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Rifllwil:in 150 mg
'[miltkl : 75 mg
Pyrazinamid 400 mg
Th dege vira di i

Thank phdn td dinge gom: Croscarmellase, PVE K30, Avicel 101, Magnesi stoarat, HPMC, PEG
6000, Amidon, Eudragit E100, Talc, Titan diotyd, mau Brown, mdu Ponceas 4R,

2. Dgng bio ché: Vién nén boo phim hioh caplet, miu 36 niu, mdt mijt c6 vach ngang, mjt mi
b chit RHZ.

3. Chi djnh: k. %
Eumnauu:dmmn&ummhmwmlmpmﬂuuﬂ phis & ngudi

4. Cich ditng, libu dimg:

Nudt vién nén bao phim TURBEZID véi nude (khing nhai). Ubng thutse mé tin vio budi sing,
e s,

Liéu thurdmyg diing:

- Libu diing phy thue vio trgng lugng co thé.

- Ngui dudi 50 kg: 3 vita/ngy.

Chilng chi
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- Nguii suy chire nfing gan do biit ki nguyén nhin nio,

- Pyrazinamid chdog chi dinh véi shimg bénh nhiln o6 bénh Nito huyét cao hay binh git
6. Cinh bio vi thin trgag khi ding:
mﬁlmhmmﬂmmmnmwm*wmmmﬁm
ba thudc chira Rifumpicin, lsoniazid vi Pyrazinamid dom 1é cing .

- Tht ci nhiig bénh nhén Is0 cin dupc dish gid tinh trng chire ning gan trage khi tién hinh
ﬂm.ﬂcm men gan, bilirubin, creatinine huyés trong, coag thirc miu phii dsl nguimg

thuimg,
béc o7 hitng thing 44 kidm tra vé nhimg trigu chimg glip phi vA tic

- Bénh nhin edn phii

dyng mong

- Do thn vitm gan do Isoniazid & nhilng ngwéi lin hem 35 wdi cao nén vige dinh gid
chi sb men gan ki duge thie hidn trude khi bit dlu vi hing thing rong dgt didu trj. Nhimg
nhin 1 khdc ¢6 thé lim ting nguy co giy viém gan bao gdm vife sit dyng nsgu, xo gun, ding
thubc theo duimg tiém Ginh mach, .. |

- Néu binh nhin khing bj xo gan vi o chirc niag gean binh dwrimg tmade khi didy wrj thi nhim
test kidm tra gan chi clin thyc hién khi bi sit. ndn, ving da hodc khi of bt ki tridu chimg
thuémg nilo khiic mA bénh nhin gip phii.

- Bénh nhin bj suy gidm chirc ning gan chi nén sir dung TURBEZID wong trrdmg hop chin thids
v phii duge glém sit chit ché, ‘béoh nhin niy chn phii duos theo da cin thin, dic bidt
14 céc chi 58 GOT, GPT cir 2 dén 4 twan mix lin rong .

- & o6 dilu hiéu 1dn thuromg 1 bao gan hoic biku hign tri
gan bi suy gidm nén ngimg s& dyog TURBEZID va thay

Sau khi chiic ning gan trd lai binh thutmg mé vin 1iép tuc cin
phad theo 80 cdc chi sd gan hing ngly. 3

urj voi TURBEZID thi cln
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quan thm vé diu hifu nhy. Kinh

& [seniazid: 3

- Phii kiém tra ndag 45 cic men chuyén hés cia gan trong huyét thanh. Bénh shin bi suy thodi
ﬁmhmm.mﬁﬁﬁﬁwathwﬁ'ﬁmmmm
Vitamin By, 10 mg m3i nghy. lsoniazid o6 thé g com kich djag véi ahing binb nhin bj djag
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- Phili gikm 56 chit che nhing binh nhin b tiéu duimg, Thudc o6 thé 1am bénh gét bj trhen wroag
g trwimg hop ting acid uric huyét cling véi sy xulit hifn cic gy chimg cla con git
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i sinh 8 dbu chin dugc héi vé tinh trang bide i

ﬁfﬂ%&h;m Vi phy nlt mang thai nén
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i ni cho con Bii: Phy nlf dang trong giai dogn cho con bd mi bj bénh lao nén duge didu b
Lo diy Tﬁﬂmﬂ%’ﬁﬁm ¢ nhil g trioh Wy uhilm vi Kbule lao
con. M vi con khig cln cich Iy v con vin 6 thé tiép tyc bé me. Sau khi con duge logi
s, APl bt Gfng o con cla dove g ding i i ngtn g
n ki nilng 1 3e vi vi hinh miy méc:
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) xdy rd nén dimg céc hogt ddog 16 e, vin hinh mily méc hoje cic hogt

5 T +d o 1c dyag tic ché mt sb enzyme cia he
Do RBEZID ciing véi nhang thudc bi chuyén
mm,ﬁ .#ﬁmm&”ﬂﬂwwNNMIihvﬁﬁ:

Jotine, quinidine, propafencae, tocainide).

gidm tiéu clu) o thé

chudn 1 rilt quan trgng @& o6 thd hodn

¥ Thubc ching d6
by hﬁng ang fmuml.'rll'lﬁ]
f uic ching nim (Mluconazale, itracon
Thube khing virus (saquinavir, ind
topinavir, nevirpine).
¥ Clho barbiturate.
:_‘ Thule chign beta (bisoprolol. proprinalol)
% ;h‘:t : :htl;:lﬂy ngl idiﬂl?rpn-rr\. benzediazepine, zopiclone, zolpidem).
! hen h caled (diltinzem, nifeipine, verapamil, simodipine, isradipine, nicardipine,

nisoldipine)
Phenical, clarithromyein, dapsone, dox yoycline, flucroguinclones,

o

X azole, ketoconazole, voriconazole),
e, efavirenz. amprenavir, nelfinavir, Aazmnavir,

v Khﬂﬂﬂ sinh (chloram
lelithromycine),
¥ Cic conticosteroid.
Gllycosid tim (digitoxin, & goxin
Clafibrate -3 e
Hormone trinh thal,
Hormone sinh dye ni,
Thub drE',l.r i itu dugmg (chlorpropamide, witatamide, sulfonylureas, rofiglitazone).
T'_'l irc ché mifn dich (cyclospaotine, sirolims, tacrolimus). -
Irinotecan. ;
Hormone myén iip (Jevothyroxing)
Losarun,
Thube gilin dau (methadone holc céc thisde gikm dau gy nghién khic).
Praziguante|
Progesterones
Quinine
Riluzole
Thuds (e ché chon loc receptor 5 - HT3 (ondunsetron),
Céic statin chuyén hia bii CYPIA4 (simvasiatin)
Theophylline
Thube chbng rdm cm 3 vbag (amitriptyline, aoririptyline)
Thude irc che phin bio (imanitib)
* Thubc lgi titu (eplerenonc)
- Bénh nhia diing thudc trinh thai duimg wing nén chuyén sang lidu phip trink thai khing dimg
hormone gini dogn didu trj béng TURBEZID. b
- Duimg h:c:'&'m bénh nhin tidu diimg cling kivé kifm sodt hon khi deng ding thudc nly.
- Khi Rifampicin diing cting e viéi Saquinavir/Ritonavir s& lim ting &fc tinh rén gan Do viy
chiog chi dink ding dag thisi TURBEZID vés Saqpsinavir/Ritonavir.
o x Bl g :
- Rifampicin o the gidm tic dyng cita céc thude e ché men chuyén (Enalapril, Imidapeil), thude
ching ndn (aprepitant), shilng thude didu trj ri logm cwong duong (tdalafil), thudc by duimg
huyéi duimg ulag (nmeglinide, repaglinide) v NSAIDS {etoricoxib).
- Khi ding kém Rifampicin véi Alovaquonc, ndng 45 trong huyét tuong cis Atovaguons o im
gidm ma&]:h: Rifampicin Ly thng. ) _
D\‘m:d; g thii Ketoconazele véi Rifampicin 2 [hm gidm nong &) trong hayet nong cia ca
hai th
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&0 5 g fergpicin iy it 1 gl
B O En khi s dyng cing voi cic thudc gy mé. i
SRyt dtn Y- thai B in v hofhc Halothane hojic Isoniazid, nguy co gy d4c wéa &
bdo gan cling s& tiing 1én. Do viy, nén trénh sit dyng déng thivi Rifampicin vi Halothane Bénh
hiin sir dyng ci Rifampicin vil Isoniazid cin dupc teo dbi chdit ch® vé die tinh rén 1 bio gan.
- Néu ligu phip dibu 1 sir dyng cd p - aminosaticylic v Rifampicin, chimg nén duge ding cich
nhau it nhit 8 gid 88 dim bdo dat nbog 49 difu o) trong min,
Tirong téc viri Isoniazid
s 7

i vo1 | -
- Thuix chong ding kinh (carbamazepine, phemytoin),

- C6 thét lkm ting nguy co viém hojic dau diy thin kinh ngogi bikn khi ding Isonizzid cho bénh
nhin dang ding stavudine.

| - Sit dyng dbng thin Zalcitabine véi lsoninzid o6 thé lim tng ghp i hé b thanh thii @ thin v
bénh rhin bj ahilm HIV,
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- Dimg 20 mg Predaisolone cho 13 bénh nhin acetyl his chim vl 13 bénh nhin acetyl héa nhanh
(tht c& dbu dang ding lsoniazid voi litu 10 mg/kg) e gidm ndng 8§ Isoniazid trong heyé teong
& mbi nhém Hn Tuot B 25% vi 40% twy nhign khong o6 tridu chimg lim sing 1o ring.

- Trong wﬁnghwnﬁngmdtwwgmwIﬁn_{oﬂﬁﬁdﬂrﬂn&gdﬂﬂuuﬂ;hw&ﬂ@
trong 12h), chuyén héa Isoniazid vi chdt chuyén hoa oila nd, acetyl isoniand, ngay Lip tirc ciing
chura bj dsih hudmg. ‘Tuy nhiln vii mguin aghién rogu thl chuyén héa lsoaiarid & ting lén (mic
84 dnh hutmg vin chum duge dinh lugug o5 rng).
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- “Thube ghy mé c6 thé lam ting 30 tinh wén gan cia Boniazid. :
--tﬂp&uhﬂnﬁddmiﬁmmimﬂmmqﬁhlﬂckuugu_d. B :

- P tinh trén thin kinh trung vong s& tng 1in khi dimg ke Isoniazid véi cycloserine.
i gidm ndag 4 troag huyét W@ cla ketoconazole vi ting nlag df cla

- Isoniazid cb
theophyline.
mm "* m liim hifu qud ctin cic thude didu i gl nhur probenecid va sulfinpyrazone.

Ank hindmg dién cdc test kidm tra vi chi dodn - ] :
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thulc tam thérl. Trong tnsimg byp ndy su 46 o6 thd b gidm tidu chu, thits
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- Théng thirdn g thubc dupc dung nap e Hidn trong suy thedi diy thils kinh sgoai bién
umam;mﬂmM%Mmﬁmmm;an:nmm
tidu dudng, Viém gan tay khong phd bidn nbung s phin img phy aghiém trong vi phai ngimg
:r?vﬁcﬂuu&lﬂﬂlﬂa& ; 83 men gan & thin gisn ddu didu t khing o6 § nghts
mit thm sdng. Ngoki ra 6 ﬂL logn huydt hoc: ting bach chu a scid, mbt bach chy
hat, tidn cdu vl thidu miu, thicu miu gism hing chu, tifu méo tun huybt Ting duimg
_ﬁm&mﬁmlﬂﬂmtmmgmhﬂﬂlmnmd!hmm
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iy ludn duge dung nap W Mt sb binh nhin bi ndi mia 85 nhe & da. Tic dyng phy cho

gan c6 thé thay 84 méxe 4§ i nbe nhur thng mire 8§ vira phai nlag 45 men ch h
S St mong ek g ) 8,11 rng W hop i g oo o
bl tide acid wric ol thin bi giam &8 Mm tng acid uic trong miu mé thirdmg khing o trigu
chimg. Dai ki binh nhln by thn cing b binh git vi dau xwong khip cling @i dwoc héo cfa

- Nhin vién y th oo thé chi dag nghn ngia mGt b tic dung khdng mong muds tén b tba ki
mmnﬁawm%ﬂrdhhm;muhmnp:mx:
rét & tay, chin phét 1) v chc 8 romg phy o mang thal, ngudi sghién arow, ngwsi b sy dink
Wﬁw&mwwmmmhmmmurmwﬁiwm‘
10 mg Vitamin 3

- Cic tic dgng kbiag mong mudn thuing g¥p cla thude chéag lao duoc chia lhm hai logi, losi
nh vi logi nghiém trong. Nhin chung vdi cic binh nhin ghp phai tie dyng khong mong mude
nbe thi vin nén tiép tuc didu trj voi thubc ching lao binh thuimg vi ding thém thobe dibs
trséu chimg. Con néu biah nhin gip phbl céc tic dung khdng mong mude nghibm tyag ca phii
u&qﬂuuﬁﬁwuwwﬂﬂhmﬂlﬁﬂ:ﬂ-ﬁﬂmmuu,

cling cin vho binh vién dé kifm sl cic tc dung khiveg mong mudn nghiém trong db.
- Phiin lopi céic tc dyng khiag mong Iulilﬂmgllu& , a2
+ Min db (ngia hoje khiag ngial,

4+ Ving da, vifm gan. r
+ Siie, ban xult huydr, suy thin clp.

+ Chin in, nin, dau bung: vbng udc s ki &a bira lin nhe holic tde khi di i va ki
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e kéo ddi hoje o6 bl cir wigu cheimg chity mau ko thi s by coi 1h Lic dyng Lhing mong mole

nghiém trong vi phii tham khio ngay § kitn bic s§.

+ Dau khdp: dling thém céc thude Aspirin bodc thudc NSAID, Paracetamol.

+ Chin tay bj 18, ngira ran, ndng rit- ning thém pyridoxine 50 — 75 mg mdi ngiy.
-mqhxzﬁ_mmq-hn;,mumwm“

- da &5 hikaraben win wi trye tidp, o6 thé ting
nhanh néu liéu qui 1ém. Tic dyag tryc o hi o mim, cln bing dién gidi hobe cln bisg

scid base chua dwgord.

- Xii trf: Khi ngd db¢ nguin bénh thx nda vi ada vi thé rim dg dhy 1 hon 1a giy nio.
Udng than hogt lim ting losi bd thulc & aong tiés héa. B mifs tich cyc 52 ting thii w1 thadc.
Thilm tdch méu cd thé 1 & mit 34 tnaimg hop.
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chuyén ' trang (hié bin mé.
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bdi hon mé saa khi dids rf co gilt hing diszepam v
)
52 tinh hobn toln. Tuy shita

8 dida i co gigt hodc hom mé

cin B. Rifumpicin o8 hoet tinh v
oo 0.1 - 2.0 meg/nl
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- Ngoli ru Rifampicin khing khing chéo wi cle khing sinh v cic thulc
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- Isoniazid 1d mit trong nhimg thude héa hoe dly tién duoc chon trong didu tri 1so, Thulk
hidu con, of tic dn;_mﬂng lai Mycobactrium puberculasis vh clic Mycobacterium himg di
hinh khdc nbu M hovis. M kanarii. Tunistid dét khobn phy thubc vie ndng 30 tude & vi i tha
thiremg vit mire 3§ nhiyy chm ctin vi khods,

- Co ché thc dyng chinh xéc cia Tsoniasid via chus bilt shung o6 té do ube 6 ché thag hop

acid mycolic vi phil v thinh 1f bio . i
Seudn foo th 0,02 0.2 moghl, ¥i khudn bao. Nbag &6 i thice éc ché in vitro 80t v tnge

o Pyraginamid: o

= Pyrazinamid 1 miu trong da his i lidu chiing lso, chi yéa dimg trong 8 tuln diu cla
ha trf lifu nghn ngly. Pyrazinamid cf ic g..:.u mmmdn'm fm;wm
rubrcwlosts) nhumg ke ob tie dung voi cie AMyeobacterium khiie hode cic vi khudn khic trin
in vitro. Nbag 46 101 thibu e il truc ksl bso duéd 20 megimi & pH 5.6: thube hbs ohu khing
6 thc dung 0 pH wrung tnh. Pyrazinamid oo the dyng vin troe khisha lao dang Wn e rong mix
trutmg ni bbo o6 tinh acid clia dai dipe bio. Dip img vidm ben ddu wi héa trj Lidu lim tag sb
¥ khulkn trong méd trutmg scsd. Kii dhp (mg vim gidm vi pH ting thi bost tnh dide khuds cia
Pyrazinamid gidm. Tie dung phy Sudc vio pH gid thich his luc lim sing céa thube rong gial
::‘Lmh u béa tr 1idu mpkn nghy. Tryc kidn lao khing thode ahanh khi déng Pyrazinsmid
1. Duye dgag boc:

*  Rifampicin:
- Rilampicin duge hip t nhank ching qus duong thby hbs. Khi dimg lids 600 my s 2 - 4 po
dat ndag 4§ dink wong huydt wong b 7 - 9 megiml Thitc &n lim chim vh gidm hip the cia
thade. Lidn ki protein huydt twong 50%. Thule phin bb ring ri vio cic md va dich co thd,
khuich tin vho dich ndo tily khi ming nio bi viém. Thude vio duee cb nhas tha vi sia o The
tich phin bd bing 16 = 0.2 kg Rifampicm chayén héa & gan. Thode by khir acetyl shank
thisnh chilt chuyén héa vin con host tinh (25 - 0 - desaceryl - rifampicin). Cic chds chuyén héa
Ahuic 48 xbc dinh duypc U rifampin, quinon, desacetyl - rifampen quinon vi 3 - formy - rifampea
Hfmpchﬂrhqumhﬂmuauﬁ:uhﬂﬂﬂmmﬂ—pu.m-&ﬁ'llih
ding thii il qua phin. Khodng 10% thude tha) mi & dgng khong bidn dls trong awde uda. 15%
14 chils chuyén his cda hoat tinh vA 7% 1 dia chis 3 - formy! Ehieg cim bogt tich. Nia &1 thii
it cita Rifsmpicin Iic khin & 13 3 -5 pior khi dbng Bp ki nlie &5 gém oo 1 -3 gb. i
dini ko dii & ngein suy gan.
-mmwmmummmm;mms—muﬁ;mmmﬂm,
duge | - 2 gid, ndng 80 16i & trong huyét thark dgt duge B 3 - 5 meg/ml. Thirc &n lim cham
hdp thi vh gikm sinh khi dung cia lsondarid philn bd vio vl cb cikc co quan, cic mé
*a dich oo thé. Néng 88 thudc trong dich ndo tiy binh thardng chi bing 20% néng 88 thud: trong
m;wmmmmm:ﬂam&,mﬂam.Maﬁmu
dugc wong miing phiii bing 45% ning 85 trong thanh. Thuds thim dipe vao hang
120 8% ding qua nhay thai vh vho thal nhi. lsoniazid chuyén héa & gan bing phin ing scetyl héa.
chil yéu tpo thinh acciylisoniazid v acid isonscotinic. B ki thili iy cia Isoniazid & ngwon binh
o6 chite ning gan thin binh Ssdng tir | - 4 gé phy thude vio logi chuyén héa thude phanh hole
ehfim vh ko ddi ngudi binh sy gidm chic aiing gan boks soy thin ning. Trmg bimh 50%
chuyin hda Isoniasid chim, ngupe la nguis chilo A cha
.R qud Eilu brj i Isomiazid khong khéc nhas il nhém
chuyln héa nhanh vh chim fazid duoe diing hing nghy hobe 2 — 3 lin woag tedn. Tuy
nhitn hidu qud &y trj 5 gidm & ohim ngwi binh héa Isomiarid nhanh sy chi ding
Isoniarid 1 thn wong ruln, Khi chire ndng thin gidm, thii trir Isoniazsd chi bet chim la nhimg
diu ndy 1pi dnh bustmg nhidy dén nhom ngi binh chuyén hda chim. Vi vy néu nguin binh
sy thiln ndng, &3 bidt ob 34 tianh thii creatinm i 25 mlphit mi ngudi binh nky lsi thede
chuyn hda chim ti aht thidy phal gidm lidu. Xhp xi 75 — 95% thudc thii wrir gua thi wong
whiog 24 gid dudi dyng chls chuyén hoe khiag hogt tinh Mt lsong nbé this qus phin Thede
of thé Quge logi khii mai bling thim phin thin nhin tso hay thim phin ming bung

Pyrazinamid: _
- Pyrmzinamid Supc hip the vt qua duimg tiéu hia. Niing 0 dinh trong huyés thash das duve 2
g0 wam khi ubng lidu 1.5 g 1h Khodng 35 mog/ml vb i lids 3 g 18 66 mcg/ml. Thuée phin b
¥ao cle md v dich co thé L ch gan, phii, dich no tly. Ndng d) thade trong dich aio iy uomg
duong v6i ndng 8 én dink trong huyét twong kholng 10%. Bin k§ sinh boc cla thede (L) B 9
~ 10 gty ki hom khi by suy thiln hobc suy gan. Pyrazinamid by thity phin & gan thank chit chuyén
Tadsa chiiivh o hoat tin 1 geid pyrazinoic, chit ndy sai 86 by bydroxy! héa think acid 5 — hydroty

Thude dAo thi qua thin, chi ybu do lec & chu thin. Kbaing 705 litu sbog dio thii

trong vbag 24 gid. .
Cie nghidn cin vé dupe dfng hoc trém ngi tnh nguydn khie monh cho @iy 3 thich phin
Rifampicin, laiarid v woag thudes TURBEZID twwong duong sinh hoc ¥éi cic
thude 48 chimp ridng ¢ khi sir dung dag 1 v mide libu nuomg duong nheu
uh#hw\ﬂum#mwnﬂpmnwmu
uhhxmuawummmﬁwmmnmhm
ﬂmdmﬁmu&uapﬁwhumﬂuh
16. Bio quin: Noi kbd mdt, trinh dah sing. shilt 60 khdag qud 30°C.
17, Tibu chuks cht legng: Tidu chudo o0 50

18, Tén v dfa chi cita co sé s vudt:
@ -
n 415 Hin Thuyén - Nam Dinh
Tel: 0228.3649408 - Fax: 0228.3644650,

NAMHA PHARMA  Website: http://www.namhapharma.com

Nha sin xuft:
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