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THANH PHAN; TIEU CHUAN AP DUNG: TCCS

Rifampicin 150mg BAO QUAN: Noi kh6, trénh anh séng,

isoniazid 100mg nhigt 49 khong qu4 30°C.

Ta duge vd 1 vign. Dé xa thm tay tré em.

cumcmmcummm. Boc ki hudng din sir dyung trieée khi

CACH DUNG VA CAC THONG TIN KHAC: diing.

Xem 1 huong din sir dung kém theo.
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BOX OF 3 BLISTERS x 12 COATED TABLETS

STANDARD: Manufacturer’s standard
Rifampicin. 150mg STORAGE: Store in dry place, protected
Isoniazid. 100mg from light, temperature not exceed 30°C.
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THANH PHAN: TIBU CHUAN AP DYNG: TCCS
Rifampicin. 150mg BAO QUAN: Noi khs, trénh dnh séng,
I 100mg nhiét 89 kiong qua 30°C,

RE T2 S 1 vign, 04 xa thm tay 1ré em.
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CACH DUNG VA CAC THONG TIN KHAC- dimg.

Xem t& hudng din sir dyng kém thea.

TURE

HOP 10 Vi X 12 Vil MEN BAO PHIM




MAU NHAN Vi XIN PANG KY

W, amPC
~ (URBE
i TV

100ma -

450ma
e Looma
- M5 P

86 16 sx, han dung:

dip ndi trén vi

S

v/ CONGTY
" cO PHAN
| DUGC PHAM

PHO TONG GIAM DBC

THSDE: . qupn G G i

ACGPDP NAM HA o

I R |



TG HUGNG DAN SU DUNG THUOHC
PE XA ‘TAM TAY TRE EM
DOC KY HUONG DAN SU DUNG TRUOC KHI DUNG
NEU CAN THEM THONG TIN XIN HOI Y KIEN BAC SI

TURBE

THANH PHAN:
Rifampicin 150 mg
Isoniazid 100 mg
Ta dugc vira du 1 vién

T4 dugc gom: Cross camellose, Avicel, PVP K30, Magnesi stearat, Talc, Titan dioxyd, HPMC,
PEG 6000, Indigo carmin, Carmoisine.

DANG BAO CHE: Vién nén bao phim
QUY CACH PONG GOI: Hop 3 vi x 12 vién, hop 10 vi x 12 vién.

DUQC LUC HOC:
Rifampicin: Rifampicin 12 din chét khdng sinh bdn téng hop cla Rifampicin B.
Rifdmpic,in ¢6 hoat tinh véi cdc vi khudn thuoc i.hfmb Mycobacterium dic biét 1a vi khuin lao,

phong va Mycobacterium khic nhu M. bovis, M. avium. Néng do t6i thiéu tic ché déi véi vi
khudn lao 12 0,1 — 2,0mcg/ml.
Ngoai ra Rifampicin khong khang chéo véi cic khdng sinh v cdc thuéc tri lao khéc.
Rifampicin ttc ché hoat tinh enzym téng hop RNA phu thuéc DNA ciia vi khudn
Mycobacterium va céac vi khudn khic bing cch tao phitc bén viing thuéc — enzym

Isoniazid: Isoniazid 12 mot trong nhitng thudc héa hoc déu tién dugc chon trong diéu tri
lao. Thuéc dac hiéu cao, c6 tdc dung chéng lai Mycobacterium tuberculosis va céc
Mycobacterium khong dién hinh khéc nhu M. bovis, M. kansasii. Isoniazid diét khudn phu thuoc
vao néng do thude & vi tri tén thuong va mitc do nhay cam ctia vi khudn.

Co ché tic dung chinh xdc cua Isoniazid vin chua biét nhung c6 thé do thudc tic ché téng
hop acid mycolic va phd v& thanh t€ bao vi khudn lao. Nong do t6i thiéu iic ché in vitro déi véi
truc khudn lao tir 0,02 — 0,2mcg/ml.

DUOC PONG HOC:

Rifampicin: Rifampicin duoc hdp thu nhanh chéng qua dudng tiéu hoéa. Khi ding liéu
600mg sau 2 — 4 gi& dat néng d6 dinh trong huyét twong l1a 7 — 9 mcg/ml. Thic an 1am cham va
giam hap thu cta thude. Lién két protein huyét tuong 80%. Thude phéin bé rong rdi vio cdc mo va
dich co thé, khuyéch tén vao dich ndo ty khi mang ndo bi viém. Thudc vao dugc c4 nhau thai va
sita me. Thé tich phan b6 bang 1,6+ O,211’t/kg. Rifampicin chuyén héa & gan. Thuéc bi khi acetyl
nhanh thanh chat chuyen héa van con hoat tinh (25 — O — desacetyl — rlfamplcm) Ciéc chat
chuyén héa khéc da xéc dinh dugc 1a nfampln quinon, desacetyl — nfampm quinon va 3 —
formyl — rifampin. Rifampicin thai trir qua mat, phan va nudc ti€u va trdi qua chu trinh ru6t —
gan. 60 — 65% liéu dung thai trir qua phan. Khoang 10% thudc thai trit & dang khong bién déi
trong nudc tiéu, 15% la chat chuyén héa con hoat tinh va 7% la din chat 3 — formyl kh0r1g con
hoat tinh. Nira doi thai trir cua Rifampicin lic khoi ddu 1a 3 — 5 gid; khi dung lap lai nira doi
giam con 2 — 3 gio, Nira doi kéo dai & ngub‘i suy gan.

Isoniazid: Isoniazid hip thu nhanh va hoan toan theo duong tiéu héa. Sau khi uéng liéu
5mg/kg thé trong dugc 1 — 2 gm nong do téi da trong huyét thanh dat dugc 1a 3 — Smcg/ml
Thitc an lam cham hép thu va giam sinh kha dung cta isoniazid. Isoniazid phan b vao tat ca cac
co quan, cdc mo va dich co thé. Néng do thudc trong dich ndo tiy binh thudong chi bang 20%
nong do thude trong huyét tuong, nhung trong viém mang nao noéng doé nay tang lén 65 — 90%.

Néng dé thuéc dat dugc trong mang phéi bang 45% néng dé thudc trong huyét thanh. Thude
thdm duoc vao hang lao dé dang qua nhau thai va vao thai nhi. Isoniazid chuyén héa ¢ gan bang |
phan tng acetlyl héa, chli yéu tao thanh acetylisoniazid va acid isonicotinic. Ban ky thai trir cta |
isoniazid & ngudi bénh cé chitc nang gan than binh thudng 1a tir | — 4 gid phu thudc vao loai ‘

| chuyén héa thuéc nhanh hodc chAm va kéo dai hon & ngudi bénh suy gidm chiic ning gan hoic
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suy than nang. Trung binh 50% dan s6 chéu Phi va chau Au thudc loai chuyén héa isoniazid |
chim, nguoc lai ngudi chau 4 cht yéu thudc loai chuyén héa nhanh. Hiéu qua diéu tri cha
isoniazid khong khic nhau giita nhém chuyén héa nhanh va cham néu isoniazid dugc dung hang
ngay hoac 2 — 3 1an trong tudn. Tuy nhién hiéu qua diéu tri s&€ giam & nhém ngudi bénh chuyén
héa isoniazid nhanh néu chi ding isoniazid 1 14n trong tuan. Khi chiic nang than giam, thai trir
isoniazid chi hoi cham lai nhung diéu nay lai anh hudng nhiéu dén nhém ngudi bénh chuyén héa
cham. Vi vay né€u nguoi bénh suy than nang, dac biét ¢6 do thanh thai creatinin dudi 25ml/phit
ma ngudi bénh nay lai thudc chuyén héa cham thi nhét thiet phai giam licu. Xap xi 75 — 95% |
thuéc thai trir qua than trong vong 24 gid duéi dang chat chuyén héa khong hoat tinh. Mot luong |
nho thai qua phan. Thudc c6 thé duge loai khoi mau bing thdm phan than nhéan tao hay thiam
phian mang bung.
CHI PINH: Diéu tri cdc dang lao phdi va lao ngoai phéi & ngudi 16n.
CHONG CHI PINH:
Nhitng nguéi man cam vdi bt cit thanh phén nao cta thudc.
Ngudi suy chitc nang gan do bat ky nguyén nhan nao, viém da day thin kinh va ngudi dong kinh.
RGi loan chuyén hod porphyrin & nhitng nguoi nhay cam véi Rifampicin do mét co ché cé lién
quan téi viéc gay cam tng enzym cytocrom P,, & gan
THAN TRONG:
Rifampicin: Danh gid cén than vé chic ning gan clia nhitng bénh nhéan nghién ruou hay ngudi cé
bénh gan. Nhitng phan ttng mién dich trong huyét thanh (suy than, tan huyét, giam ti€u cdu) c6
thé xay ra & nhimg bénh nhan tiép tuc dung Rifampicin sau mot thoi ky diéu tri kéo dai khong ¢6
hiéu luc. Trong nhimg trudng hop nhu vay phai ngiing dung Rifampicin. Nudc tiéu, nuéc mat va
phan c6 thé d6i sang mau vang sdm, bénh nhan khong cén quan tim vé d4u hiéu nay. Kinh sat
trong ¢6 thé bién mau.
Isoniazid: Phai kiém tra néng do cdc men chuyén hod clia gan trong huyét thanh. Bénh nhan bi
suy thodi day thin kinh ngoai bién do nghién ruou, suy dinh dudng hay bi ddi thdo dudng nén
dung Vitamin B6, 10 mg méi ngay. Isoniazid c6 thé gay con kich dong véi nhitng bénh nhan bi
dong kinh. Nhitng bénh nhéan dang dié}x tri Rifampicin va Isoniazid phai kiéng rugu.
TAC DUNG KHONG MONG MUON:
Rifampicin: Thu6c duoc dung nap t6t. Tac dung phu nhu taing men gan khong c6 triéu chiing cé
thé xdy ra & nhiing tudn ddu diéu tri va khong c6 y nghia vé 1am sang. Néng d6 men gan trd lai
binh thuong khi ngimg Rifampicin hoac khi vin ti€p tuc ding thuéc. Tac dung phu cé thé xay ra
nhung hi€ém gap 1a viém gan hoac vang da. C6 thé xay ra hoi chiing bénh giéng nhu cim & bénh
nhan ti€p tuc diéu tri v6i thudc sau mot thoi gian ngimg thudce tam thoi. Trong trudng hop nay sau
d6 c6 thé bi gidam ti€u cdu, thi€u mdu do tan huyét, s6c va suy than cép tinh.
Isoniazid: Thong thuong thude duge dung nap t6t. Hién tuong suy thodi day thin kinh ngoai bién
da dugc bdo cdo ¢ nhitng phu nit mang thai, suy dinh dudng, nguoi nghién rugu va bénh nhén bi
tiéu dudng. Viém gan tuy khong phé bién nhung 1a phan tng phu nghiém trong va phai ngimg
ngay viéc diéu tri. Su tang dot ngot néng dé men gan & thoi gian ddu diéu tri khéng ¢ ¥ nghia vé
mat 1am sang.
GHI CHU: "THONG BAO CHO BAC SY NHUNG TAC DUNG KHONG MONG MUGN
GAP PHAI KHI SUDUNG THUGC".
TUONG TAC THUOC:

Rifampicin: Rifampicin gay cam {ing enzym cytochrom P,,, nén 1am tang chuyén héa va bai
ti€t vi vay lam giam tdc dung clia mot s thude khi ding déng thoi.
Céc thudc nén tranh diing phéi hop véi Rifampicin 12 isradipin, nifedipin, nimodipin.
Cac thuéc sau day khi phéi hop véi rifampicin cdn diéu chinh liéu: Vién uéng trédnh thai,
ciclosporin, diazepam, digitoxin, thudc chéng dong mau dan chat dicounarol, disopyramid,
doxycyclin, phenytoin, cdc glucocorticoid, haloperidol, ketoconazol, erythromycin,
clarithromycin, cloramphenicol, theophylin, verapamid...
Mot s6 thude khi diing véi Rifampicin s€ lam giam hédp thu cta Rifampicin nhu : Cdc khang acid,
bentonit, clofazimin.... Khac phuc bang céch uéng riéng biét cich nhau 8 — 12 gid. '

Ngoai ra nhitng thuéc c6 doc tinh véi gan khi dung phéi hop véi Rifampicin sé 1am tang nguy co |
gay doc tinh véi gan nhat 1a nguoi suy gan.
Isoniazid: Isoniazid \ic ché€ chuyén héa mot sé thudc. Khi ding két hop isoniazid véi cic |
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 thude nay cé thé 1am tang néng do trong huyét thanh va lam tang doc tinh cta thuéc phéi hop
nhdt 1a cdc thude chita dong kinh. Cac thu6e sau diy khi phéi hop véi isoniazid phai diéu chinh
liéu : Alfentanil, cdc chét chéng dong mdu thuoéc nhém dan chat coumarin hoac din chat
indandion, cdc benzodiazepin, carbamazepin, theophylin, phenytoin, enfluran, disulfiram va
cycloserin.

Ngoai ra diing déng thdi Isoniazid véi rugu, acetaminophen c6 thé 1am tang doc tinh véi gan, dac
biét & ngudi c6 tién sir suy gan.
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Dung déng thoi isoniazid véi niridazol c6 thé 1am tang tic dung khong mong muén déi véi he
than kinh nhu co giat va r6i loan tdm thén.
Isoniazid 1am giam ndng do Ketoconazol trong huyét thanh do dé lam giam téc dung diéu tri cta
thudc nay.
Cic Corticoid lam tang thai trir Isoniazid vi vy 1am giam néng d6 va tic dung cua isoniazid, dac
biét & nhitng ngudi bénh chuyén héa isoniazid nhanh
Cic thu6c khang acid dac biét mud6i nhom lam giam hép thu isoniazid, vi vay hai thudc nay phai
udéng cach nhau it nhat 1 gio.
PHU NU CO THAI VA CHO CON BU :
Rifampicin : Néu dung Rifampicin cho phu nit mang thai & 3 thdng cuéi, c6 thé xudt huyét do
giam prothrombin — huyét & ca ngudi me va tré so sinh. Vi vay dé trdnh xuét huyét, ding thém
vitamin K du phong cho ngudi me mang thai, sau khi sinh va ca tré so sinh. Céc thi nghiém trén
stic vat cho thdy Rifampicin c6 kha nang gay di tat ¢ xuong. Vi vay Rifampicin chi dung cho phu
nit mang thai khi da xem xét can than cdc rai ro va nhu céu. Thoi ky cho con b Rifampicin dao
thai qua sita me nhung hau nhu khong xay ra nguy co vai tre.
Isoniazid : Cho t6i nay chua c6 bang chiing nguy co nao déi véi me va thai khi dung Isoniazid
cho ngudi mang thai. Nén bd sung vitamin B6 trong khi ding Isoniazid. Thoi ky cho con bu chua
c6 tai liéu cling nhu ddu hiéu nao vé cic tic dung khong mong mudén xay ra vdi tré dang bi me
khi cdc ba me nay dung Isoniazid.
LIEU DUNG, CACH DUNG:
Liéu dung phu thuéc vao trong luong co thé va phai tuén thi theo phic dé phong chéng lao quéc
gia. U6ng mot 1dn duy nhat vao buéi sing ltic d6i.
Nguoi dudi 50 kg: 3 vién / ngay.
Nguoi trén 50 kg: 4 vién / ngay.
HAN DUNG: 48 thing ké tir ngay san xuit. Khong ding néu thdy vién bi méc, bién mau hodc
thdy hién tuong khac la va bao cho nha san xuat biét.
BAO QUAN: Noi kho, tranh anh sang, nhiét do khong qua 30°C
TIEU CHUAN AP DUNG: Tiéu chuin co sé.

THUOC NAY CHi DUNG THEO SU KE PON CUA THAY THUOC
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