh va tiép tuc dén hét ngay dau kinh nguyét). Néu khong c6
cai thién rd vé lam sang, liéu co thé tang thém 50 mg ltc bt diu mdi chu ky kinh nguyét méi cho t6i t0i da 150 mg/ngay khi
cho lién tuc hodc 100 mg/ngay khi chi cho trong thi gian hoang thé. Néu liéu 100 mg/ngay da dung trong thdi ky hoang thé,
lidu c6 thé tang dén trong 3 ngay dau cua moi thdi ky hoang thé. Néu liéu 100 mg/ngay da dung trong thdi ky hoang thé, lieu
c6 thé tang dan trong 3 ngay ddu cua mdi thoi ky hoang thé. Trong thir nghiém ldm sang, hiéu qua cia thudc dbi véi chimg
nay dd dugc chimg minh khi dung lidu 50 — 150 mg/ngay nhung hiéu qua cua liéu phép sertralin qud 3 chu ky kinh nguyét
chua dugc chimg minh. Phu nit tudi cang cao thi cic triéu chimg cang nang én va mat di khi bat ddu man kinh. Nha san xudt
khuyén c4o nén ding kéo dai khi ngudi bénh ddp mg. Co thé can phai diéu chinh liéu dé duy tri & lidu thdp nhat c6 hiéu qua
(nhu chuyén phat ¢ dung thudc lién tuc sang phat dd dung thudc trong thoi ky hoang thé).

Liéu dung bénh ghét so xa hoi: Ngudi lon: ligu khuyen cdo ddu tién: 25 mg/lan/ngay Sau | tuan, c6 thé tang Ién t&i 50
mg/lan/ngdy. Néu khong da, c6 the tang tGi ligu t01 da 200 mg/ngay sau it nhét 1 tuan. Higu qua cta thudc trong diéu tri
chimg nay dugc duy tri téi 24 tuan tiép theo 20 tudn diéu tri véi lidu 50 — 200 mg/ngay. Dleu chinh liéu dé nguoi bénh dugc
duy tri & lidu thdp nhat c6 hiéu qua va dinh l\y phai ddnh gid dé xdc dinh can thiét phai tiép tuc didu tri.

Liéu dung cho bénh rdi loan xuét tinh sém: liéu trung binh 25 — 50 mg/ngay




9.

. T4c dung khéng mong mudn:

. Khi nao khong nén ding thuc nay?

Bénh nhan man cam véi thudc hodc vai bt cir thanh phén ndo cuia thudce
Dang dung hogc da ding IMAO trong vong 2 tuan, ¢6 thé dan dén tir vong
Dang dung pimozid

Sertralin 1a mot thudc (rc ché chon loc cao téi he‘ip thu serotonin y&~
kinh khéc nén it ¢ cdc phan img phy nhu khang cholinergic (
tang can nhu céc thudc tram cam ba vong. Tuy vy, mot sq Feting
(run, mat ngu) thuong xay ra hon véi sertralin va cdc thudgf éc/che
chdng tram cam ba vong. Nhin chung, céc tac dung khong méns
4m anh — cudng bic, hogc bi hoang loan déu tuong tur.
Thueong gdp, ADR > 1/100 \ @) o)

Hé thén kinh trung wong (TKTW): Dau diu (21%), mit ngt (19%)~eHahgeat (11%), budn ngu (13%), run, di cam, tang
truong luc co, loan vi gidc, rbi loan chi ¥, giam tap trung, tram cam, dc mdng, lo au, cau gét, giam tinh duc, nghién rang.
Tiéu héa: [a chay (18%), budn non (24%), kho miéng (14%). Dau bung, ndn, téo bén, ddy bung, kho tiéu.

Da: Phat ban, ra mdi hoi nhiéu.

Co xuong: Dau co

H6 hip: Viém miii, ngap, viém hong.

Tiét niéu sinh duc: Cham xudt tinh (14%), rdi loan cuong duong.

Tim mach: Panh tréng nguc, bdc hoa

Toan than: Mét moi (10%), dau nguc

[t gap: 1/1000 < ADR < 1/100:

Tiéu héa: Viém thuc quan, khé nudt, tri, tdng tiét nude bot, nic, bénh & ludi.

Hé TKTW: Ao gidc, sang khoai, vo cam, y tuong bt thudng. Co giat, co co, diéu phdi bat thuong, ting dong, quén, giam
cam giac, rdi loan ngon ngit, chéng mat khi dimg, dau nira dau.

Da: Phu quanh hé mét, ban mau, rung téc, md hoi lanh, da kho, mdm ngua.

Ho hép: Co thit phé quan, kho tho, chay mau cam.

Co xuong: Thoai héa khép, yéu co, dau lung, co co.

Tiét niéu sinh duc: Tiéu dém, bi di, d4i nhiéu, dai rét, réi loan tiéu tién. Chay mau 4m dao

Tim mach: Nhip tim nhanh, tang huyét ap, béc qua.

Toan than: Mét moi, 6n lanh, sdt, khat.

Hiém gap: ADR<1/1000

Hé TKTW: Gay gé, hung hang, hdn mé, mua giat maa von, rdi loan tdm than, loan ddng, tdng cam gidc, rdi loan cam gidc,
hdi ching serotonin.

Tiéu héa: Phan den, chay mdu tryc trang, viém miéng, loét ludi, viém ludi, viém rang, chirc ning gan bt thuong, tang
cholesterol huyét, giam glucose huyét.

Da: Viém da

Ho hép: Co thét thanh quan, tang thong khi, giam thong khi, tha rit, mat tiéng, nic.

Co xuong: Bénh ly vé xuong.

Tiét niéu sinh dyc: Thiéu niéu, tidu tién khong tu chu, cham tidu tién.

Rong kinh, viém teo 4m h¢ dm dao, khi hu. Cuong dau, chay sira.

Tim mach: Nhdi mdu co tim, nhip tim cham, rbi loan nhip tim, thiéu mau cuc bd ngoai vi.
Huyét hoc: Sung hach.

Mit: Glocom, rdi loan tiét nudc mét, &m diém, nhin mdt thanh hai, s¢ dnh sang, chay méau tién phong, gian\d0ng tir.

Toan than: Thodt vi, giam dung nap thudc, di loan choang.

Ngoai ra, mot s6 ADR khong xac dinh dugc }én suat gdm c6: Huyét hoc (giam bach cau, giam tiéu cu), phan (mg phan Ve,
di g, ndi tiét (tang prolactin huyeét, suy tuyén gidp), hdi chimng tiét hormon khéng nigu khdng thich hop, giam natri huyét,
roi loan tdm thén (ndm mé, y tudng ty sat), roi loan vén dong bao gom ca céc triéu ching ngoai thap, dat biét ting dong, tang
truong luc co, nghién rang, ngat, chay méau bat thuong nhu chay mau cam, chay mau duong tiéu hoa, déi ra méu. Viém gan,
vang da, viém tuy.

Hoi chimg Stevens-Johnson va hoi chimg Lyell. Phi mach. Vi to & nam gidi, kinh nguyét khong déu. Thay ddi chirc nang
tiéu cau.

Théng bdo cho bdc st nhitng tdc dung khong mong mudn gap phai khi sir dung thuéc.

dung xau dén tim mach, budn ngu, va
A\l ndn, ia chay, chan an) va than kinh
?p hu serotonin‘ khac so voi céc’ thude
'r) Q.PBudi L6n bi tram cam, chimg roi loan

Nén tranh dung nhirng thudc hodc thwe phim gi khi dang sir dung thudc nay?

Tranh phdi hop: Sertralin véi bt cir thudc sau ddy: Disulfiram, lobenguan [ 123, cic thuc e ché MAO, pimozid,
sibutramin, thioridazin.

Sertralin ¢6 thé lam tang ndng dd/tac dung cua: Rugu (Ethyl), thubc chen alpha/beta, thudc chéng dong mau, thudc chéng
trdm cam ({c ché tai hp thu serotonin/ddi khang), thudc chéng tiéu cau, aspirin, thudc chen beta, buspiron, carbamazepin,
clozapin, thuéc &rc ché thin kinh trung uong: cac co chit CYP2B6, CYP2C19, CYP2D6, CYP3A4, desmopressin,
dextromethorphan, drotrecogin alfa, eplerenon, fessoteronin, galantamin, haloperidol, ibritumomab, lithium, maraviroc,
methadon, thudc chéng yiém khong steroid, phenyltoin, pimecrolimus, pimozid, propafenon, ranolazin, risperidon, §alicy'lat,
salmeterol, cac thudc diéu hoa serotonin, tamixifen, thioridazin, cdc thudc tiéu cuc mau, tositumomab, tramadol, thudc chong
trdm cam ba vong, thudc déi khéng vitamin K.




~ Noéng dd/tac dung cua sertralin c6 thé ting do phdi hop véi: thudc giam dau (opioid), Jbuspiron, cimetidin, chat tc ché
CYP2D6 (vira phai), chit irc ché CYP2D6 (manh), dasatinib, disulfiram, macrolid, thudc irc ché MAO, metoclopramid,
omega-3-acid ethyl ester, pentosan, polysulfat natri, thudc tuong tu prostacyc[m sibutramin, tramadol, tryptophan.
— Sertralin c6 thé 1am giam ndng do/tac dung cua lobenguan [ 123. Ndng do/ tdc dung cua sertralin c6 thé bi giam do
carbamazepin, cyproheptadin, darunavir, efavirenz. .
10. Cén 1am gi khi mot lan quén khéng diing thudc?
- Khong nén dung liéu gép doi d& bu cho mot liéu lang quén. Né
d6 udng liéu tiép theo vao ding thoi diém.

— Tham khéo y kién béc si. -

hdy udng ngay khi nh¢ ra va sau

11. Cin bao quan thuée nay nhu thé nao?

— Noi khd, nhiét d duéi 30°C, tranh anh séng.

12. Nhing ddu higu va trigu chirng khi ding thudc qué lidu:

~ Nhiém doc cdp:

Lleu gdy tu vong cap tinh & ngudi chua biét. Mot nguai bénh da ubng 13,5 g sertralin duy nhét da hdi phuc, mét ngudi da
udng 2,5g duy nhét da tir vong.
Qua Ileu thudng gdy ting qué mirc tac dung dugc ly va tdc dung phy cua thube. Céc triéu chimg thuong gap khi qua lidu
bao gom Budn ngu, lo 4u, budn ndn, non, nhip tim nhanh, thay ddi dién tim do, gian ddng tir. Mot sd tac dung khong mong
mudn nhu nhip tim nhanh, ting huyét 4p, sét cao, mat do, run cdc ddu chi da g3p & mot s tré em sau khi udng nham
serotonin, phan (mg gidng nhur hdi ching serotonin.

~ Nhiém déc man: Da c6 | truomg hop dugce thong bdo c6 hoi chimg cai thudc 2 ngdy sau khi ngimg thudc dot ngot. Céc bidu
hién cua hgi chimg cai thudc: Mét moi, dau quin bung, rdi loan tri nhé va triéu chung glong cum, chéng mat, run, rét run,
va mdi héi va rdi loan dleu phdi, nhirc ddu, dénh trong nguc...Céc phan (mg ndy thudmg hét trong vong mot vai tudn sau.
Dé tranh hoi chimg ndy, cdn ngimg sertralin dan dan.

13. Cin phai lAm gi khi dung thudc qua liéu khuyén cdo:

— Xir tri nhiém doc cdp: Bit cit truong hop qué lidu sertralin nao cung phai diéu tri tich cuc vi da c6 bdo cdo tu vong va nhiém
ddc nang khi uong sertralin duy nhat hodc phdi hop véi cac thude khac va/hodc rugu. Sertralin khong c6 thudc giai dgc. Vi
vy, khi qud lidu thudng diéu tri triéu chimg va dleu tri hd trg. Néu méi ngd ddc, c6 thé gdy ndn. Néu ngudi bénh hon mé
hogc [én con co giét khong c6 phan xa nén thi rira da day sau khi da dat ndi khi quan dé tranh hit phai nuéc rira da day.
Dung than hoat (c6 thé phdi hop véi sorbitol) ngay tir dau hoac sau khi gdy non va rira da day. Can duy tri ho hdp cua nguoi
bénh, thong khi va cho thir oxygen. Céc phuong phap tham phan mau, thim phan mang bung, lgi tiéu cudng brc, truyén
méu khong c6 hiéu qua do thé tich phan b cua setralin 6n va lién két nhidu véi protein.

— Xik tri nhiém déc man: Cin giam sat chat céc ngudi bénh c6 tlen str nghién thudc dé phét hién cac du hiéu cua dung thudc

sai liéu hodc lam dung thudc (thi du nhu tang liéu do phat trién nhon thude, hanh vi tim thude dé udng).
14. Nhitng diéu can thin trong khi dung thude nay:

- Tram cam nang 1én vi/hodc xudt hién ¥ tuong tu sat va hanh vi bét thudng c6 thé xuat hién & ca ngudi lén va tré em bi bénh
trdm cdm hodc cac bénh tim than khéc, du-dang diéu tri hay khong diéu tri bang thudc chong trdm cam. Nguy co ndy phai
c6 thé kéo dai cho t6i khi bénh d& nhiéu vé mat lam sang, nhu vy phai can dén nhiéu tuan. Tir lau da ¢6 mai lo lang 1a cac
thude chong trdm cam c6 thé lam ndng thém tinh trang tram cam va lam xuét hién ¥ tudng tu sat & mot 56 ngudi bénh trong
giai doan dau dleu tri. Nghién ctru da cho thay ¢6 tang nguy co ty sat ¢ tré em, thiéu nién va ngudi 16n tré tdi (18 - 24
tudi) b chimg trm cam va céc bénh tdm than khéc.

— Hién nay chua biét nguy co y tuong tur sat ¢6 kéo dai khi dung thude kéo dai khong (nghia la trén vai théng), tuy
ching ct chic chn 1a thudc chéng trdm cam c6 thé lam cham tai phét trdm cam & ngudi bi bénh trdm cam.

— Tétcacac ngudi bénh dang diéu tri bang thuoc chono trAm cam v&i bét ky chi dinh ndo ciling phai dugc gidm st v theo doi
chat ché dé phat hién tinh trang 1am sang xdu di, y tuong tu sat, hanh vi thay d6i bét thudng nhu kich thlch cau gt, dic biét
trong thoi gian bat dau diéu tri (nghia la val thang dau) va trong thai glan diéu chinh lidu. Khi thay trdm cam nang lén, kéo
dai dai dang, hanh vi bat thudng kéo dai, can can nhic thay déi phac dd didu tri hodc ngu'ng diéu tri. Khi quyet dinh ngimg
thudc, lidu sertralin giam dan va nhanh néu c6 thé, tranh nglmg thudc dot ngot. Phai dung lieu nho nhét c6 tac dung dé tranh
qua liéu.

— Triéu ching hung cam ciing xudt hién & mot sb rat ngudi diéu tri bang thudc trdm cam va chdng 4m anh, dic biét véi
sertralin. Nhu vy, sertralin phai dung thén trong cho ngudi ¢ tién sir hung cam. Théy thudc phai theo doi sat. Phai nglmng
sertralin khi ngudi bénh hung cam.

— Ngudi bénh diéu tri bing sertralin phai dugc giam sat theo ddi chat dé phat hién triéu chimg va du hiéu cua hoi chimg

serotonin hojc triéu chung gidng hoi chimg 4c tinh thudc an than kinh. Hoi chimg serotonin: Thay dbi trang théi tdm tri
(nhu kich thich, a0 gidc, hon mé), than kinh thuc vat  khong 6 4n dinh (nhu tim ddp nhanh, huyét 4p lén xudng thét thuong,
sbt cao) rdi loan than kinh - co (nhu tang phan xa, mét phdi hop ddng tac) va/hogc cdc trigu chimg da-day — rudt (nhu buon
ndn, ndn, ia chay). Trong cdc dang ning nhat hoi ching serotonin gidng nhu hdi ching éc tinh thudc an than kinh: St rét
cao, co clng co, than kinh thuc vat khong on dinh, cac ddu hiéu chirc nang sdng thay ddi nhanh, trang thai tam tri thay déi.
Co giat c6 thé xut hién trong diéu trj sertralin: Khong dugc dung sertralin cho ngudi bi dong kinh khong 6 4n dinh va nguoi
bi dong kinh da dugc kiém soat phai dugc theo dai tt. Phai ngimg sertralin & tat ca cac ngudi bénh b co giat.
Khong nén ding cho tré em va thiéu nién dudi 18 tudi, trir khi bj chimg réi loan 4m anh — cudng birc. O lira tudi ndy hay ¢
y tuong tu sat, hanh vi bat thuong nhu gy gd hung hang, céu gian...Phai theo di sat dé phat hién y tuong tu sat. Hon nita,
hién nay chua biét tinh dung nap lau dai cua thudc & tré em va thiéu nhi lién quan dén tang truong, phét trién va trudng
thanh, nhén thirc va émg xir; nén can phai theo doi sat




— Cén than trong khi dung sertralin vi ¢6 thé gdy ‘chay mau, ddc biét khi dung phdi hop vai cac thudc da biét kha nang tac
ddng dén chirc ndng tiéu cau (nhu cac thudc chdng dong mau, thude chong loan thin khong dién hinh va phenothiazin, da
s0 cdc thuoc chéng trdm cam ba vong, acid acetylsalicylic va cac thudc chong viém khong steroid) cing nhu ngudi bénh c6
tién sir rdi loan chay mdu. Giam natri huyét c6 thé xay ra khi diéu tri bing sertralin. Trong nhiéu trudng hop, giam natri
huyét do hoi chimng tiét hormon khang niéu khong phu hop (SIADH). Ngudi cao tudi, ngudi dang dung thudc loi tiéu hodc
giam the tich tuan hoan do nguyén nhén khac c6 nguy co cao. Triéu chimg giam natri huyet Pau déu, khé tép trung tu
tuong, rdi loan tri nhd, 1t 1an, yéu co, khong ving dé nga. Triéu chimg nang: Ao gidc, ngit, co giat, hon mé, ngimg thd va
tir vong. Néu thdy giam natri huyét c6 triéu chimg, phai ngimg sertralin va cho diéu trj thich hop ngay.

— Céc triéu chimg cai thudc thuong gdp khi ngimg thude, dac biét khi ngiumg dot ngdt. Nguy co xuét hién triéu chimg cai
thudc phu thuge vao thoi gian diéu tri va liéu luong cing nhu ty 1€ giam liéu. Céc triéu chimg thudng gap: Cam gidc chong
mat, roi loan cam gidc (ké ca di cam), rdi loan gidc ngti (ké ca mét ngu, nam mé nhleu) kich thich, lo du, budn non va/hoac
ndn, run va dau dau. Cac triéu ching nay thudng nhe va hét trong 2 tuan, rdt hiém kéo dai hon (2 - 3 thang). Do d6, nén
giam dan lleu trong vai tuan hogc thang, tuy theo nhu cdu ngudi bénh. Sertralin c6 thé gdy hoi chimg dimg ngdi khong yen{
thuong xudt hién trong vai tudn diéu tri. Néu tang liéu, co thé gay hai. '

— Suy gan: Sertralin phai dung thn trong cho ngudi suy gan vi dao thai thude kéo dai & ngudi xo gan. Phai giam liéu hoac
giam s6 1an cho thudc. Khong dung thude néu suy gan nang.

— Mdc du sertralin it gdy budn ngi hon da §o céc thudc chdng trdm cam hién c6 va khong gy ton hai nhiéu dén chirc nang
nhén thirc hodc tdm ly van ddng, nhung van phai than trong khi l4i tdu xe hodc van hanh mdy méc.

- Phai than trong sertralin cho ngudi déi thao dudng vi c6 thé lam thay ddi kiém soat glucose huyet c6 thé 1a do cai thién
dugc céc triéu chimg tram cam. Phai theo dai glucose huyét cin than & ngudi dai thao duomg didu tri sertralin dé diéu chinh
insulin va/hogc thudc udng chdng dai thao du'émg

— Sertralin c6 thé gay chén an va sut can, nén can than trong khi dung cho ngudi nhe can.

~ Do ngudi bénh tram cam hay c6 y tuong hodc hanh vi ty sat nhét la khi m&i dung thude, vi vay cam giam sat chat ché
ngudi bénh cho t6i khi bénh d& nhleu nhu vy can phai diéu tri nhidu tudn va khai dau nén dung liéu thdp dé giam nguy co
qué liéu. Trong diéu tri chimg rdi loan 4m anh — cudng birc, dt biét & tré em cén phai gidm sét chat ché.

- Dung thén trong véi ngudi nghién rugu.

— Méc du sertralin it c6 tac dung gdy budn ngi hon céc thude chéng trdm cam khac, nhung van phai than trong v&i ngudi lai
tau xe hodc van hanh mdy méc va nhat la khi ding dong thdi v6i cdc thude (e ché than kinh trung vong.

— Dung thén trong v6i ngudi dong kinh, hung cam, réi loan dong mau, suy gan, suy than, ha natri huyét, chan an, giam cén,
suy tuyén gidp. Nén giam liéu & ngudi bénh suy gan.

— Can than trong khi dung sertralin cho ngudi cao tudi vi dé bi ha natri huyét va hoi chimg tiét hormon khang niéu khong
thich hgp (SIADH). Can gidm sat dinh ky natri huyét (dac biét trong vai thang dau dung thudc)

— Trong thudc c6 chira ta duoc:

Natri lauryl sulfat: Dung than trong voi ngudi c6 lan da nhay cam vi ¢6 thé gay ra cdc phan (mg tai chd nhu cham chit hogc
cam gidc dot.

Lactose monohydrat: Néu bénh nhan khong dung nap lactose thuong xuat hién nhimg triéu chung vé tiéu hoal
nhu day hoi, tiéu chay sau khi udng hodc an sira va céc thuc phdm lam tir sira, can thong béo cho béc si trudc
thude.

15. Khi nao cin tham vén béc si, dwge si:

- Thong béo cho bac si nhing tac dung khong mong mudn gap phai khi st dung thudc.

Néu can thém thong tin xin hoi y kién bdc sT hodc duoc st

16. Han dung : 36 thing ké tir ngay san xuit

17. Tén/biéu twgng ciia nha sin xuit/nha nhap khiu /chi sé hiru gidy phép ding Ky san phim:

\ CONG TY CO PHAN DUGC PHAM PHUGONG PONG
X/,l,:)[) L6 7, Budng 2, KCN Tan Tao, P.Tan Tao A, Q. Binh Tan, TP.HCM.
S DT:(08) 37540724, (08) 37540725; FAX: (08) 37505807.

18. Ngay xem xét sira ddi, cdp nhat lai ndi dung hwéng din sir dung thuéc:

CTY CP DUQC PHAM PHUONG PONG

TUQ CUC TRUONG
P.TRUONG PHONG

-/‘;Wyefiz Chi Thu %/fa;/

NGUYEN VAN MO




