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R Prescription only 100 x 10 tablets

Rifampicin 150 mg/Isoniazide 100 mg

Eachfilm-coated tablet contains: Rifampicin 150 mg
Isoniazid 100 mg

Artesan
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Rifampicin 150 mg Rifampicin 150 mg Rifampicin 150 mg
Isoniazide 100 mg Isoniazid 100 mg Isoniazide 100 mg
Artesan Pharma GmbH & Co.KG  Artesan Pharma GmbH & Co.KG  Artesan Pharma GmbH & Co.H
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$6 16 SX/Batch No.: Sé 16 Sx/Batch No.: S4 16 SX/Batch No.:
NSX/Mfg.Date: NSX/Mfg.Date: NSX/Mfg.Date:
HD/Exp.Date: HD/Exp.Date: HD/Exp.Date: /

W’V’Qﬁ‘ 2



https://trungtamthuoc.com/

Ry Thudc ké don

HUONG DAN SU DUNG THUOC (g
>/ CONG TY /\\
RIFAMPICIN 150 MG/ ISONIAZIDE 100 MG = /TH ACHNHEN HIUHAN) =

| DUGC PHAM
\2 PHUUNG BAI

e Thudc nay chi dimg theo don thudc.

o Doc kj hudmg ddn sir dung trieée khi dimg. Néu can thém thong tin, xin héi y kié
hodc duoc sT.

o Thing bdo cho béc si nhitng tdc dung khong mong muén gép phai khi sir dung thudc.

o Dé thuébc xa tam tay tré em.

o Khéng dimg thuéc qud han in trén bao bi.

1. Tén thude: Rifampicin 150 mg/ Isoniazide 100 mg

2. Thanh phén cong thirc thube:

Mobi vién nén bao phim chira:

- Hoat chdt: /
Rifampicin 150 mg ]f
Isoniazid 100 mg k;
- Ta duoc:

Natri laurylsulfat 0,6mg, crospovidon 2mg, povidon 7,6mg, acid stearic 6mg, bot cellulose
8,8mg, natri croscarmellose 9mg, talc 14,2mg, silica khan keo 0,6mg, magnesi stearat 7,2mg,
eudragit E 1,2mg, crospovidon 2mg, dau thau dau 0,16mg, isopropanol*, nudc tinh khiét*.

*: da bay hoi trong qua trinh san Xuét.

3. Dang bao ché: Vién nén bao phim

MG ta: Vién nén bao phim hinh tron, hai mit 16i, mau do nau.

4. Chi dinh:

Thubc duoc chi dinh diéu tri tit ca cac thé lao phdi va lao ngoai phdi & ngudi lon.

5. Ciach dung, liéu dung:

Liéu ding phu thudc vao trong luong co thé.

Bénh nhan can nang dudi 50 kg: udng 3 vién/ngay

Bénh nhan can nang 50 kg tré 1én: ubng 4 vién/ngay

Thubc duoc ubng mdt 13n mai ngay va udng vao lic déi (khoang 30 phut truée khi an hodc 2
gio sau khi an).

Théan trong & ngudi gia, dac biét khi ¢6 biéu hién suy gan.

Puong ding: ding dudng ubng.

6. Chong chi dinh:

Chéng chi dinh v6i cac bénh nhén:

- Man cam véi rifampicin hoic isoniazid hodc bat ky thanh phén nao cta thude
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- Diéu tri ddng thoi v6i saquinavir/ritonavir.
7. Canh bdo va thin trong khi ding thudc:

- Do Rifampicin 150 mg/Isoniazide 100 mg 1a thudc phéi hop 2 thanh phan ma khi ding déng
thoi sé gy ting doc tinh dbi vai gan nén phai can nhéc giira nguy co gdy tai bién va nhu ciu
diéu tri. Bénh nhan suy giam chiic nang gan chi ding thudc khi that cn thiét va cé su kiém
soét chit ché. Va ¢ nhiing bénh nhan nay cin phai kiém tra thuong xuyén chirc nang gan,
dic biét cin phai kiém tra men SGPT va SGOT trong huyét tuong trude khi diéu tri va mdi
2 hodc 4 tuan trong sudt qué trinh diéu tri. Néu c6 ddu hiéu ton thuong cac té bao gan thi
phai ngimg sir dung thudc.

- Rifampicin: vi rifampicin gdy cam ting enzym, nén phai dic biét than trong khi ding thuéc
cho ngudi bénh ¢6 rdi loan chuyén hoa porphyrin tiém tang do qua trinh hoat hoa acid delta
- amino levulinic synthetase. Phai bao trudc cho ngudi bénh biét ring phan, nude tiéu, nudc
bot, nudc mét, md héi va cac dich khéc ciia co thé s& c6 mau do trong khi dang ding thudc
dé tranh lo lang khong can thiét. Kinh st trong c6 thé bt mau vinh vién. Nhitng phan tng
mién dich trong huyét thanh (suy thén, tan huyét, giam tiéu ciu) co thé xay ra 0 nhiing bénh
nhéan tiép tuc dung rifampicin sau mot thoi ky diéu tri kéo dai khoéng cé hiéu luc, trong
truong hop nhu vay phai ngimg dung rifampicin.

- Isoniazid: véi nguoi suy giam chuc nang than nang, c6 dd thanh thai creatinin dudi 25
ml/phiit, phai giam liéu isoniazid, dac biét 1a nguoi chuyén hod isoniazid cham. Trong thoi
gian diéu tri isoniazid ma udng ruou thi ¢6 nguy co lam tang doc tinh v6i gan. Bénh nhan
bi suy thodi day than kinh ngoai bién do nghién rugu, suy dinh dudng hay bi di thao duong
nén dung vitamin B6 mdi ngay.

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

Truong hop cé thai:

Néu ding rifampicin cho phu nit mang thai & 3 thdng cudi c6 thé xuat huyét do giam
prothrombin — huyét & ca ngudi me va tré so sinh. Vi vy dé tranh xuét huyét, dung thém
vitamin K du phong cho nguoi me mang thai, sau khi sinh va ca tré so sinh. C4c thi nghiém
trén stic vat cho thy rifampicin c6 kha ning gay di tit & xuong, vi vay rifampicin chi diing cho
phu nif mang thai khi da xem xét can than cac rui ro va nhu céu.

Cho t6i nay chua cé bang chimg nguy co nao dbi v4i me thai nhi khi ding isoniazid cho nguoi
mang thai. Nén bd sung vitamin B6 trong khi ding isoniazid.

Do Rifampicin 150 mg/Isoniazide 100 mg la thudc phdi hop 2 thanh phén nén chi ding thudc
& phu ni¥ ¢6 thai khi lgi ich vugt troi so v&i nguy co gdy ra déi véi thai nhi.

Trudng hop cho con bu:

Ca rifampicin va isoniazid déu tiét vao sra me, nén cin ngimg cho con bui néu dung thudc trir

khi c6 danh gia cta bac si cho thay loi ich vuot trdi so v6i nguy co gdy ra cho tré nho.
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Nhiing tré bu me dang sir dung isoniazid ¢ nguy co bi co gidt va cac bénh vé than kinh (lién
quan dén thiéu hut vitamin B6), do d6, can theo d6i sém cac ddu hiéu va can nhic diéu tri du
phong cho ca me va tré bang pyridoxin.

9. Anh huéng caa thude 1én kha ning ldi xe, vin hanh may moc:

Thén trong khi sir dung thude & ngudi lai xe va van hanh may mac vi thube c6 thé gay ra cac
tac dung khong mong mudn nhu mét méi, dau diu, isoniazid c6 thé gay chong mit, rdi loan thi
gidc va phan tng tim than.

10. Twong tic, twong Ky ciia thude

Twong tdc vdi thikc dn

Vi isoniazid ¢6 tac dung irc ché monoamin oxidase nén c6 thé xay ra tuong téc véi thirc in co
chira tyramin (phé mai, rugu d6). Diamin oxidase ciing ¢6 thé bi e ché, gay ra cac phan ting
qué mirc (chang han nhu dau dau, 6 md héi, tim dap nhanh, giam huyét ap) véi céc thic an
¢6 chira histamin (chang han nhu ca ngir, cac loai ca nhiét doi). Nén tranh st dung nhiing thire
an c6 chira tyramin va histamin khi sir dung Rifampicin 150 mg/Isoniazide 100 mg.
Rifampicin

Rifampicin gdy cam (mg enzym cytochrom Piso nén lam ting chuyén ho4 va bai tiét, vi vay
lam giam tac dung clia mdt s6 thude khi dung ddng thai. Cac thude nén tranh dung phdi hop
voi rifampicin la isradipin, nifedipin va nimodipin.

Céc thude sau day khi dung phdi hop véi rifampicin thi cin phai diéu chinh lidu: vién udng
tranh thai, cyclosporin, diazepam, digitoxin, thuéc chéng déng méau din chét dicoumarol,
disopyramid, doxycyclin, phenytoin, céac glucocorticoid, haloperidol, ketoconazol,
erythromycin, clarithromycin, cloramphenicol, theophylin, verapamil...

M5t s6 thude khi diing vé&i rifampicin s& lam giam hép thu cia rifampicin nhu: cac khang acid,
bentonit, clofazimin...Khéc phuc bang cach udng riéng cach nhau 8§ - 12 gio.

Isoniazid va céc thude cé ddc tinh ddi voi gan khi ding phdi hop véi rifampicin s& lam ting
nguy co giy doc tinh vi gan nhét 1a ngudi suy gan.

Isoniazid

Isoniazid trc ché chuyén hoa mot s6 thude. Khi ding két hop isoniazid vai cac thude nay o thé
lam tang ndng d6 trong huyét thanh va lam tang doc tinh cua thude phdi hop, nhét 1a cac thude
chira dong kinh. Céc thude sau day khi phdi hop véi isoniazid phai diéu chinh liéu: alfentanil,
cac chat chéng dong mau din chit coumarin hodc din chit indandion, cac benzodiazepin,
carbamazepin, theophylin, phenytoin, enfluran, disulfiram va cycloserin.

Céc tuong tac khac:

Ding dbng thoi rifampicin, acetaminophen hodc rugu véi isoniazid c6 thé lam tang ddc tinh

vGi gan, dac biét & nguoi ¢6 tién sur suy gan.
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Diing ddng thai isoniazid véi niridazol c6 thé lam tang tac dung khéng mong mubn déi vai hé
than kinh, nhu co giat va rdi loan tim than.

Isoniazid la giam néng dd ketoconazol trong huyét thanh, vi vay lam giam tac dung diéu tri
ndm cua thubc nay.

Céc corticoid lam tang thai trir isoniazid, vi viy lam giam ndng do va tac dung cua isoniazid,
dac biét ¢ nhitng ngudi bénh chuyén hod isoniazid nhanh.

Céc thude khéng acid, dac biét mudi nhém lam giam hap thu isoniazid. Vi vay 2 thudc nay can
phai ubng céch nhau it nhit 1 gio.

11. Tac dung khéng mong mudn cia thudc:

Rifampicin va isoniazid két hop trong vién nén Rifampicin 150mg/ Isoniazide 100mg nhin
chung it c6 tac dung phu & lidu chi dinh.

Tic dung khong mong muén ciia rifampicin

Thiong gap, ADR > 1/100

Tiéu hoa: ia chay, dau bung, budn ndn, chan an.

Da: ban da, ngira kém theo ban hodc khong

Néi tiét: rdi loan kinh nguyét

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

Toan than: dau dau, chong mat, mét moi, sbt

Than kinh: ngu ga, mét diéu hoa, kho tap trung ¥ nghi

Gan: ting transaminase, ting phosphatase kiém, tang bilirubin huyét thanh, vang da va rbi
loan porphyrin thodng qua.

Mit: viém két mac xuit tiét.

Hiém gap, ADR < 1/1000

Toan thén: rét run, sbt.

Méu: giam tiéu cu, giam bach cAu, ting bach cAu ua eosin va thiéu mau tan huyét.

Tiéu hoa: viém dai trang mang gia

Da: ngoai ban, ban Xuét huyét

H6 hip: kho tho

Tiét nidu: suy than ning

Co: yéu co

Tdc dung khong mong mubn ciia isoniazid

Thuc té 1am sang cho thdy ADR chiém khoang 5% tong s nguoi bénh diéu tri bang
isoniazid. ADR thuong ga nhét 12 rbi loan chirc nang gan va nguy co nay tang Ién theo tudi
ngudi bénh. Ngoai ra, cac ADR nhu phan (mg man cam va viém than kinh ngoai vi ciing
thuong xay ra.

Thuwong gap, ADR > 1/100

NW’QQ/
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Toan than: mét moi, chan an

Tiéu héa: budn nén, nén, ia chay, khé miéng, dau ving thuong vi.

Gan: viém gan (vang da, vang mat, tang transaminase)

Thén kinh: viém day than kinh ngoai vi biéu hién té bi tay hoic chan.

It géap, 1/1000 < ADR < 1/100

Toan than: sbt

Da: ndi ban (ké ca ban do da dang), ban xuét huyét, hoi chimg gidng lupus, rung toc

Mau: giam tiéu cdu, mat bach cdu hat, tang bach cau ua acid, thiéu méu

Mach: viém mach

Xuong khop: dau lung, dau khép

Thén kinh: Co giat, thay d6i tinh tinh hodc tim thin

Céc ADR khéc: man cam nhu ban da, methemoglobin huyét, bi dai, ting can, tdo bon, tang
dudng huyét, tang phan xa, vu to, ri loan chay mau va déng mau.

Thang bdo cho bdc sy nhitng tic dung khong mong muén gip phai khi ding thubc.

12. Qua lidu va cach xir tri:

Rifampicin:

Triéu chiing: Budn non, nén, ngii lim nhanh chéng xay ra sau khi ding qua liéu. Da, nudc tiéu,
md héi, nude bot, nuéc mat, phén c6 mau do6 nau hodc da cam, mic dd phu thude vao luong
thudc da ding. Gan to, dau, vang da, ting nf?mg d6 bilirubin toan phén va truc tiép, o thé tang
nhanh néu liéu qua 16n. Tac dung truc tiép dén hé tao mau, can bing dién giai hodc can bang
acid base chua dugc rd.

Xt tri: khi ngd doc, ngudi bénh thudng budn ndn va ndn, vi thé rira da day t6t hon 1a gdy ndn.
Ubng than hoat lam tang loai bo thudc ¢ dudng tiéu hod. Bai niéu tich cuc s& ting thai trir
thudc. Thim tach mau c6 thé tét & mot sd truong hop.

Isoniazid:

Triéu chimg: budn ndn, non, chéng mit, néi ngong, mat dinh hudng, tang phan xa, nhin mo,
a0 gidc. Céc triéu chimg qud lidu thudng xay ra trong vong 30 phat dén 3 gio sau khi dung
thude.

Néu ngd doc ning, e ché ho hép, va tic ché than kinh trung uong, c6 thé nhanh chéng chuyén
tir sitng so sang trang thai hén mé, co giat kéo dai, toan chuyén hoa, aceton niéu va tang glucose
huyét. Néu ngudi bénh khong duoc didu tri hodc diéu tri khong triét dé, co thé tur vong.
Isoniazid gdy co gidt 1a do lién quan dén giam nong do acid gamma aminobutyric trong hé
théng than kinh trung uong, do isoniazid trc ché hoat ddng cia pyridoxal - 5 - phosphat trong
nao.

Xir tri: trong xir tri qué lidu isoniazid, viéc dau tién la phai dam bao ngay duy tri h6 hip ddy

di. Co gidt c6 thé xu tri bang cach tiém tinh mach diazepam hodc cac barbiturat co thoi gian
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tac dung ngén, két hop véi pyridoxin hydroclorid. Lidu diing cia pyridoxin hydroclorid ngang
v6i lidu isoniazid da dung. Thuong dau tién tiém tinh mach 1 - 4 g pyridoxin hydroclorid, sau
dé cir 30 phat tiém bap 1 g cho t&i khi toan b lidu dugc ding. Néu cac con co giat da duoc
kiém soat va qua lidu isoniazid méi xay ra trong vong 2 - 3 gid thi can ria da day. Theo doi
khi/mau, chat dién giai, glucose va uré trong huyét thanh. Tiém truyén natri bicarbonat dé
chéng toan chuyén ho4 va nhéc lai néu can. O mét s6 nguoi bénh van con & trang thai hon mé
sau khi diéu tri co giat bing diazepam va pyridoxin, thi sau khoang 36 - 42 gio hon mé sé tiém
théem 1 lidutr3-5g pyridoxin hydroclorid nita, khoang 30 phut sau, nguoi bénh s€ tinh hoan
toan. Tuy nhién, néu ding pyridoxin qua liéu thi ciing c6 thé gy cac tac dung khong mong
mubn vé thin kinh. Vi vy, phai xem xét khi ding pyridoxin dé diéu tri co giat hodc hon mé
do isoniazid.

Céc thudc loi tiéu thdm thiu ciing phai ding cang sém cang tét dé gitp thai nhanh thudc qua
than ra khoi co thé va phai tiép tuc trong nhiéu gior sau khi céc triéu chirng 1am sang da duoc
cai thién dé dam bao thai hét isoniazid va ngan chin hién tuong tai ngd doc. Theo dbi can bang
dich vao va dich ra. Thim phén thén nhan tao va thdm phdn mang bung c¢in duoc ding kém
v6i dung thude loi tiéu. Ngoai ra, phai ¢é liéu phap chéng giam oxy khong khi thé vao, ha
huyét 4p va viém phéi do sic.

13. Pic tinh dwoce lwe hoc:

Nhém duge ly: Thude két hop dé diéu tri bénh lao

Mi ATC: J04AMO1

Rifampicin:

Rifampicin la dan chat khang sinh béan téng hop cta rifamycin B. Rifampicin ¢6 hoat tinh véi
cdc vi khudn thudc ching Mycobacterium, dic biét la vi khudn lao, phong va cac
Mycobacterium khac nhu M. bovis, M.avium. Nong d6 tdi thiéu G ché déi véi vi khuan lao 1a
0,1 —2,0 microgam/ml.

Co ché tac dung cta rifampicin: khong giéng nhu céc khang sinh khac, rifampicin tre ché hoat
tinh enzym tdng hop RNA phu thuéc DNA cua vi khuén Mycobacterium va céc vi khuén khac
bing cach tao phirc bén vimg thudc — enzym.

Isoniazid:

Isoniazid c6 tinh dic hiéu cao va cé tac dung chdng lai Mycobacterium tuberculosis va céc
Mycobacterium khong dién hinh khac nhu M. bovis, M. kansassi. Isoniazid diét khuan phu
thudc vao ndng do thude & vi tri tdn thuong va mirc d6 nhay cam cia vi khudn.

Co ché téc dung chinh xéc cua isoniazid vin chua biét, nhung c6 thé do thude tre ché tdng hop
acid mycolic va pha v& thanh té bao vi khuin lao. Nong d6 t6i thiéu tc ché invitro ddi vai truc

khuén lao tir 0,02 - 0,2 microgam/ml.
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Khéang thude mac phai va tu nhién ctia M ruberculosis d6i véi isoniazid ca invivo va invitro da
dwoc chimg minh dién ra theo kiéu bac thang. Co ché khang thudc c6 thé do vi khudn dot bién
di truyén khang thube. Cac chung khang thubc phat trién nhanh néu diing isoniazid don doc dé
diéu tri lao. P& phong khang thudc, phai ding phdi hop isoniazid v&i cac thude diéu trj lao
khéc.

14. Pic tinh duwgce dong hoc:

Cac nghién ctru dugce dong hoc da cho thay 1a 2 thanh phan cua thudce khi ding & dang phéi
hop ciing c6 sinh kha dung tuong duong vai khi ding & dang don lé.

Rifampicin

Rifampicin dugc hép thu nhanh qua dudng tiéu hoa. Khi ubng liéu 600 mg, sau 2 - 4 gio dat
ndng d6 dinh trong huyét twong 1a 7 - 9 meg/ ml. Thirc dn 1am cham va giam hép thu thudc.
Lién két v6i protein huyét tuong 80%. Thudc phan bd rong rdi vao cic méd va dich co thé,
khuéch tan vao dich nfo tuy khi mang no bi viém. Thudc vio dugc ca nhau thai va siia me.
Thé tich phan bd 1,6 + 0,2 lit’kg. Rifampicin chuyén hoa & gan. Thude bi khir acetyl nhanh
thanh chit chuyén hoa van c6 hoat tinh (25 — O — desacetyl - rifampicin). Cac chat chuyén hoa
khac da xac dinh duogc la rifampicin quinon, desacetyl - rifampicin quinon va 3 — formyl -
rifampicin. Rifampicin thai trir qua mét, phan, nudc tiéu va thai trir qua qua chu trinh rudt -
gan. 60 - 65% liéu ding thai trir qua phan. Khoang 10% thudc thai trir & dang khong bién dbi
trong nudc tiéu, 15% la chit chuyén hoa con hoat tinh va 7% dan chit 3 - formyl khong con
hoat tinh.

Nira doi sinh hoc cua rifampicin lac khoi dau 1a 3 — 5 gio; khi dung lap lai, nira doi giam con
2 - 3 gio. Ntra doi kéo dai ¢ nguoi suy gan.

Isoniazid

Isoniazid hip thu nhanh va hoan toan theo duong tiéu hod. Sau khi ubng lidu 5 mg/g thé trong
dugc 1 - 2 gio thi dat ndng d6 t6i da trong huyét thanh 1a 3 - S meg/ml. Thirc an lam cham hap
thu va giam sinh kha dung cua isoniazid.

Isoniasid phan bd vao tt ca cac co quan, cc md va dich co thé. Néng dd thude trong dich nio
tuy binh thuong chi biang 20% ndng do thudc trong huyét tuvong, nhung trong viém ndo nong
do nay tang 1én 65 - 90%. Nong do thudc dat dugc trong mang phdi bang 45% ndng do thude
trong huyét thanh. Thudc thdm vao hang lao, d& dang qua nhau thai va vao thai nhi.

Isoniazid chuyén hod & gan bang phan ting acetyl hod, chi yéu tao thanh acetylisoniazid va
acid isonicotinic. Thoi gian ban thai cua isoniazid ¢ nguoi bénh c6 chire ning gan thén binh
thuong la tir 1 - 4 gio phy thude vao loai chuyén hoa thude nhanh hay chim va kéo dai hon &
nguoi bénh suy giam chiic ning gan hodc suy than nang. Trung binh 50% dan s6 chau Phi va
chau Au thudc loai chuyén hod isoniazid cham, nguoc lai ngudi chéu A chua yéu thude loai

chuyén hoa nhanh. Hiéu qua dicu tri cla isoniazid khong khac nhau gitra nhém chuyén hod
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nhanh va cham, néu isoniazid duoc dung hang ngay hoac 2 - 3 1an trong tuan. Tuy nhién hiéu
qua diéu tri s& giam ¢ nhém ngudi bénh chuyén hod isoniazid nhanh néu ding isoniazid 1 lan
trong tuan.

Khi chtrc ning than giam, thai trir isoniazid chi hoi cham lai, nhung diéu nay lai anh huong
nhiéu dén nhém nguoi bénh chuyén hoa cham. Vi vay néu ngudi bénh suy than nang, dic biét
¢6 do thanh thai creatinin dudi 25 ml/phit ma ngudi bénh nay lai thude loai chuyén hod cham
thi nhét thiét phai giam liéu.

Xép xi 75 - 95% thudc thai trir qua than trong vong 24 gi dudi dang chét chuyén hoa khong
hoat tinh. Mt luong nhé thai qua phan. Thudc c6 thé duoc loai khoi mau bang thAm phén than
nhan tao hay thim phén mang bung.

15. Quy cich déng goi: Hop 100 vi x 10 vién nén bao phim

16. Piéu kién bio quan, han ding, tiéu chuin chit lugng ciia thude:

Piéu kién bio quan: Bao quan ¢ noi khd réo, thoang mat, tranh anh sang, nhiét do khong qua
30°C.

Han ding: 36 thang ké tir ngay san xuat

Tiéu chudn chit lwgng ciia thude: Nha san xuat

17. Tén, dja chi co sé sin xuét thude:

Artesan Pharma GmbH & Co. KG

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

TUQ.CUC TRUONG
P.TRUONG PHONG

Pham Ghi Vin Hank

/ﬂ*’f\” )%



