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1. Thanh phan

Thanh phan: Hoat chat Acetazolamide c6 ham luong 250 mg.

Nhém thude: thude loi ticu.

Dang bao ché: Vién nén.

2. Tac dung - Chi dinh ciia thudc Acetazolamid Pharmedic

Tac dung ciia thudc Acetazolamid Pharmedic

Tac dung cua Acetazolamid: 1a chit rc ché CA (carbonic anhydrase). Uc ché
enzym nay lam gidm tao thanh ion H+ va CO3- tu CO2 va H20 tu d6 lam
giam kha ning clia cic ion ndy trong qua trinh vdn chuyén tich
cuc. Acetazolamid lam giam san xut thuy dich, tir d6 lam ha nhén ap.

Poi twong sir dung thudc Acetazolamid Pharmedic

Thudc Acetazolamid Pharmedic duoc dung trong:

Diéu tri Glocom goc déng, Glocom gdc mé.

Diéu tri tridu ching cho bénh nhdn gip tinh trang cao nhin 4p, ting ndng do
anhydrid carbonic mau.



Diéu tri triéu chirng cho bénh nhan gap tinh trang dong kinh loai nhe, bénh
dong kinh nguyén nhan do bi kinh nguyét hay hau chan thuong.

3. Li¢u dung - Cach dung ciia thudc Acetazolamid Pharmedic

Liéu dung thudc Acetazolamid Pharmedic

Liéu dung diéu tri cho bénh nhan ngudi trudong thanh: mdi ngay udng tir 1 d&én
2 vién.

Liéu dung diéu tri cho tré trén 5 tudi: mdi ngay udng tir 5 &én 10 mg twong Ung
v6i 1 kg can ning hoic theo sy huéng dan cu thé tir bac si.

Cach dung thudc Acetazolamid Pharmedic hiéu qua

Thudc Acetazolamid dugc bao ché dang vién nén nén bénh nhan dugc su
dung bang duong udng dé dat duoc hiéu qua diéu tri cao nhat.

C6 thé udng thudc Acetazolamid Pharmedic kém hodc khong kém thirc an.

Khi uéng thudc, bénh nhan can uéng thudc voi nude dun soi dé nguoi, khi
udng nén udng ca vién, khong nén nghién hoic bé vién thude.

4. Chong chi dinh

Bénh nhéan vui long khong st dung thude Acetazolamid 250mg cho cac
truong hgp man cam véi bat cir thanh phan nao cia thude.

Chédng chi dinh dung thubc cho cac ddi twong phu nir dang mang thai.

Chéng chi dinh dung thudc cho cac dbi tuong ngudi nhay cam voi sulfamid
cling nhu dan xuit cta no.

Khéng dung thudc nay cho bénh nhan suy giam chirc ning gan, chirc ning than
hay tuyén thuong than nghiém trong.

Khong dung cho nguoi nhiém acid do ting clor mau.

Khong dung thube nay cho bénh nhan tién st bi bénh soi than.

5. Tac dung phu

Bén canh cac tac dung cua thudc, nguoi bénh khi diéu tri béng Acetazolamid
Pharmedic ciing co6 thé gap phai mot s6 tac dung khong mong muén:

Tac dung phu trén hé mau: giam nong Kali mau c6 kém theo tinh trang nhiém
toan chuyén hoa, dai thao dudng, ting acid uric mau va con gout cap tinh.

Tac dung phu trén hé tiét niéu: c6 soi ¢ than,...

Trén hé tiéu hoa: budn ndn, ndn, chan an, mét moi,...

Trong qua trinh diéu tri bénh, néu nguoi bénh nhan thay xut hién bét cr dau
hiéu bat thuong nao nghi ngo rang do sir dung thubc Acetazolamid 250mg thi
bénh nhan can xin y kién cua duoc si hodc bac si diéu trj dé c6 thé xu tri kip
thoi va chinh x4c.

6. Twong tac

Khi Acetazolamid 250 dugc hap thu vao co thé, thudc co thé xay ra twong tac
v6i mot sb thude hodc thue phém chtrc nang khéc nhu:

Corticosteroid do nguy co ha Kali mau tram trong trén bénh nhan.



Amphetamin, Mecamylamin, khang Acetylcholin, Quinidin do lam tang tac
dung khong mong mudn cua ching khi dung cing.

Céc thude diéu tri dai thio dudng do nguy co dudng huyét ting do thude lam
giam hodc mét tac dung cua cac thudc chong ting dudng huyét.

Barbiturat, Carbamzepin, Phenytoin do nguy co gay loang xuong cho bénh
nhan.

Bénh nhan cin nhanh chong va kip thoi thong bao cho bac si hodc dugc si tu
van cac thudc hodc thirc pham chitc ning dang dung tai thoi diém hién tai dé
tranh nguy co c6 kha ning xay ra cac tuong tac thudc ngoai y mudn.

7. Luu y khi sir dung va bao quan

Luwu y va thin trong

Nguoi bénh khi sir dung thude can cht ¥ mét sé trudng hop nhu sau:

Than trong khi dung Acetazolamid cho nhiing ngudi cao tudi.

Can can nhac ki ludng khi diéu tri bang thubc cho bénh nhén bi dai thao duong.
Can nhéc ki ludng khi diéu tri bang thubc cho bénh nhan bi bénh nhiém acid
bao gdm nhiém toan chuyén hoa.

Str dung dung liéu hodc theo su chi dan cua bac si dé dat hiéu qua cao nhét.
Khong dugce ty y didu chinh lidu dé day nhanh thoi gian tri bénh khi chua c6 su
dong y cua béac si diéu tri.

Pé xa tim véi clia tré em, tranh viée tré co kha nang udng phai thudc ma khong
hay biét.

Bénh nhan can phai xin y kién cua bac si diéu tri bénh trudc khi ngimg thude
tranh ngirng dot ngot hodc ngurng tuy tién.

Luwu y sir dung trén phu nitr mang thai va ba me cho con bu

Khong dung thudc Acetazolamid Pharmedic cho phy nir mang thai va cho con
bu.

Bao quan

Bao quan thudc ¢ noi kho rao, thodng mat, c6 do am vira phai. Khong dé thude
& noi nhiét 46 cao hoic dd 4m cao.

Kiém tra han sir dung dé dam bao thudc van con kha nang su dung duoc, tranh
truong hop dung thudc qua han s& sinh ra doc té gay nguy hiém cho ngudi
dung.

8. Tai li¢éu tham khao:
T& huéng dan st dung thude
Dugc Thu Qudc Gia Viét Nam
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DE XA TAM TAY CUA TRE EM.
POC KY HUONG DAN SU DUNG TRUGC KHI DUNG.
NEU CAN THEM THONG TIN, XIN HOI Y KIEN BAC SI.
THONG BAO NGAY CHO BAC STHOAC DUQC STNHUNG TAC DUNG
KHONG MONG MUGN GAP PHAI KHI SU DUNG THUOC.

. Thanh phén céng thiic thudc
- Thanh phan hoat chat:
Acetazolamid ......ccuee R PR R RRNE LD 20U RN SRR DAL BRI 0 250 mg
- Thanh phén ta dugc: Lactose, tinh bt ngd, avicel, povidon, talc, magnesi carbonat,

magnesi stearat, natri starch glycolat, docusat natri vita dt 1 vién nén.
2. Dang bao ché

-

+

Vién nén tron mau trdng, hai mat khum, mét mat c¢é khac chit “P", mat kia cé réanh chit

thap, khéng mui, vi hoi déng.

3. Chi dinh

- Glécom géc md (khdng sung huyét, don thudn man tinh) diéu tri ngdn ngay cung cac
thudc co déng tlf trudc khi phau thuat; glécdém géc déng cép (géc hep, tac); glécom thu
phatdo duc thuy tinh thé hoac tiéu thé thuy tinh.

- Kéthgp véi cac thudc khac d8 diéu trj dong kinh con nhd chil y&u véi tré em va ngudi tré tudi.

4.Céach dungva Liéudiing
Ngudildn:

- Chéng glécom:

« Glécom géc md: liéu dau tién udng 1 vién/ I4n, 1 - 4 1dn/ ngay. Liéu duy tr tuy theo dap
ing clia ngudibénh, thudng liéu thap hon 1a dd.

»  Glocom thir phatva trude khi phau thuat: uéng 1 vién cach nhau 4 gid/1an.

- Chéng co giat (dong kinh):

« Ngugilén: 1 -4 vién/ngay, chialam nhiéu lan.

« Tréem:8-30mg/kg/ngay, chianhiéuldn, khéng vugtqua 750 mg/ ngay.

5.Chéngchidinh

—- Qué man vdi sulfonamid ho#c vdi bét ky thanh phan nao cla thudc.

- Suygan, suy thdn nang, bénh Addison. : e

~ Nhiém acid do than, tang clor mau vé can.

- Giam natriva kali huyé&t, m&t can bang dién giai khac.

- Diéutridaingay glécém goéc ddng man tinh hoac sung huyét.

6. Canh bdao va than trong khi dung thudc

- Y tudngva hanh vity tif da dugc bao céo & nhiing bénh nhan diéu tri véi cac thudc chdng
ddng kinh trong mét vai chi dinh. Phan tich tdng hgp céc thif nghiém ddi ching gia dugc
ngau nhién clia cac thudc ch8ng ddng kinh da cho thdy nguy cd gia tang nho clia y tudng
va hanh vi ty tii. Cd ché nguy co nay la khéng dugc biét va céc di liéu c6 sdn khdng loai
trit kha nang tang nguy cd cho Acetazolamid. Do dé, ngudi bénh can dugc theo doi cac
dédu higu clia y tudng va hanh vi ty tiva viéc diéu trithich hgp can dugc xem xét. Bénh
nhan (va nhitng ngudi cham séc bénh nhan) can dugc tu van dé phathién ddu hiéu cliay
tudng hodc hanh vity tif xuat hién.

- T&ngliéukhdnglam tang bainiéu va cé thé lam tang ty 1& buén ngl va/ hodc dicam.

- Tang liéu thudng d&n dén gidm bai niéu.Tuy nhién, trong nhiing trudng hgp nhat dinh,
liu Iugng rat I6n da dugc dung két hgp vdi cac thude Igi tiéu khac d& dam bao Igi ti€u
trong viéc kho chita tri.

- Khiké toa acetazolamid cho diéu tri lau dai, than trong la viéc can thiét. Bénh nhan cén
dudgc thdng bao dé bao cdo bat ky hién tugng phat ban da khac thuéng. Xét nghiém dém
té bao mau dinh ky va do céc chat dién giai dugc yéu cdu. Tl vong da xay ra, mac du
hiém, do phan (ing nghiém trong véi sulfonamid. Phat hién sy gidm nhanh Iugng t€ bao
mau hay sy xudt hién cta biéu hién da nhiém déc phai ngliing ngay lap tic diéu trj
acetazolamid.

- O nhitng bénh nhan tic nghén phdi hoac khi phé thling, gay thong khi phdi suy yéu, ding
acetazolamid c6 thé 1am nang thém nhiém toan va néu dung phai dung mét cach than
trong.

- Bénhnhancétiénsl sdithan,can cannhéc Igiich sovéinguy cokéttla sdithém.

- Nhitng bénh nhan c6 van dé di truyén hiém gép khéng dung nap galactose, thi€u lactase
hodc kém hép thu glucose-galactose khéng nén dung thuéc nay vi thuéec cé chda

lactose. -

.St dung thuéc cho phu nii c6 thaiva chocon bu

- Phuy nit mang thai: acetazolamid da dugc bao céo la gay quai thai va phoi & chudt va thd
Vi liéu udng hoac tiém qua mudi l&n so véi liéu dé nghi dung cho con ngudi. Mac du
khang c6 bang chiing vé nhiing tac déng trong con ngudi, nhung chua cé nghién citu ddy
dl va cé kiém soat & phy nit mang thai, vi vay, khéng nén dung acetazolamid & phy nif
mang thai, d4c biétla trong 3 thang dau cta thaiky.

~  Phu nil cho con bu: acetazolamid da dugc phat hién c6 ndng do thap trong siia clia phu

~
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nit dang cho con bl da ding Acetazolamid. M&c du khdng chéc diéu nay sé dan dén
nhiing tac dung c6 hai & tré bu me, van phai than trong déc biét khi dung acetazolamid
cho phu nif dang cho con bu.

8. Anh hudng cia thuéc 18n kha nang l4i xe va van hanh may méc

- Tangliéukhéng lam tang bainiéu nhung c6 thé lam tang ty 18 buén ngti va / hodc dj cam.
it gap hon, mét méi, chéng mat va mat diéu hoa da dugc béo cao. M4t dinh huéng da
dugc quan sat @ mot vai bénh nhan bj phu né do xo gan. Nhiing truéng hgp trén can dugc
theo doi chatché. Can thithoang qua ciing da dugc béo céo.

- Nhing tinh trang trén giam dan khi giam liéu hoac ngting thudc.

9. Tuong tac cua thudc:

- Dung déng thai véi corticosteroid cé thé gay ha kali huyét nang.

- Tacdungdiéu triva/ hoic tac dung khéng mong mudn clia amphetamin, chat khang tiét
acetylcholin, mecamylamin, quinidin c6 thé tang Ién ho&c kéo dai khi sif dung déng thai
vdiacetazolamid.

- Dung déng thdi véi cac thudc tri dai thdo dudng, sy dap ing ha dudng huyét cé thé bi
giam.

- Dung déng thdi véi barbiturat, carbamazepin, phenytoin, pirimidon cé thé gay loang
xuong.

- Dungddng thdiglycosid digitalis cé thé lam tang doc tinh clia digitalis va ha kali huyét.

- Dungddng thaivdisalicylat liéu cao ¢ nguy co ngd dc salicylat tang.

— Do tang pH clia nudc ti8u & 8ng than, acetazolamid lam gidm sy bai tiét nudc tiéu clia
amphetamin va quinidin va do dé cé thé lam tang cudng dé va thdi gian tac dung clia
amphetamin va tdng tac dung clia quinidin.

- Ciclosporin: Acetazolamid c6 thé lam tang ndng dé ciclosporin.

~  Methenamin: Acetazolamid c6 thé ngin chan tac dung khang khudn nudc tiéu clia
methenamin.

~  Lithi: Acetazolamid lam tang thai trif lithi va néng dé lithi trong méu c6 thé bi giam.

- Natri bicarbonat: Acetazolamid va natri bicarbonat diing déng thdi lam tdng nguy cd tao
soithan.

10. Tuong ky ctia thuéc: Do khéng c6 cac nghién clu vé tinh tuong ky clia thudc, khéng tron
1&n thudc nay véi cac thudc khac.

11. Tac dung khéng mong muén cta thuéc

—  Thudng gap mét mdi, hoa mat, chan an, thay ddi vi giac, nhidm acid chuyén héa.

- Itgapsét, ngta, djcam, trdm cam, bai tiét acid uric gidm trong nudc tiéu, bénh gut cé thé
nang|én, gidm kali mau tam thdi, ddira tinh thé, sdi than, giam tinh duc.

- Hiém g&p thiéu méau khong tai tao, giam ti€u cau, gidm bach cau hat, loan tao mau, ngoai
ban, hoai tif biéu bi, héng ban da dang, hdi ching Stevens-Johnson, ram l6ng.

12. Qua liéu va cach xd tri
Qua liéu: Khéng c6 dif liéu vé st dung thudc qué liéu, khdng dung qua liéu chi dinh cla
thudc.

- Céch xirtri: Khéng cé thudc giai doc dac hiéu. Dung bién phap hé trg diéu chinh chat
dién giaiva can bing chat dién giai. Cham séc hé trg, duy tri d nudc.

- 13.Pactinhdugc luc hoc

- Nhém dugc ly: Thuéc chdng glécom.

- MaATC: SO1ECO1

—  Acetazolamid Ia chat tic ché carbonic anhydrase. Uc ché enzym nay lam gidm tao thanh
ion hydrogen va bicarbonat tif carbon dioxyd va nudc, lam gidm kha nang s@n c6 nhiing
ion nay diing trong qua trinh van chuyén tich cuc. Acetazolamid lam ha nhan &p béng
céch lam gidm san xuét thuy dich t6i 50 - 60 %. Ca ché chua dugc hoan toan biét ro
nhung c6 I8 lién quan dén giam néng dé ion bicarbonat trong cac dich & mat. Tac dung
toan chuyén hoa dugc 4p dung dé diéu tri dong kinh.

14.Pactinh dugc déng hoc
Sau khi udng, acetazolamid dugc h&p thu nhanh va hoan toan qua dudng tiéu hoa, ndng
do dinh trong huyét tuong dat dugc trong khoang 2 gid. Thdi gian ban thai khoang 3 - 6
gi&. Thudc lién k&t manh véi enzym carbonnic anhydrase va dat néng do cao 8 mod c6
chda enzym nay. Thudc lién két véi protein huyét tudng cao. Thudc dao thai qua than
dudidang khong déi.

15. Quy cach déng g6i: Hop 10 vi x 10 vién nén.

16. Diéu kién bao quan: O nhiét do khong qué 30°C.

17. Han dung: 36 thang ké tif ngay san xuét.

18. Tiéu chudn chét lugng clia thuéc: TCCS

19.Tén, diachiclacosd san xuatthudc

CONG TY 06 PHAN pugc PHAM DUQC LIEU PHARMEDIC
m 367 Nguyén Trai, Q. 1, TP. HCM, Viét Nam.
San xuét tai nha may GMP - WHO
1/67 Nguyén Van Quéa, Quan 12, TP. HCM, Viét Nam.
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