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CAREFULLY READ THE PACKAGE INSERT
BEFORE USE

COMPOSITION: Each tatde! contains

015 mg

qs 1 tablet
INDICATIONS / DOSAGE / ADMINISTRATION
CONTRAINDICATIONS / PRECAUTIONS &
OTHER INFORMATION:

Reter to the package insert for use instructions

STORAQE: In dry place, protected from bght,
below 30°C

EPIRACE

BOX OF 10 BLISTERS x 10 TABLETS

hydrochloride 0.15 mg
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DAVIPHARM
Manufectured by: DAT VI PHU PHARMACEUTICAL JOINT

Lot MTA, Road D17, My Phuoc | Industrial Zone, Thol Hoa
Ward, Ben Cat Commune, Binh Duong Province, Vietnam
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THANH PHAN: Mi vidn nén chis:

Clonidin 0,15 mg
L L Y YU
cul 1 UEU DONG / CACH DUNG 1 CHONG Cnil

BINH
O[NM / THAN TRONG & CAC THONG TIN KHAC:
Xin doc 18 hudng din &) dyng

BAO QUAN: Nai khd rio, tréinh 4nh sdng, nhigt 40
Khdng qué 30°C

TIEY CHUAN CHAT LUONG: Tidy chudn nha sdn malit
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+ DOC K¥ HUONG DAN SU DUNG TRUGC KHIDUNG = CHi BN / LIEU DUNG / CACH DUNG / CHONG CHi
OINH / THAN TRONG & CAC THONG TIN KNHAC:
THANH PHAN: M) vién nén chua: Xin doc 18 hudng diin s dung

Clonidin hy : ..0,15mg

+ BAO QUAN: Noi khd rdo, trdnh dnh sdng, nhidt 80
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Clonidine hydrochloride 0.15 mg
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TO HUONG DAN SU DUNG THUOC

Vién nén

TEPIRACE

Thu(‘)c bain theo dom
Pé xa tim tay tré em
Poc ky hwémg din sir dung trwée khi diun
Théng bdo ngay cho béc sy nhirng tidc dung khong mong muon khi sir dung thude

PHAN 1. HUONG DAN SU DUNG THUOC CHO NGUOI BENH

1. Thanh phén, him lwgng cia thude:
M3i vién nén chira:
Clonidin hydroclorid..................... 0,15 mg
Té dugc: Lactose monhydrat, tinh bot ngé, HPMC E135, crospovidon, BHA, cellulose vi tinh
thé, croscarmellose natri, magnesi stearat, silicon dioxyd.

2. MG ta san phdm: Vién nén tron mau tring, mdt mit cé dap gach ngang, mit kia tron.

3.  Quy cich déng géi:
Hop 3 vi (PVC - Nhoém) x 10 vién
Hop 10 vi (PVC - Nhom) x 10 vién.

4. Thubc ding cho bénh gi"
TEPIRACE chua hoat chét Clonidin hydroclorid, mjt chét thudc nhém thube goi la Thude
chéng tang huyét 4p.
TEPIRACE tic dung bing cach lam gidn rdng cdc mach méu, tir d6 1am ha huyét 4p cua
ban.
TEPIRACE dugc dung dé diéu trj ting huyét ap.
Bic sy ciing ¢6 thé dung TEPIRACE trong mot s& chi dinh khéc nhu chin doan u té bao wa
crdm hoc diéu tri tri¢u chimg trong cai nghién thuéc phién hodc nicotin.
Néu ban c6 bét ky thic mic nao vé viéc dung thudc ctia ban, hdy tham khao y kién bac sy.

5. Néndung thuoc nay nhw thé nao va liéu lwgng? 0
Ludn ding thuoc chinh x4c nhu huéng dén cia bac sy hoic duge sy. Néu ban chua 3, hdy 5
h01 lai cho chéc chén.

Liéu ding:

Béc sy sé& bét diu cho ban dung thudc & lidu thip va ting dan liéu phy thudc vao hiéu qua
kxcm soat huyet ap cuia thude.

Liéu khoi dau thong thuimg la 75 meg (nira vién), udng 2 hoac 3 1an/ ngay.

Béc sy s& tang dan liéu dung tuy thuoc vao dap ung trén huyét 4p cta ban.

Liéu duy tri khuyén céo 12 1 vién dén 2 vién x 3 lan/ ngay.

Cdch diang:

Thude dun dudng ubng. Nubt nguyén vién voi nuévc

Ban nén udng thudc vao cing mot thoi diém mdi ngay dé c6 hiéu qua diéu tri tot nhét va

trénh quén udng thude.
Néu ban c6 bit ky thic mic nao vé viéc ké don cia minh, hdy lién hé ngay véi bac sy hodc
dugc sy cua ban. j

6. Khinao khong nén dung thuoc nay?

Khong nen dung thubc nay néu ban:
— Qua man véi Clonidin hydroclorid hodc qua man v6i bit ky thanh phan nao cua thude.
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— C6 mdt s van dé vé tim, nhu nhip tim chdm/ khong deu
Khong dung Clonidin hydroclorid néu ban gap phai bét ky tinh trang nao & trén. Néu ban
khong chéc chin, hdy hoi lai bac s§ hodc dugc sy trude khi uéng Clonidin hydroclorid.

7. Téc dung kh6ng mong mudn
Nhu c4c thude khéc, Clonidin hydroclorid c6 thé giy tic dung khong mong mudn, nhung
khong phéx ai cling géip phai.
Ngung thudc, thong bdo ngay véi bdc sy va lién hé trung tam y té gan nhdt néu ban gap
cdc phan ung sau.
Phan ng qua man ning: Ban cé cic triéu chimg nhu ban da, ndi may day, phu (mi mit,
mdt, moi, mi¢ng va ludi), thd kho khe va dau hodc thit ngue.
Cdc tdc dung khong mong muén khdc bao gém:
Rat thuong gap
Chéng mat, mét moi va cam thdy thu gian hon binh thuomg (an than).
Kho mu:ng
Cam thiy chéng mit khi dimg 1én (do huyét 4p ctia ban bj gidm ddt ngot).
Thuong gap
Réi loan giéc ngy, trdm cam.
Nhirc déu.
Téo bén, budn ndn, ndn, dau ving dudi tai (dau tuyén nudc bot).
Réi loan cuong duong.
M¢t moi.
It 8ap
Cé van dé trong viéc nhan thirc nhimg diéu xay ra xung quanh ban, do gidc, 4 mong.
Cam gidc chdm chich khé chiju, ngira rdm ran ¢ tay va chan (di cam).
Nhip tim chdm hon binh thuong.
Hién tugng Raynaud (vAn dé vé tudn hoan dén ngén tay hodic ngén chén cua ban).
Ngira, phét ban, may day.
Cam thay khong thoai mai va mét moi (suy nhugc).
Hay di tiéu dém. 2
Tang can c6 thé do gitr mudi nudce, thudong xudt hién sém dic biét & ngudi kém theo suy
tim.
ia chay.
Hiém gap
Téang klch thudce tuyen vii & nam gi6i (nir héa tuyén va).
Giam tiét nuéc mit (than trong néu ban deo kinh 4p trong).
Block nhi - thit, danh tréng nguc, con nhip tim nhanh hogc nhip tim chim.
Téc rudt do liét.
DPau co, dau khép, chudt rat.
Rung téc.
Tang glucose huyét.
Rat hzem gap
Pau tuyén ‘mang tai.
Chuea rd tan sudt
Nhip tim chim bét thudng.
Nhin mo.
Tinh trang 14 14n, glém ham mudn tinh dyc.
Co thé ban c6 thé giir nu'évc nhiéu hon binh thuomg khi méi ding thudc. Béc sy ¢6 thé cho

ban dung thém thudc lgi tiéu.
Déi khi c6 bit thuong trong xét nghiém chirc nang gan. Thé hién trong c4c xét nghiém mau.
ba ¢6 trudong hgp bi viém gan. 3(J
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Thubc c6 thé gdy ra cdc tdac dung khong mong muon khdc, théng bdo cho bdc si nhitng tdc
dung khong mong muén gap phai khi sir dung thubc.

8. Nén trianh dung nhirng thudc hoiic thye pham gi khi dang sir dung thudc nay?

10.

11.

12.

Thoéng bao cho béac sy hodc dugc sy cta ban vé tat ca cac loai thudc ma ban dang sir dung,
bao gom ca céc thudc ké don hoic khong ké dom, cac vitamin hodc thudc tir dugc lidu.
Thong bdo cho bdc sy hogc duoc sp néu ban dang sir dung cdc thudc sau:

Cac thude khac gay budn ngu.

Thube khang viém khong steroid (NSAIDs) nhu ibuprofen.

Thudc diéu trj trdm cam nhu i imipramin hofic mirtazapin.

Thubc diéu tri céc bénh tdm thin ning nhu tim thin phan liét, hay con goi la thube chéng
loan than, bao gdm clopromazin.

Thong béo cho bac sy hodc dugc sy cua ban néu ban dang udng bét ky thudc nao dudi day
d& diéu tri ting huyét 4p hoic cac vén dé vé tim khac:

- Thudce cht;n beta nhu atenolol.

- Thudc 1oi tiéu nhu furosemid.

- Thube ch¢n alpha nhu prazoxm hodc doxazosin. Nhimg thudc nay ciing c6 thé dugce sir
dung dé didu tri cdc van dé vé tuyén tién liét & nam gidi.

- C4c thube gian mach nhu diazoxid hogc natri nitroprussid.

- Thudc chen kénh calci nhu verapamil hogc diltiazem hydroclorid.

- Céc thudc e ché ACE nhu captopril hogc lisinopril.

- Glycosid digitalis nhu digoxin.

- Haloperidol.

- Thudc gay té.

Thong bdo cho béc sy néu ban dang dung cac thubc trén, héi lai bac s§ néu ban chua chic
chin.

Stz dung TEPIRACE vdi thic an ,

Ban c6 thé cam thdy budn ngu khi udng TEPIRACE. Udng rugu trong khi dung thude c6
thé lam tang tac dung nay.

Cén lam gi khi m{t lin quén khong dung thuoc"

Néu ban quen khong dung 1 liéu thi phai ubng ngay khi nh lai; sau d6 uong lidu tiép theo
nhu' cii. Néu lic nhé lai gan véi thoi dlem dung liéu tlep theo, bé qua lidu nay va ding liéu
tiép theo nhu thong thudomg, khong ubng gip doi lidu dé bu.

Néu ban muén ng&ng thude

Tiép tuc dung thudc cho dén khi bac sy bao ngimg. TEPIRACE c6 thé giup kiém soét tinh
trang cla ban nhung khong c6 tac dung chira khéi. Do do, tiép tuc dung thudc ngay ca khi
ban cam thdy khoe hon.

Néu muén ngimg thudc, béc sy s& cho ban giam lleu dan dan trong khoang 1 tudn hozc lau
hon. Diéu nay c6 thé gitp ban trénh tinh trang huyét 4p dot ngdt ting tro lai.

Ludn 1am theo chi din cta béc s§.

Néu ban c6 thic mic gi khi sir dung thudc nay, hdy lién hé véi bac sy hodc duge s§.

Cin bio quan thude m\y nhw thé nao?

Giir thudc trong bao bi géc clia nha san xuét, day kin.

Pé thudc noi khod rdo, tranh anh sang, nhiét 4o khdng qua 30°C, va ngoai tdm voi cua tré
em.

Khong sir dung thudc sau ngay hét han in trén bao bi (hdp va vi thudc).

Nhirng dau hi¢u va tri¢u chirng khi dung thude qui lidu
Dung thuoc chinh xdc nhu huéng dan cua béc sj. Neu ban dung qua liéu hodc tré em nudt
phai thudc, lién hé ngay véi béc sy va trung tdm y té gin nhit. ‘./
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13. Cin phai lam gi khi dung thubc qua liéu khuyén cdo
Ngung ding thudc va lién lac ngay véi béc sy hoic trung tim y té gin nhit.
Mang theo vién thudc cung véi bao bi dé béc sy biét ban da udng thudc gi va c6 bién phap
xir ly kip thoi.

14. Nhirng didu cin thin trong khi dung thubc nay
Trude khi dimg thuéc nay, théng bdo cho bdc sy néu ban dang cé cdc vdn dé vé sirc khoe
sau ddy:
Ban dang bj suy tim hodc c6 cac van de ve tim hodc than.
Ban bj bénh Raynaud (mdt van de vé tudn hoan dén ngén tay va ngén chan) hogc cac vén
dé vé tudn hoan khéc bao gdm tudn hoan nio.
Ban bj dot quy hoic con thiéu mau nio thodng qua (TIA).
Ban bi déi thdo dudng.
Ban bj u té bao wa crom (mdt khéi u hiém gip & tuyén thuong thén).
Ban dang bj hozc timg bj trim cam.
Ban bi tdo bén.
Ban cé mot rdi loan vé thin kinh gdy thay dbi cim giac & ban tay va ban chan ctia ban hoic
ha huyét 4p khi ban dimg lén.
Ban dang dung kinh 4p trbng Thubc c6 thé géy kho mit.
Thdng béo cho bac sy néu ban gip phai cic vin dé trén, hoi lai bac s§ néu ban chua chic
chin.
Xét nghi¢m: Néu ban chuan bi dugc xét nghiém mau, thong bdo cho ngudi yéu cau xét
nghlcm ring ban dang udng clonidin vi thuéc c6 thé anh huong dén két qua xét nghiém lién
quan dén gan cua ban.
Phau thuat: Néu ban sap phau thuét, hdy duy tri viéc ubng clonidin cua ban. Néu ban cin
nhép vién, hdy mang theo thudc ciing ban.
TEPIRACE c6 chira lactose, thong béo cho béc sy biét néu ban da timg dugc bac sy cho
biét 1a khong dung nap véi bat ky loai duomg nao.
Diing thube cho tré em
Khéng khuyén co dung thudc cho tré em dudi 18 tudi.
Phu nit mang thai hodc cho con b, kha ndang sinh san
Phu nit mang thai
Clonidin hydroclond qua dugc nhau thai. Néu ban dang mang thai, nghi ring minh dang
mang thai hogc ¢6 y dinh mang thai, thong bao cho bac sy hodc duge sy dé duge cho 16
khuyén truée khi dung thude.
Phu nit cho con bu
Clonidin hydroclorid c6 thé di vao sira me. Thong béo cho bac sy trudce khi dung thuée néu
ban dang cho con bi ho#c ¢6 y dinh cho con bu.
Ldi xe va vdn hanh mgz moc
Ban c6 thé cam thdy budn ngu, chéng mit hodc cé thé €6 mot vai rdi loan vé thi lyc. Néu bi
anh hudng, ban khong nén thuc hign céc cong viée can tinh tdo nhu lai xe hodc van hanh
may moc.

\z |\

15. Khi nao cin tham vén bic sy, dwgc s§.
Cén lién lac ngay véi bac s§ hodc trung tm té gin nhét khi ding thude qua liéu chi dinh.
Thong thudng, bao gidr cling phai hoi y kién bac sy hodc duge s§ trude lic dung bat ky
thudc nao khi mang thai hodc cho con bu.
Théng bédo ngay cho bac sy hodc dugc sy nhimng tac dung khong mong mudn gip phai khi
sur d\,mg thude.
Néu cén thém thong tin xin héi y kién bac sy hodc dugce s§.

16. Han dung cua thudc: 36 thang ké tir ngay san Xuét. V

Trang 4/ 10



nttps://vnras.com/drug

PHAN 2. HUONG DAN SU DUNG THUOC CHO CAN BQ Y TE

1. PAC TINH DUQC LU'C HQC:
Nhém dwge ly: Thube chi van chon loc alphas-adrenergic. Thube chéng ting huyét 4p.
Ma ATC: C02ACO1.
Clonidin 1a thudc chu van chon loc alphas-adrenergic trén thin kinh trung wong, trc ché
trung tdm van mach giao cam ¢ hanh ndo lam giam hoat djng cua h¢ glao cam ngoai vi dua
dén giam sirc can mach mau ngoai vi va mach than gy nén ha huyét 4p tim thu, tdm
truong va chdm nhip tim.
Mait khéc, nh&ng thu thé noradrenerglc gin v6i imidazolin ¢6 & ndo va & nhimg mé ngoai
bién ciing c6 thé lam trung gian cho tac dl,mg ha huyet ap cua clonidin.
Clonidin 1am giam tiét & nhimg soi tién hach giao cam cua thin kinh tang ciing nhu &
nhimng s¢i hdu hach glao cam cua nhfmg day than kinh tim.
Ngoai ra, tic dung chéng ting huyét ap cua clomdm con ¢ thé thong qua sy hoat hoa
nhimg thu thé alpha; truéc sinap, lam giam tiét noradrenalin tir nhimg dau tdn day thin
kinh giao cam ngoai bién. Clonidin lam glam bai tiét qua nudc tiéu va ndng do
noradrenalm trong huyét tuorng Ngoai ra thudc con lam giam ndng d¢ renin va aldosteron
& mdt sd ngudi bénh tang huyét p.
Téc dyng dugc ly chu yeéu cua clonidin bao gdm nhimg thay ddi vé huyét ap va nhip tim.
Tuy nhién, thudc con cé nhimg tic dung quan trong khac nhu giam dau, giam céc tri¢u
chimg khi cai céc chit dang thudc phién, ha nhan ép, Khoang 2 gid sau khi ding thudc da
thiy tac dung chéng tang huyet ap t6i da va thoi gian téc dung kéo dai phu thuoc vao heu
Khoang 10 gi¢ sau mét liéu duy nhit 75 microgam, téc dung chéng ting huyét 4p tdi da
van con 70 - 75%. Khoang 24 dén 48 gio sau do, thutmg huyeét ép khong bj é.nh huéng. C6
thé phéi hop clonidin véi phén 16n nhﬂ'ng thudc chéng ting huyét 4 ap va vai thude lgi tiéu.
Tiém ngoai mang cimg clonidin ¢6 thé lam giam dau tai céc thy the adrenergic alpha; trudc
sinap va sau sinap & cft song do ngan can truyén tin higu dau. Chi xay ra giam dau & nhimg
viing co thé dugc phén bd than kinh bai nhimg doan tuy sbng c6 du ndng o gdy giam dau
cua clonidin. Do clonidin tac dung qua thu thé alpha; & ndo (& nhan lyc, locus ceruleus) nén
lé.m giam nh&ng triéu chimg cai thudc xay ra & nhitng ngudi bénh ngimg sir dung nhimg
chat dang thude phién.
Téc dung chdng ting huyét ap dat dugc khi ndng d thudc trong huyet tuong tir 0,2 den 2,0
ng/ ml & bénh nhén c6 chirc ning than binh thuomg. Tac dung ha huyét 4p bj suy yéu hoic
giam bét khi ndng do thudc trong huyét tuong trén 2,0 ng/ ml.

2. DAC TINH DUQC PONG HQC:
Hap thu:
Clonidin sau khi uong duoc hép thu tdt va kha dung sinh hoc 1 75% dén 95%. C6 sy tuorng
quan chat ché glua nong do clonidin trong huyét trong va tic dung chong tﬁng huyét ép
cua thubc. Pa thay nong d6 dinh trong huyét tuong va tac dung ha huyét ap tbi da tir 1 dén
3 gid sau khi udng thudc.
Phdn bé:
Trong méu thudc duqc gin véo protein vai ty 1€ 20- 40%. Clonidin tan trong lipid nén dugc
phén phdi vao hau hét cac to chuc trong co thé va c6 thé tich phan b6 2,1 kg nén vi¢c loai
bo clonidin ra khoi co thé bang thim tach mau s& khong hiéu qua. Trong co thé thudc dugc
tap trung nong dd cao nhét & than, gan, da day - rudt. Maic du dugc phan bd vao dich ndo
tuy nhung nong do trong ndo dat dugc rat thap. Clonidin di qua dugc hang rao nhau thai.
Clonidin bai tiét dugc vao sita, tuy nhién, thong tin vé anh hudng trén tré bi me chua day
du.

l=

~

=l

Chuyén héa:
Clonidin duqc chuyén héa chi yéu & gan tao ra 4 chét chuyén héa khong ¢6 hoat tinh.
Chét chuyén hoéa chinh 1a p-hydroxy-clonidin khong c¢6 hoat tinh. \/
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Thai tric:

Thubc duge thai trir chil yéu qua than dudi dang da chuyén hoéa hodc chua chuyén héa.
Thubc ¢6 chu ky gan rth O ngudi ¢6 chire nang than binh thudmg, thi gian ban thai cua
thudc dao dong tir 6 dén 24 gio.

Khoang 70% thubc du'qc thai trir qua than, cht yéu duéi dang khong ddi (40 - 60% lidu
dung). Khoang 20% liéu dung dugc thai trir qua phan.

Dugc dpng hoc 6 nhitng doz twong dic biét

Chua c6 thong tin rd rang vé anh huéng cua thirc in hodc ching tdc d6i véi duge dong hoc
cua thudc.

Suy than: Thén gian ban thai cta thubc ¢6 thé tiang c6 thé kéo dai tir 18 - 41 gid & ngudi suy
than. Do d6, cin phai diéu chinh liéu lugng cho ngudi suy thin ning.

CHI PINH:

Piéu tri téng huyét 4p nhe va vira, ding mdt minh hoac phdi hqp véi nhtmg thude chong
ting huyet ap khéc. Khong nén dung clonidin 1am thuéc hang diu dé diéu trj ting huyet ap.
La thubc hang thir hai dé lam giam nhimg tri¢u chimg cudmg giao cam ning khi cai nghién
céc chét dang thude phién hoac nicotin hodc rugu.

Dung dé chan dodn ting huyét ap do bcnh u té bao ua crom. Néu sau khi uong 0,3 mg
clomdm ma ndng 49 noradrenalin trong huyét tuong khong giam, thi c6 thé chén doén 1a ¢6
u té bao wa crom. Tru'émg hqp ndng o noradrenalin trong huyét tuong giam, thi c6 thé
chin do4n 1a cudng than kinh giao cam.

LIEU DUNG - CACH DUNG:

Cach dung:

Thubc ding dudng udng.

Lidu dung:

Tang huyét dp nhe hog_c viea:

Ngu-o'z Ién: Khéi ddu 75 meg (nira vién) x 2 - 3 1an/ ngdy. Tang dan liéu hang ngay thém
mdi nira vién cho dén khi kiém soét duogc huyet ép & mirc mong mubn. O nhtrng b¢nh nhén
dung clonidin don tr;, trong nhimg thang dau diéu tri c6 thé can ting dan llCI.l dén kh1 dat
duoc kiém soédt huyét ap téi wu. Diéu chinh liéu luqng timg budc mot dén liéu t6i da
khuyén céo 12 900 mcg/ ngéy Trong giai doan dau diéu tr;, tinh trang giir nudc 6 thé dugce
glam thiéu bing cich dung ddng thoi véi mot thude loi tiéu thiazdid.

Liéu duy tri: 150 meg dén 300 mcg x 3 1in/ ngay.

Nguéi cao tudi: Chua c6 thong tin cy thé vé viéc dung thuoc & ngudi cao tudi. Cac thir
nghiém 1am sang bao gbm ca nhimg bénh nhan trén 65 tudi va chua c6 tac dung khong
mong mudn cy thé nao & nhém tudi nay du'qc bao céo.

Truomg hop suy thdn: Liéu ding nén duogc diéu chinh:

- Thy theo dép img diéu tri ting huyet ap cua timg bénh nhén. Pap ing nay thay d6i nhiéu
& nhimg bénh nhan bj suy théan, can than trong theo dai.

- Tuy theo mirc do suy thdn ctia b¢nh nhan.

Cén theo doi cén than. Lugng clonidin bi loai bo khi thdm tach khong déang ké, do do,
khdng can dung thém clonidin sau khi thdm tach mau.

Tré em va tré vj thanh nién: Chua c6 thdng tin day du vé viéce sir dung clonidin cho tré em
vaxtré vi thanh nién dudi 18 tudi. Do d6, khong khuyén cdo dung clonidin cho tré duéi 18
tuoi.

Diéu tr’ triéu chimg trong cai nghién thudc phié
liéu tdi da 0 4 mg/ ngay, trong 3 - 4 tun.
Ngu'ng thubc:

Khi can ngimg diéu tri v6i clonidin, phai giam liéu dan dan trong vai ngay (3 - 5 ngay).
Trong trudng hqp nglmg thube qué nhanh nhu khi quén ubng thude, c6 thé xéy ra nhﬁ'ng
triéu chimg cai nghncn gdm danh tréng nguc, bdn chdn, tinh trang kich ddng, bdn chén vén
dong, va trong mot s6 trudmg hop c6 ting huyét 4p hdi img cao hon mirc huyét 4p ban dau

n hodc nicotin: 0,1 mg/ 1an, ngay 2 ln, t6i
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truée khi bit dau dleu tri. Kiéu tac dung khong mong mudn nay thuong thay chu yéu &
nguin c6 tang huyét ép rit ning, dang dugc diéu tri dong thoi voi nhimg thude chong tan
huyét 4p khéc. Vi thé thuoc chen beta va clonidin c6 thé gdy nhimg tic dung cai nghxcn bo
sung, khi ngimg thudc. Néu xuét hién nhimg triéu chimg nhu véy khi ngimg thudc, cin bit
dAu diéu tr1 lai v6i clonidin va ldn ngimg clonidin nay phai tir tir.

Khi ¢6 u té bao ua crdm, clonidin khdng c6 tac dung.

5. CHONG CHIi PINH:
Qua mén véi clonidin hydroclorid hodc véi bat ky thanh phén nao cua thudc.
Bénh nhén bi chdm nhip tim do hdi chimg suy nut xoang hoéc block nhi - thit 4% 2 hozc 3.

6. THAN TRONG VA CANH BAO:
Thén trong khi dung thudc cho nhimg bénh nhan Raynaud hodc céc bénh ly mach mau
ngoai vi khac. Nhu cic thudc diéu tri ting huyét ap khac, than trong khi ding clonidin bénh
mach mau ndo hoéc suy djng mach vanh.
Thén trong khi dung clonidin cho bénh nhan chdm nhip tim nhe dén trung binh nhu nhip
xoang cham, va bénh da day than kinh ‘hodc téo bon.
Cén theo ddi cén than bénh nhén cé tnen sir trdm cam khi diéu tri kéo dai voi clonidin vi da
¢6 béo céo con trdm cam tai phét khi uéng clomdm hydroclorid & mét s6 bénh nhan.
Nhu céc thudce diéu tri ting huyet ap khéc, can theo ddi dic biét cin thin khi diéu tri bAng
clonidin hydroclorid & b¢nh nhan suy tim.
Clonidin hydroclorid c¢6 thé khéng c6 hiéu qua khi diéu tri ting huyét 4p do u té bao ua
crom.
Clonidin va chét chuyen héa cua né duqc bai tiét chi yéu qua nudc tiéu. Phai diéu chinh
lidu tdy theo dap tmg diéu tri ting huyet ap cua tung bénh nhén. Pap tmg c6 thé bién dbi
nhiéu & bénh nhan suy than, do d6 can theo ddi can than. Do chi c6 mot luqng nho clonidin
bi lom b6 khi thdm tich mau, khong cén bd sung thém liéu clonidin sau khi tham tach.
Khuyén céo bénh nhan khong dugc ngimg thudc ma khong c6 y kién ctia bac s§.
Ngimg clonidin dgt ngdt, dac biét 1a bénh nhédn dung lidu cao, c6 thé gay ting huyét ap hdi
mg. Trong mdt vai truomg hqp, ngung clonidin dot ngdt c6 thé gay ra céc triéu chimg nhu
cing thing, kich dong, danh tréng nguc, bdn chdn, nhirc dau, run rdy di kém hoic theo sau
sy ting nhanh huyét 4p va ting nong d catecholamin trong huyet tuong. Céc tri¢u chimg &
bung ciing da dugc béo cdo. Nhimg phan img do ngimg thube nay c6 thé tang lén sau khi
dung clonidin lidu cao hon hoic tiép tuc sir dung ddng thoi véi thudc chen beta, do d6, can
dic bu;t than trong trong nhimng truong hop nay. Ba cé bdo cdo hiém gap bénh ndo ting
huyét ép, tai bién mach mau ndo va tir vong sau khi ngimg clonidin. Nén giam liéu tir tir
sau mdi 2 - 4 ngay khi ngung diéu trj véi clonidin dé tranh cac tri¢u chimg do ngung thude.
Téng huyét 4p qua mirc sau khi ngung diéu tri véi clonidin c6 thé duge diéu tri bing cach
tnep tuc dung clonidin hogc dung cac thudc chen beta giao cam.
Néu ngung dung thuoc & nhimg bénh nhan dang dung dong thoi clonidin va thudc chen
beta, nén ngung thudc chen beta vai ngay trude khi ngung tir tir clonidin.
Thén trong khi dung clonidin hydroclorid cho bénh nhén dung kinh 4p trong vi thudc c6 thé
gay glam tiét nudc mét.
Nén tiép tuc sir dung clonidin trong vong 4 gid sau phau thuét va tiép tuc cang sém cang tot
sau do. Cén theo doi huyét ap cén than trong khi phiu thuét va cé céc bién phap hd tro dé
kiém soét huyét ap.
Khong dung clonidin dé lam giam dau trong san khoa, sau khi de hoac xung quanh thoi
gian phiu thuat ho#c & nhimg ngudi khong on dinh vimg chiic vé huyét dong do khong thé
chju dyng huyét ap thip va nhip tim chim.
b c¢6 bao céo céc truong hop nghlem trong, bao gdm dot tir, xay ra khi dung dong thoi véi
mcthylphemdat An toan cua viéc phdi hop methylphenidat va clonidin chua dugc dénh gia
day du.
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TEPIRACE c6 chira lactose. Bénh nhén bi bénh di truyén hiém gip kém dung nap
galactose, thiéu hut Lapp lactase hodic rdi loan hédp thu glucose-galactose khong nén sir
dung.

Tré em: Khong khuyen cdo dung t.huoc cho tré em va tré vi thanh nién do thiéu thong tin vé
an toan va sir dung thudc & nhém tudi nay.

Pé xa tim tay tré em.

Sir dung cho phu ni¥ ¢6 thai va cho con bu:

Thoi ky mang thai

Clonidin qua dugc nhau thai va chua thdy nguy co vé di dang do dung clonidin trong thdi
ky thai nghén Tuy nhién, cho dén nay chua c6 nghlen ciru danh glé day du sy anh hudmg
cua thubc dén phy nir mang thai nén chi sir dl,mg thudc khi that cin thiét. Phai ding cdn
than thubc néy, vi cé kha néng gay tang huyét ap hdi img nghiém trong khi ngimg thude
dot ngdt. P6i véi tat ca nhimg thudc chong ting huyét ap sir dung trong th&i ky mang thai,
diéu quan trong la phai xem xét va bao vé luu lugng méu diy du dén nhau thai.

Thoi ky cho con bu

Clonidin dugc bai tiét qua sira. DA thiy c6 ha huyét 4p & tré nho bu sita me khi ngudi me
dung clonidin.

Anh hwéng cia thude dbi véi cong viée (ngudi van hanh may méc, ngudi dang 14i tau xe,
nguﬁn lam viéc trén cao va céc trudng hop khac): Thude c6 thé gdy ngu ga, chéng mit hoic
roi loan thi lyc. Phai hét sirc than trong khi lai xe hodc van hanh may moéc.

7. TUONG TAC CUA THUOC VOI CAC THUOC KHAC VA CAC LOAI TUONG
TAC KHAC:
Nhimng thudc chéng trdm cam ba vong a6i khé.ng v6i téc dung gy ha huyét dp cua clonidin
va lam tang nguy co cua d4p (mg tang huyét ap khi ngung clonidin djt ngdt. Phdi hop
thubc chéng trdm cam ba vong véi clonidin lam ting c4c biéu hién tén thuong gidc mac &
chudt.
Nhimg thude chen beta c6 thé lam ting kha ning chdm nhip tim & ngudi dang dung
clonidin va c6 thé 1am ting nguy co ting huyét ap hdi img ning khi ngimg thube, do d6
phai ngimg thudc chen beta trong it ngay (7 - 10 ngdy) truéc khi bat dau diéu tri véi
clonidin.
Vi clomdm gdy chdm nhip tlm va trc ché din truyén nhi thit nén phai hét strc than trong khi
phdi hop vé'l guanethidin, thuéc chen kénh calci, glycosid tim.
Nhimg thudc giam dau gdy ngu co thé lam tﬁng tac dung gy ha huyét ap cua clonidin.
Ethanol va barbiturat c6 thé lam téng sy trc ché hé than kinh trung uong.
Tiém ngoai mang cimg clonidin c6 thé kéo dai tic dung phong bé cam gidc va thin kinh
vén dong cua nhﬁng thubc gay té.
Clonidin c6 thé 1am ting tac dung cuia alcol va thube an than.
Clomdm cb tac dung hiép ddng véi cac thube diéu tri ting huyét ap khac nén khi phdi hop
can phél chinh lidu can thén.
Céc thudc chdng trAm cam ba vong va céc thude giam dau c6 dic tinh chen thy thé alpha c6
thé 1am giam tac dung diéu tri ting huyét 4p va lam tang thém tic dung gay ha huyét ap tu
thé cua clonidin.
Céc hop chit gy ting huyet ap hodc gdy gilr nuéc va ion natri (Na*), nhu thubc khéng
viém khong steroid, 6 thé lam giam hiéu qua diéu trj cua clomdm
Céac hop chét c6 dic tinh chen alphaz nhu mmazapm c6 thé 1am mét tac dung phu thudc
liéu cua clonidin thong qua trung gian thy thé alpha.
Béo cdo & mot sb bc;nh nhan trong tinh trang mé sang do rugu cho thiy tiém tinh mach lidu
cao clonidin c6 thé lam ting nguy co loan san thét phai (kéo dai khoang QT, rung thit) cua
liéu cao haloperidol tiém tmh mach. Méi quan hé nhdn qua va moi lién quan véi clonidin
dang vién nén ding dudng ubng chua duge thiét 1ap. 3\/
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Dung ddng thoi clonidin va thudc chen beta c6 thé gy ra hodc lam ning thém céc roi loan
mach méu ngoai vi.

8. TAC DUNG KHONG MONG MUON VA XU TRi:

Tuy theo dudng dung clonidin ma ty 1 céc tac dung khong mong mudn xay ra khac nhau

Ty 1€ cac tac dung khong mong muon gédp vén ty 1é cao nhét khi dung clonidin du(mg ubng.

Nhimg tac dyng khéng mong mudn chu yéu cia clonidin 12 khé miéng va an than (khoang
40%). C6 thé xay ra loan chirc ning sinh dyc. ba nhan xét thiy nhip tim cham rd rét & mdt

s0 trudng hop. Nhfmg tac dung khéng mong mudn ndy phu thuge vao liéu.

Nhimg phan tmg cai thudc da xay ra khi ngimg thudc dot ngot sau liéu phap dai han voi

clonidin & mét s6 nguodi b¢nh tang huyét 4p. Ciing c6 nguy co xdy ra ting huyét 4p hdi img

nghiém trong khi ngimg thube dot ngot.

Rat thuang gap, ADR 2> 1/1 0

Thén kinh: Chéng mit, an thén.

Tiéu héa: Khd mn;ng

Mach mau: Ha huyét ép tu thé dimg (chi sau khi khai ddu sir dung véi liéu cao).

Thu'ang gdp, 17100 < ADR < 1/1 0

Tam than: R6i loan gidc ngu, trdm cam.

Thén kinh: Nhirc dau.

Tiéu héa: T4o bén, budn ndn, ndn, dau tuyén nude bot.

Sinh san va tuyén via: R4i loan cwong duong.

Toan than: Mét mdi.

It gép, 1/1.000 < ADR < 1/100

Tam than: Ao giac, tri gidc hoang tudmg, 4 mong.

Than kinh: Dj cam.

Tim: Nhip chdm xoang.

Mach méu: Hién tugng Raynaud.

Da va mé dudi da: Ngira, phat ban, may day.

Toan than Suy nhugc.

Than - tiét niéu: Hay di tiéu dém.

Tiéu héa: Ia chay, thay d6i xét nghiém enzym danh gié chic ning gan mirc d§ nhe hodc

trung binh.

Hiém gap, 1/ 10.000 < ADR < 1/1.000

Noi tiét: Nix hoa tuyén vii.

Mit: Giam tiét nudc mét (than trong & nhimg ngudi deo kinh 4p trong).

Tim: Block nhi - thét, danh tréng nguc, con nhip tim nhanh hodc nhip tim cham.

Ho6 hép: Kho mili.

Da day - ruft: Téc rudt do liét.

Da va md dudi da: Rung téc.

Co - xuong va mo lién két: Pau co, dau khép, chudt rit.

Xét nghi¢m: Tang glucose huyét.

Rat hiém gap, ADR < 1/10.000

Tiéu héa: Pau tuyen mang tai.

Chuea rd tan sudt

Tim: thp tim cham

Mit: R01 loan diéu tiét.

Tam thin: Tinh trang 14 I4n, gidm ham muén tinh dyc.

Bdo cdo doi khi gip phai tac dung gilr nuéc khi bit dAu udng thudc. Tac dung nay thudng

thodng qua va co thé didu chinh bang thudc loi tiéu.

Béo cdo doi khi c6 bét thuong trong xét nghiém chirc ning gan, viém gan ciing da dugc

béo cdo.

Hudng dén cdch xir tri ADR:
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Nhimg thong s6 c?m theo ddi can than: Huyét ap do & tu thé dimg va ngdi/ nam ngura, tén
s6 va do sdu ho hdp, sy giam dau, trang thai tdm than, nhip tim chdm (c6 thé diéu trj bang
atropin).

Khi xay ra nhimg tic dung khéng mong mubn, c6 thé giam liéu luong thudc.

KPi ngimg thudc, phai gidm dén liéu trong mot tudn hozic l4u hon, dé tranh ting huyét 4p
hoi mg.

Khuyén cdo ngudi bénh khong dugc tyr y ngimg thudc.

9. QUA LIEU VA XU TRIi:

Nhimg trié¢u chimg qua liéu gdm: Nhip tim cham, {rc ché hé thin kinh trung uong, ha nhiét,
ia chay, trc ché hd hép, ngimg thd.

Viéc diéu tri chi yéu 12 dé h trg va chira triéu chimg. Sy ha huyét 4p thudng dap img véi
truyén dich tinh mach hodc dat ngudi bénh & tu thé Trendelenburg (chdu hong cao hon
d4u). C6 thé dung naloxon dé diéu trj sy trc ché hé than kinh trung wong va/ hoic ngat thd,
tiém tinh mach véi liéu 0,4 - 2 mg, tiém nhic lai tdy theo sy can thiét, hodc ding dudi dang
dung dich tiém truyén.

10. CAC DAU HIEU CAN LUU Y VA KHUYEN CAO:
Khong ding thudc qué lidu chi dinh.

Diéu kién bio quan: Noi kho rdo, tranh anh sang, nhiét 49 khong qua 30°C.
Han ding cia thudc: 36 thang ké tir ngay san xut.

11. TEN, PJA CHI VA BIEU TUQNG CUA CO SO SAN XUAT
San xuat tai:

DAVIPHARM

CONG TY CO PHAN DUQC PHAM PAT VI PHU

(DAVIPHARM) ,

L6 M7A, Pudng D17, Khu Cong nghiép My Phude 1, Phuong Théi Hoa, Thi xa Bén Cit,
Tinh Binh Duong, Viét Nam.

Tel: 0274.3567.687  Fax: 0274.3567.688

12. NGAY XEM XET SUA POI, CAP NHAT LAI NOI DUNG HUGNG DAN SU DUNG
THUOC:

,UQ. CUC TRUONG
RUONG PHONG §/

/ i'ngm/(fn Su Yy S éiny
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