https://trungtamthuoc.com/

MAU NHAN DANG KY MIBE By iy

{

1. Miu nhén vi
Ghi chu: 86 16 SX, Han dung dugc dap ndi trén vi.
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Rx - Thudc ban theo don

HUONG DAN SU’ DUNG THUOC CHO NGUON

1. Tén thubc: GELESTRA
2. Céc cdu khuybn cdo
« Doc ki hudng diin sir dyng tredre khi ding.
« D& xa thm tay tré em.
+ Thong béo ngay cho bac sT hodic dugc si nhirng téc dyng khdng mong mubn gép phai khi
sir dyng thudc.
« Thubc nay chi ding theo don cia béc sl.
3. Thanh phin, ham lugng cia thudc: MBI vién nén chira:

Hydrochlorothiazid ...............ccoceveiiniiinns 25,00 mg
Ta dugc: Vira di 1 vién nén (Lactose monohydrat, Avicel M101, Starch 1500, Acid stearic,
Magnesi stearat),
4. M6 ta san phdm

Vién nén ding dudmg ubng.

Vién nén, hinh thudn dai, mau trdng, canh va thanh vién lanh i4n.

5. Quy céch déng géi: Hop 3 vi x vi 10 vién.

6. Thubc ding cho bénh gi:

GELESTRA la thubc két hop cda hai hoat chét 14 captopril va hydrochlorothiazid.

Captopril thudc nhém thudc (rc enzym chuyén angiotensin. Céc thubce (rc enzym chuyén
angiotensin lam cac mach mau gidn va lam cho huyét ap ha xubng. Hydrochlorothiazid la thubc
Mﬁ&uﬂ‘nhﬁdﬁhﬁngMummmnmﬂunwﬂumg&nhglep.
Haim;tehltmGELESTRA&cdungwngnhnud&wﬂgi&n ép hon so véi néu ding
riéng le.

GELESTRA dugc ding aé didu tri huydt 4p cao (tang huyét ap vo can), ndu didu tri bing
captopril hodic hydrochlorothiazid riéng Ié khdng Al lam gidm huyét ap.

7. Nén ding thudc nay nhir thé nao va libu lugng:

Ludn lubn dung thubc chinh xac nhur bac sT hay dugrc sTda huéng dn & dat két qud tht nhét va
gidm nguy co clia cdc tac dyng phy. Hoi lgi bac s hodic dugc sT néu ban khdng chic chén.

Béc sl ké don GELESTRA vi diéu trj treéc ddy abi véi huyét ap cao khdng gidm huyét 4p phi

m.Bﬁcsh&MngbtochobﬁnhnhlndchchuﬂnﬁrdﬂummdoungGELESTR&
ding:

Lidu thudmg ding 14 1 vién GELESTRA mdt ngdy (twong (g vdi S50mg captopril va 25mg

hydrochlorothiazid). Lidu t8i da hang ngay 1 vién GELESTRA khdng dugc vugt qua.

Cach ding:

GELESTRA chi ding dudng ubng.

Vién thube co thé duge nudt véi mdt lugng aG chét 16ng (nhur: mdt ly nurdre). Bénh nhan co thé

ding GELESTRA c6 hoéic khdng cb thirc an. Bénh nhan nén cb gling ding thubc & cling thoi

glan clia mBi ngay, tbt hon 14 vao budi séng. Didu quan trong 14 bénh nhén tiép tuc ding

GELESTRA dén khi bac si thdng bao cho bénh nhan céch khac.
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cu: nhén djc bi¢t: néu bénh nhdin b bénh thdn vira, dai thao duding, hanhrmau-._._
hodc nuéc trong co thé it hom, bac si c6 thé ké don lbu GELESTRA Mfll:bnh‘ﬂh

nhln nhur % vién GELESTRA (tuong (mg véi 25mg captopril va 12,5mg hyd z Sl
Céc bynh nhan cao tudi: mamuﬁnmmsemsmmhm nhu A vién .
GELESTRA (twong (mg véi 25mg captopril va 12,5mg hydrochlorothiazid). 2\ S.P.M /;
Néu bdnh nhan cé &n tugng ring tac dyng cla GELESTRA l1a qua manh hodic qua'yéu, thdng
béo cho béc sT hojic dugce si. LA
8. Khi ndo khéng nén ding thube nay:
Khéng ding GELESTRA néu:

« Néu bénh nhén dj ing v&i ca hodic bit ky thudc trc ché enzym chuyén angiotensin
khac hodic bdt cimg thanh phan ndo cla thube.

« Néu bénh nhan dj img véi hydrochlorothiazid hodc bt ky dlin xudt sulphonamid khac.

« Néu bénh nhan da dugc didu tri trudre 36 bng mét thube cing nhém véi GELESTRA (cac
thudc (rc ché enzym chuyén angiotensin) va cé phdn (rng dj (rng gy sung tay, chan, mét
ca chén, mdi, wmmvﬁmnwmkmwtmwwmmmmﬂn
trong gia dinh cd phan ng tuong ty.

. N&ub‘nhnh&nodbenhganholcﬂtlnning(h&bécﬂnéubﬂﬂhnhlnoﬁmkymhnw
no).

+ Néu b&nh nhan co thai trén 3 thang.

« Néu bénh nhin bj bénh dai thao dudng hodc chirc nang than bj gidm va bénh nhan dugc
didu tri béng thudc ha huyét ap chira aliskiren.

9. Tdc dyng khéng mong muén:
Gibng nhu tht céd céc thube, thubc nay cb thé gdy cac tac dyng phy, du khdng phai tit cd ddu bi.

Ngl.‘mgdlimgGELESTRAVAﬂmw:hhnécyl&néubenhnhlnbibllkyucdungpm“u
m:zt.ywn mit c4 chan, mdl, luti vivhodic hong véi khé nudt hodic khoé thé, dau hong
hogc
Chéng mét ndng hodc ngét,
Dau byng nding
thunmlnhbﬂtmubnghoickwngd!u
Vang (da/mét vang),
Phan (mg da ddt ngdt khdng gidi thich dugc nhu phat ban, néng, da 83 hodic c6 vt tham.
Bén dudi trinh bdy cdc tac dung phu riéng biét theo thir ty mirc 69 nding gidm dugc quan sét vdi
captopril va/modic cac thude (rc ché enzym chuyén angiotensin khac; va cc tac dyng phy duoc
quan sét véi hydrochlorothiazid.
Céc tic dyng phy sau dugrc quan séat thudmng xuyén (xdy ra & trén 1/100 nhung dudi 1/10
mm;gumm‘cm&xgyuvmwnmm Crcdﬂwmdmyénlm' :
« Céc rbi logn gidc ng
« Gidm vi gidc, chéng miit, ho khan, ho kich (mg (khdng cé dém), cac van dé vé hd hip,
« Bubn ndn, ndn, kich (mg da day, dau byung, tiéu chay, tho bén, miéng khd, loét tibu hda,
« Céc vén 68 vé da nhu nglra va phét ban, ryng toc.
Céc tic dung phy khdng thurdmg xuyén sau durge quan sat (xdy ra & trén 1/1000 nhung dudi
1/100 bénh nhén), ching c6 thé xay ra v&i captopril va cac thubce (rc ché enzym chuyén
angiotensin:
« Chan én,
« Dau dhu, cam gidc bt thudrng & da (ndng va dau),
. thvlnd&vilimnhunhptrnnhambﬂﬂiu&nghohkh&qﬂu dau ngyc (dau thit
ngvc), dinh ngyc
. Huy&ttp nhoin&c&cngmuyhlgﬂm(hﬂchmgﬂmwd).dad&hﬂcnnh

. s:mgbtnuy mat, mi hodc Iudi,

A h
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« Dau ngur, mm gidc khong khde. /37 e\
Céc tac dyng phy hiém sau dugc quan st (xdy ra & dudi 1/1000 nhung trén 110000 ngudi) ¢
thé xdy ra v&ri captopril va cac thubc (rc ché enzym chuyén angiotensin khac: | >/ o puiy q

‘ m?rihm nhu dau migng va loét migng, :\&’:“ é)
+ Phédn (g dj (rng & dudng tidu héa gay dau byng nghiém trong (phi N4 4/

Y.re

« Bénh than, di tidu ting hodc gidm.

Céc tac dyng phy rét hiém sau duoc quan sat (xdy ra & dudi 1/10.000 ngudri bao gdm céc béo

cdo tach bigt) co thé xdy ra véi captopril va cac thubc (rc ché enzym chuyén angiotensin khéc:
+ Cac tac dyng phy dnh hudng 6én mau va cc thanh phin cla mau nhy:

> Tﬁéumau(s&mrwmdugmwwwmhauwhhwuwl.

° Wummlbmdumﬂnhwﬂgm tring, dau hong, st hodc chdy
méu (gidm bach cAu trung tinh, mét bach cdu hat, thiéu mau khdng tai tao),

o Khé ning mau ddng bi gidm (gidm tiéu clu) cb thé gay chiy mau hojic vét tham

tim,
. Linion.uhncim
« Dot quy, nglt,
« Nhin méd
« Dautim
+ Céc vin ¢& & ngyc (bao gdm:
o Khé thé hodic thé kho khé,
o MG bi nghet hodic chdy nudc, mdt dang viém phdi, gdy bdi nhirng thay 6bi vé méau
hodc bénh gdy ho, sbt, kho thé va thér kho khé),
Ludi sung, viém tuy (viém tyy o6 thé gdy dau da day),
Chire ndng gan bj gidm, bao gdm vang da va mit, va viém gan
Céc phén (ng da nghiém trong nhur:
o Céc phdn (rng dj irng gdy nglra va may day,
o Phét ban nghiém trong toan co thé (hgi chirng Stevens-Johnson)

o Phét ban dj img gy cic mang 85 cb thé khdng 84 & trung tdm cia mang (ban 6
da hinh),
° gﬂmdmuiadawlmhnng.
o Déda,
o Chudi phin (mg da co thé tao thanh cac mdng bong nuwréc (phén (mg dang
pemphigut),
o Viém da troc vy,
Pau céc co va cac khdp,
Bénh théan,
&ldm.smvﬁ&mgﬁ.

Nhimg thay adi vé cac gid trj kiém tra thi nghiém.
th:::w phy sau dugc quan sat véi hydrochlorothiazid, hoat chit thir hai cia GELESTRA
bao -
o Céc tuyén nudre bot sung, )
« Céc tac dyng phy dnh hudng dén méu va cac thanh phdn clia mau c6 thé gay:
Giam hiéu sudt lam viéc,
Mét,
Nhiém tring,
Dau hong hodic sét do thiéu bach clu,
Khé nang mau déng bj gidm c6 thé gdy chdy mau hodc vét tham tim

o 0 © 00
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o Mét cim gidc miéng (chan @n), dudmg trong nudre tidu, nh
vé céc thanh cla méau nhu duéng, acid uric (bénh gut),
mmuowmwmmmtu.

= Bbn chén, trdm cam, rbi logn gidc ngd *\

. Cim itcbllmutmgbda(eimglicdnrinnhukﬂnhb} chéng

. n d& vé& mét va thi lyc nhu ‘'vang mét va nhin m&, gidm thj
wﬁmummgmmmdp

Chénsrrult.

hjﬂﬂdp bénh tim nhu nhip tim khong déu,
hoan nhir viém mach mau bao gbm & da va céc co quan khéc (viém mach hogi

Bonhphémmupnhummmn&p
Kich ing da day, tiéu chay, tdo bén, viém tyy,
Vang da va mét,
Céc phdn (rng da nghiém trong nhur:

o Nhay cidm cla da véi 4nh séng,

o Phét ban,

o anhmmmummmnﬁhlnhmmmumpunumnnnu

us

o Phincmgdwngntynnhdavinﬂydty
phinunacrui

Coco,

Bénh than,

Sét, ybu.

Béo céo céc tic dung phy

Néu bj bt ky tac dung phy nao, bénh nhan cin thdng bao cho bac si, dugc s hodc y ta. Didu
nay bao gdm bét ky tac dung phy nao duoc liét ké & trén,
B&lavi&cbﬁouoctcucdungphuw gidp cung cAp thém thong tin vé an toan cla
thudc nay.
‘ll:l.l'llntrinhdtngthu&:hoknhungmwphlmglkhldlngu)dunnﬂuﬂcniy:

Théng bao cho béac s hodic dugc si ndu dang, da ding gin ddy hodc c6 thé ding bt ky thudc
ndo khac.

11. Cdn 1am gi khi mdt 1dn quén dung thude:

Néu tinh c&r quén mdt lidu hang ngay, chi ding liéu ké tiép nhur dugc ké don. Khong dung ligu
gdp a5i 3é bl cho lidu A3 quén.

Néu biit ky cau hdi ndo vé viéc ding thudc nay, hdi bac sT hodic dugc si.

12. Cén bédo quan thubc nay nhur thé nao:

Thubc cin duge bdo quan noi khd thodng, tranh anh sang, nhiét dd dudi 30°C.

13. Nhirng ddu higu va triu chimg khi dang thube qud lidu:

Sy tidu tién tang, mét can biing dién gidi, ha huyét p ndng, mét ¥ thirc (bao gdm hdn mé), co
gidt, &t nhe, loan nhip tim, nhip tim chm va suy than.

Néu mdt ngudi diing qua nhiu thudc va bi ngét, d&t ngudi d6 néing nghi véri phdin ban chan cao
hon dau cla ngudi d6.

14. Cdn phai lam gi khi ding thubc qua lidu khuyén céo:

Néu bénh nhén tinh & ding qué nhiéu thubc, hodic mdt ddra tré nudt nhidu thude, di kham bac s
ngay Mp tire. Mang theo hdp thudc ring hodic bt ky vién thube ndo con lai theo khi di kham bac
sl.



15. Nhirng didu cdn thin trong khi ding thube nay:

Théng
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béo cho béic sT hodc duge s truére khi ding GELESTRA:
Néu bénh nhan bj ndn hodc tiéu chay qua murc.

Néu bénh nhén dang & ché 40 an kibng mudi thdp va bénh nhan du
mudi hodc ché phdm bd sung chira kali,

Néu bénh nhin c6 bit ky bénh gan hodc thdn nao (hdi bac si ndu cd nao).
Néu bénh nhan biét riing bénh nhan cb tudin hodn méau bj gidm & co tim hodc hep ddng
mach chd hodc hep ddng mach than.

Néu bénh nhan bj séc sau suy tim (sbc lién quan dén tim).

Né&u bénh nhan bj 64i théo ;

GELESTRA c6 thé anh hudng dén hiéu qua cla insulin hodic cac thubc tri dai thao dudng
khac. Vui 1dng hi bac s7 6é duoc tu vin.

Néu bénh nhan dang thim tach mau.

C6 mdt b bao cao vé cac phin (rng dang dj (rng khi bénh nhan ding cac thudc nhur
GELESTRA khi dang thdm tach mau bing mang tham tach xac dinh [clng dugc goi la
méng thdm tach mau téc 4 cao hodic truyén trér ki lipoprotein ti trong thip (LDL)-véi sy
thdp thu dextran sulphat). Thong bao cho bac si trudre khi didu trj thdm phén mau tiép
theo

Néu bénh nhén cé didu trj gidi min cho cac vét dbt cla ong vo vé hodc ong.
cawdmmﬂucpunamn ng dj (ng khi bénh nhén ding céc thubc nhu
GELESTRA trong khi diéu trj giai man, bao cho béc sT trudrc khi didu trj.

Néu bé&nh nhén bj lupus hodc céc rdi logn gidng lupus.

Néu bdnh nhédn c6 thay ddi vé thi lyc hodic dau & ca 2 mét trong khi ding GELESTRA.
Ddy co thé 1a ddu hiéu bénh nhan dang phat tridn glo-com, ap sudt trong mét tang. Bénh
nhan nén ngimg dibu trj GELESTRA va tim sy chdm séc y té.

Néu bgnh nhan dang di ky thubc nao sau ¢é didu trj 4p cao:

o Thubc chen thy thé angiotensin Il (cling dugc biét 1a cac sartan - nhu valsartan,
telmisartan, irbesartan), ddc biét néu bénh nhan bj bénh than lién quan 6én tidu
m.

o Aliskiren,

Béc si cd thé kidm tra chirc néing than cda b&nh nhéan, huyét dp, va lugng chit dién gidi
(nhur kali) trong méu & cac khodng thei gian thurdmg 18,

Bé&nh nhan phai théng bao cho bac si ndu bénh nhéan nghi 14 (hodc c6 thé) cb thai. GELESTRA
khéng dugc khuyén cao & théi ky ddu mang thai, va phai khdng dugc ding néu 3 mang thai
trén 3 thang, vi thubc co thé gay hai ning cho em bé néu dugc ding & giai doan nay.

Céc thubc chira lithi khdng dugc diing chung véi GELESTRA khdng cé sy theo ddi chit ché cla

bac sl.

Néu phat trién mdt trong céc tac dung sau, di kham béc si ngay 9p tirc:
« Sung tay, chan, mit ca chan, méat, mdi, ludi va/modc hong cb khd nudt hodc khé the,

-

- " 8 ® =

B4t ky déu higu ndo vé nhiém tring (nhu dau hong hodc sbt) khdng siin sang dap Ung voi
bdt ky dibu tri nao,

Chéng mt ndng hodc ngét,

Dau byng nghiém trong,

Nhip tim nhanh bét thuding hodc khing déu,

vang (da/mét vang),

Phal ban hodc nong da ddt ngdt, khdng gidi thich dugc, da dé hodic xanh xam.

Vui long théng bao cho nhimg ngui sau riing bénh nhan ding GELESTRA:
« Nhan vién y té, dac biét 1A bac sT gdy mé (néu bénh nhdn cé cudc phiu thudt) néu bénh

nhan nhép vién.
Nha si truée khi bénh nhan dugc gy mé cho mét quy trinh nha khoa.
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Néu bénh nhan dang ding GELESTRA trong in ddu bénh nhan cdm thiy chéng miat trong
gian ngdn va c6 33t bénh nhin ngdi hodc ndm. Didu nay khéng chic xdy ra khi mnalm‘\
thubc déu din. Néu bénh nhan lo léng, di kham béc sl E !
Thubc chira hydrochlorothiazid c6 thé tao két qua duong tinh trong xét nghiém
Tré em vé thanh thiéu nién
GELESTRA khdng dugc cho tré em va thanh thidu nién (< 18 tudi) ding.
Céc thubc khac va GELESTRA: -
Théng bao cho bac sT hodc durgc T biét ndu bénh nhan dang ding, gin ddy cé ding hodic cb thé
ding bt ky thube nao khac, bao gdm céc thube khdng dugc ké trong don.
%mmmmmmmmmmm.mmmmmhoacbanhmngvimmoou
ting ap.
Diéu nay dajc biét thyre hién néu bénh nhan cing dang ding
« Mt s8 thubc gidm dau cling duoc goi 1 ‘cac thube khang viém' (nhu indomethacin,

ibuprofen),
Lithi (dé diéu tri cac rbi loan tam thén),
Carbenoxolon (3é didu tri loét da day),
Céc corticosteroid, corticotrophin (ACTH),
Mot s thudc nhudn W
Céc thubc tiém khang (amphotericin),
Céc thubc giin co (dugce cho ding IGe phiu thudt),
Nhya choles in, colestipol (dé ha cholesterol méu),
Allopurinol (6 didu trj gat)
Procainamid va digoxin hodc cac glycosid tim khac (mach khéng déu),
thmu&mubcltlmhﬂnﬂbtoM&c&cw&mﬂndch(nhummbprhvtqcbplmphmm.
Cac i calci,
Cac ché phdm bd sung kali hodic cac chit thay thé mubi chira kali, cac thubce lgi tidu (dac
m?hcmuéckhémgiynﬁm).uichuﬁckh&coﬁﬂlﬁnﬂnghitmgmth&[nhu
),
. Cécthu&chnhuyﬂ:xubkmdchumgﬂnmadﬂnhumhnﬂdi).
« Carbamazepin (& diéu tri ddng kinh)
« Céc thubc dung d& didu tri dai thao duwdng (insulin va cac thubc tri dai thao dudmg ding
duitrng ubng nhu sulphonyl ureas),
« Céc thubc dugc ding dé dibu tri cac bénh tdm than va chéng trdm cam,
« Hodc cac dibu trj khac dbi véi huyét dp cao.
Béc si 6 thé cin thay ddi lidu va/hodc thyc hién céc thén trong khac:
Néu bénh nhan dang ding
« MOt thubc chen thy thé angiotensin Il hojic aliskiren.
Mang thai va cho con ba:
Mang thai
Bénh nhan phai thdng bao cho bac i ndu nghi 14 c6 (hodc cé thé cd) thai. Bac si thudng tu vén
dmb.rﬂmh.nrximgdimGELEsmmmmidhiMhdmmmﬁtWMnm
c6 thai va sé tu vdn cho bénh nhin ding cac thube khic thay vi GELESTRA.
GELESTRA khéng dugc khuyén céo sudt qua trinh mang thai, va phai khdng dugc ding
khi mang thai trén 3 thang, vi thubc co thé gay hai niing cho em bé néu ding sau khi mang thai 3

Cho con bd
Thdng bado cho bac s néu bénh nhén dang cho con bii hodic vé viéc bat ddu cho con bu.
GELESTRA khéng dugc khuyén céo cho ngudi me cho con bu.
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Céng ty Cé Phdn S.P.M Hwéng din sir dung thube cho ngudi bénh Trang 7/ 7

Lai xe va sir dung may méc:

Thén trong Ia can thiét khi l4i xe hodc v&n hanh may méc néu céc tac dung phy xay ra nhu chéng
mat, hoa mét hodc mét. Didu nay dac biét liu y lic bat ddu diéu trj, khi thay ddi liéu hodc néu
bénh nhan diing bt ky loai regu nao.

GELESTRA chira lactose monohydrat. Néu bénh nhan dugc béc sTthéng bao khdng dung nap
vé&i dudng, di kham béc si truére khi ding thube nay.

16. Khi nao cin tham vén bac si, dwoc si:

Tim i khuyén tir bac si hay dugc si truée khi dung thube nay.

17. Han diing cda thudc: 36 thang ké tir ngay sdn xuét.

18. Tén, dja chi, bidu treng (néu cé) clia co s& san xuét:

ﬁ CONG TY CO PHAN S.P.M (S.P.M CORPORATION)
SPMm ww.spm.com.yvn

L6 51, Dudng sb 2, KCN Téan Tao, P. Tan Tao A, Q. Binh Tan, Tp. HCM
PT: (08) 37507496 Fax: (08) 38771010

19. Ngay xem xét, sira ddi, cip nhét lai ndi dung hwéng dén sir dung thube: 17/01/2017.




