19/ 102 g5,

v

NG BAI

1 DU PHAN
\ PHUO
.74/

N-TP H

\j
+ [ BLOZ dF :ugnya gkl ‘¥aS/oN 63y
st 8ieq ‘dx3 2Q ‘Byy "N uoleg Wax :gH 'XSN ‘01 9S  FERTGITITEeYe) e
: 1 OX'ed %

ns joa4ip wouy 108joid

mzm Bues yue yu

331 ‘0ay) Wway Bunp ns ugp & |

oo UBSOMY ;... o Buon wex b b 95U w1 Bugu) 280 Bunp Uy uesally oe|d Aippue 1009 e i deey
223 &) urip ns ugp Buony Ay 206G ‘ws o1 Aey we) ex 3g

ANNG
ugU UBIA 1ay> oeq Bugg

opny) Bunp s ugp Buony 0} way :uonw Buow Buoyy Bunp sgy ‘aony)
ag) Buon | ‘Buday ugyy ‘yuip 1ya Bugy) ‘Bunp yaed e Bunp na ‘yulp 1Yo

B pOg piweuIZRIAH BOYD USU USIA IO

U ()¢ opIUIEUIZEIA 3W (S AprueuIZeIL]

ugIA yusg oyo Bunp sony |
ugu ugIA 0L X 1A 004 doH uop 08y} ueq 20Ny | X

Buw 0og spiweuizeIAd (SUIBJUOD 18|qR)} YoB]

SChmy | 90006 SpUPIZEIA]

yoes sia|qel 01

s12i981 0L X 001 sja|qel 0L X 001 Ajuo uonduosaid i ; uwhwwhm_wor

URU UIA 0L X A 001 dOH

wd 0L XG0l X 02 UM
Each bex contains:

== l— 100 blister of _WA Prescription only 100 x 10 tablets
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Pyrazinamide 500 mg

Each tablet contains: Pyrazinamide 500 mg

1 a cool anddry place,
| protect from direct sunlight,
| store at temperature not
exceeding 30°C
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Pyrazinamide 500 mg Pyrazinamid 500 mg Pyrazinamide 500 mg
Artesan Pharma GmbH & Co.KG  Artesan Pharma GmbH & Co.KG  Artesan Pharma GmbH & Co.K
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Ry Thubce ké don
HUONG DAN SU DUNG THUOC
PYRAZINAMIDE 500 MG
o Thuoc nay chi dung theo don thuoc.
o Doc ki hieéng dan sir dung trieGe khi dimg. Néu can thém thong tin, xin hoi y kiR
hode doce sT.

° Thing bdo cho bac s nhiing tdc dung khéng mong muon gap phai khi sir dung thuce.,
o Dé thude xa tdm tay tre em.
o Khong ding thuée qud han in trén bao bi
1. Tén thude: Pyrazinamide 500 mg
2. Thanh phin cong thire thude:
M&i vién nén chira:
- Hoat char:
Pyrazinamid 500 mg
- Ta diroe:
Natri laurilsulfat, povidon K23, duong kinh, tinh bdt bap, tinh bot khoai tay, natri carboxymetyl
cellulose mach ciu, talc. cellulose vi tinh thé, silica khan keo, magnesi stearat.
3. Dang bao ché: Vién nén
M ta: Vién nén mau trﬁng, hinh tru tron, hai mat 16i.
4. Chi dinh:
Diéu tri lao m&i chin dodn hodc tai diéu tri bénh lao phdi va ngoai phoi, chu véu & giai doan
tin cong ban diu. thudng phdi hop voi isoniazid va rifampicin theo Hiép hoi chéng lao va bénh
phoi thé gidi (IUATLD) va Té chirc Y 16 thé giéi (WHO).
5. Cich dang, liéu ding:
Liéu lwgng: Cho ca nguoi lén va tré em.

25 mg/kg/ngay (20 - 30 mg/kg/ngay) khi didu tri hang ngay.

35 mg/kg/ngay (30 - 40 mg/kg/ngay) khi didu tri cach quang, tuan 3 ngay. It duoc s dung
va khuyén cdo.

30 mg/ke/ngay (40 - 60 mg/kg/ngay) khi diéu tri cdch quang, tuan 2 lan (cach 2 ngay). Rt it
duogc su dung va khéng duoc khuyén céo trong céc cong thic diéu tri cia WHO.
Li¢u khuyén céo su dung trong 2 thang diéu trj khong kiém soét ticu chudn:
Ngirai lon: dudi 50 ke: t6i da 3 vién hode 1.5 g/ngay. Neuoi trén 50 kg: t6i da 4 vién hodc 2
a/ngay.
Tre em: 35 mg/kg/ngdy.

Liéu khuyén céo su dung trong 2 thang diéu tri cé kiém soat:




Newoi lon: dudi 50 kg: ti da 4 vién hoac 2 g 3 1dn/tudn. Nguoi trén 50 kg: ti da S vién hodc
2.5 ¢ 3 1an/tuan.

Tre em: 50 mg/ke 3 lan/tuan.

Cach dung: D¢ tranh truc khudn dot bién khang thudc trong diéu tri bénh lao, khong bao gio
chi dung mét loai thude (don tri liéu) ma phai cé su phéi hop pyrazinamid voi cac thude ¢ tac
dung khéc, nhat la trong giai doan diéu tri tin cong ban dau. Diéu tri bénh lao ¢6 2 giai doan:
giai doan tan cong ban dau (thuong la 2 thang, c6 khi 3 thang) va tiép ngay sau do 1a giai doan
duy tri (thuong 1a 4 - 5 hoac 6 thang).

Céc ¢ong thirc chdng lao duoc WHO khuyén cdo nén dung la:

2 EHRZ (SHRZY 6 HE hoédc 2 EHRZ (SHRZ)/ 4 HR hodc 2 EHRZ (SHRZ)/ 4 H3R3 dung
cho lao méi phat hién va diéu tri 1an dau: lao phdi, dom BK soi truc tiép (+). lao phéi, dom BK
soi tryc tiép ( - ) nhung dién tén thuong réng va lao phéi thé nang.

2 HRZ/ 6 HE hoac 2 HRZ/ 4 HR hoac 2 HRZ/ 4 H3R3 dung cho lao phéi moi duge phat
hién, dom BK soi truc [iép (- ) nhung dién tich ton thuong hep va lao ngoai phdi thé nhe.

2 SHRZE/ 1 HRZE/ 5 H3R3E3 hodc 2 SHRZE/ 1 HRZE/ 5 HRE dung cho nhitng truong
hop diéu tri that bai, bo do diéu tri hodc tai phat khi da duoc dung mot trong nhiing cong thirc
dicu tri lan déu.

Ghi chi: C6 mot ma chuan ding cho céc cong thiic diéu tri lao. Mdi thude chéng lao c6 mét
tén viét tat bang chir cai: H = isoniazid, R = rifampicin, S = streptomycin, Z = pyrazinamid, I
= cthambutol. Mot cong thirc ¢6 2 giai doan. Con sb dimg trude mot giai doan 1a thoi gian cna
eiai doan dé tinh bang thang. Con s dimg dudi va sau mot chii cai la sb 1n ding thude do
trong mot tuan. Néu khong ¢o con s nao dung dudi va sau mét chir cdi thi thude do duoc dung
diéu tri hang ngay. Cac thube dé lua chon ding thay thé duoc biéu thi bang chir cai & trong céc
ngoac don. Dau =/ phan cach céc giai doan diéu tri (giai doan diéu trj tin cong ban dau va giai
doan diéu tri duy tri cing cd).

Dicu tri lao truc khuan da khang thude:

Khi khiang thuée duoc xac dinh hodc nghi ngd 1a nguyén nhan cia that bai didu tri, viée tai tri
c6 gidm sat hang ngay trong it nhat 12 thang voi it nhit 3 thude ma vi khuan nhay cam da duoc
[UATLD dé xuat. it nhat c6 3 thude duoc chon ma nguoi bénh chua diung hodc khong co su
khang chéo voi nhitng thude da ding trude do. Co su khang chéo xay ra gitra kanamycin.
viomycin voi capreomycin va gitra thioacetazon vai prothionamid hoac ethionamid.
6. Chong chi dinh:

- Man cam v6i pyrazinamid hodc bat ¢ thanh phdn nao cta thude.

- Bénh ly gan.

- Bénh gout/tang acid uric mau.

Porphyria cép.
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7. Cinh b#o va thin trong khi dung thube:

Chi nén dung thude khi ¢o thé theo doi sat sao bénh nhén hang ngay va khi ¢é day du trang
thiét bi dé thuc hién kiém tra chirc nang gan va xac dinh ndng do acid uric trong mau thuong
xuyén.

Nén tién kiém tra do nhay cam in vitro ctia cac ching lao M. tuberculosis ctia bénh nhan doi
voi cac thude chdng lao thong thuong. Céc tac dung khong mong mudn chu yéu la trén gan va
da dang tir ting céc chi s6 xét nghiém lién quan dén chiic ning gan khong tricu chimg dén bi¢u
hién trén 1am sang cac bénh vé gan nghiém trong; do do, kiém tra chue nang gan, x¢&t nghiém
ndng do enzym gan nén duoc tién hanh trude khi diéu tri va cir 2 dén 4 tuén trong thoi gian
diéu tri. Néu ¢6 céc du hidu ton thuong té bao gan xay ra, can dimg thude va khéng nén diing
lai thudc.

Bénh nhan nén duoc chi dan cach nhéan biét cac dau hiéu cua bénh gan va dugc khuyén nén
ngimg diéu tri va tim kiém cac bién phap y hoc hd tro khi thdy cac triéu chirmg nhu budn nén,
non. kho chiu hodc vang da tang lén.

Khuyén cao giam liéu va/hodc tang khoang cach gitra mdi 1an str dung thude ddi vai bénh nhén
suy giam chirc nang than.

Nén tién kiém tra chic nang gan than va xéc dinh duong nén acid uric voi tirng bénh nhan.
Pyrazinamid Gc ché dao thai urat, ddn dén tang nong d6 acid uric mau thuong khéng cé triéu
chung. Néu tang acid uric di kém theo viém khép do gout ¢dp xay ra, nén ngimg dung thude
va khéng nén dung lai. Vi bénh nhan ¢ tién sir gout hodc dai thao duong, nén theo doi bénh
nhan chat ché dé phat hién bat ky nhiing trd ngai nao gia tang.

Than trong khi sir dung thude cho phu nir ¢é thai.

8. Sir dung thude cho phu nir ¢6 thai va cho con bu:

Truong hop co thai:

Chua ¢6 nghién ctru dy du viée s dung pyrazinamid trén phu nir ¢é thai. Chi su dung khi loi
ich vuot trdi nguy co.

Truong hop cho con b:

Pvrazinamid tiét vao sita me voi luong nho nén cin cin nhac ngimg sir dung thude hay ngung
cho con bu.

9. Anh huéng cua thude 1én khi ning lii xe, vin hanh may maoc:

Khong gy anh huong.

10. Twong tic, tuong ky cua thude

Pyrazinamid lam tang acid uric huyét va lam giam hiéu qua cta cac thude diéu tri bénh gat nhu
allopurinol, colchichin, probenecid, sulfinpiazon. Can diéu chinh lidu cua cdc thude nay dé tang

acid uric huyét va bénh gut khi chung duoc ding dong thoi véi pyrazinamid.
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Pyrazinamid lam giam ndng do cyclosporin khi ding déng thoi do do phai theo dai nong do
cyclosporin trong huyét thanh.

Pyrazinamid ¢o thé giam tac dung tranh thai cua oestrogen va khong nén sir dung trudce va sau
3 ngay sau khi udng vacxin thuong han vi thudc co thé lam bét hoat vacxin.

11. Tac dung khéng mong mudn cia thude:

Phan (g c6 hai thong thuong nhét la gay doc cho gan va phu thude vao licu ding.

Thuong gap, ADR > 1/100

Gan: Viém gan

Chuyén hoa: Tang acid uric méu ¢ thé gay con gut.

Xuong, khap: Pau cdc khdp lon va nho.

it gap, 1/1000 < ADR < 1/100

Khop xuong: Viém khop

Hiém gip, ADR <1/1000

Tiéu hoa: Budn nén, non, chan an.

Chuyén hda: Loan chuyén héa porphyrin.

Tiét niéu: Kho tiéu tién.

Da: Man cam anh séng, ngira, phat ban.

Thong bdo cho bdc s nhitng tdc dung khong mong mudn gap phii khi sic dung thuic.

12. Qua lidu va cach xir tri:

Khi dang qua liéu pyrazinamid thuong cé cac bidu hién: cac két qua xét nghiém chire ndng gan
bit thuong, nhu SGOT, SGPT tang. Su tang tu phat nay tro lai binh thuong khi ngimg thude.

XU tri: rira da day, diéu trj hé tro. Co thé thdm phan dé loai bo pyrazinamid.

13. Pac tinh duge lue hoe:

Nhom duge 1y: Thude diéu tri bénh lao

Ma ATC: JO4AKO1

Pyrazinamid la mot thude trong da hoa tri liéu chéng lao, chu yéu dung trong 8 tuin dau cua
hod tri liéu ngin ngay. Pyrazinamid co tac dung diét truc khuin lao (Mycobacterium
tuberculosis), nhung khong co tie dung voi cac Mycrobacterium khéac hodce cac vi khuan khac
véi in vitro. Nong dé t6i thiéu e ché truc khuan lao 1a dudi 20 microgam/ml & pH 5.6; thude
hau nhu khong tac dung & pH trung tinh.

Pvrazinamid c6 tac dung voi truc khuén lao dang ton tai trong méi truong ndi bao co tinh acid
cua dai thuc bao. Dap tmg viém ban dau voi hoa tri liéu lam ting b vi khudn trong moi truong
acid. Khi dap ung viém giam va pH tang thi hoat tinh diét khuan cua pyrazinamid giam. Téc
dung phu thudc vao pH giai thich hiéu luc lam sang cua thudc trong giai doan 8 tuan dau hod
tri liéu ngéin ngay. Truc khuan lao khang thude nhanh khi ding pyrazinamid don ddc.

14. Dic tinh duge dong hoc:

J\J/@'

AN i

\

RN -

a'd

ol

A\ (AN



Pyrazinamid duoc hap thu t6t qua dudng tiéu hod. Néng dé dinh trong huyét thanh dat dugc 2
gid sau khi uéng mét lidu 1.5 g 1a khoang 35 microgam/ml va voi licu 3 g la 66 microgam/ml.
Thude phan bd vao cac mé va dich cua co thé ké ca gan, phdi. dich ndo tuy. Néng do thude
trong dich ndo tuy tuong duong voi nong dé 6n dinh trong huyét tuong & nhimg ngudi viém
mang ndo. Pyrazinamid gin voi protein huyét tuong khoang 10%.

Nua doi sinh hoc coa thude (t1/2) 1a 9 - 10 gio, dai hon khi bi suy thin hodc suy gan.
Pyrazinamid bi thuy phan ¢ gan thanh chat chuyén hod chinh ¢ hoat tinh la acid pyrazinoic,
chét nay sau do bi hydroxyl hoa thanh acid 5 - hydroxy pyrazinoic. Thudc dao thai qua thén,
chi véu do loc o cAu than. Khoang 70% liéu udng dao thai trong vong 24 gio.

15. Quy cach dong goi: Hop 100 vi x 10 vién nén.

16. Picu kién bio quin, han ding, tiéu chuén chét lwong cia thude:

Diéu kién bio quin: Bao quan ¢ noi kho rdo thoang mét, tranh énh sing truc tiép, nhiét do
khong qua 30°C.

Han dung: 36 thang ké tir ngay san xuét

Ti¢u chudn chit lwong cia thude: BP 2018

17. Tén, dia chi co s& sdn xuéit thube:

Artesan Pharma GmbH & Co. KG

Dia chi: Wendlandstr. 1, D-29439 Liichow, Duc
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