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TO OPEN - TEAR AT NOTCH

Rx Prescription Only One Unit
NDC 0781-3343-55

LEVOGOLDS

Levofloxacin Injection in 5% Dextrose

750 mg ( 5Smg/mi )
750mg Levofloxacin in 150 ml 5% Dextrose

‘g INFUSE OVER 920 MINUTES

Each 150 ml contains a dilute solution equivalent of 750mg
of levofloxacin (5mg/ml) in 5% dextrose. May contain
Hydrochloric Acid. NF and/or Sodium Hydroxide, NF for pH
adjustment. pH range 3.8 - 5.8.

Usual Adult Dosage: See package Insert. Recommended
Storage: At or below 30°C (86°F), however, brief exposure
up to 40°C (104°F) does not adversely affect the product.
Protect from light. Avoid excessive heat and protect from
freezing.

Single-use container. Any unused portion should be
discarded. Must not be used in series connections.
Additives should not be added or infused simultaneously
through the same intravenous line.

The overwrap is a moisture barrier. Do not remove
unit from overwrap until ready to use. Use unit
promptly when pouch is open. After removing the
overwrap, check for minute leaks by squeezing
container firmly, if leaks are found, discard unit as
sterility may be impaired. Use only if solution is clear
and the container is undamaged.

NO FURTHER DILUTION IS NECESSARY. _.
Attention Pharmacist: Dispense the accgmpanyiig: D

Medication Guide to each patient. / s/ 2
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Bags - After
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Rx Prescription Only One Unit
NOC 0781-3343-55

LEVOGOLDS

L Injection in 5% Dext
750 mg ( Smg/ml )
| 750mg Lavofloxacin in 160 ml 6% Daxtrose
INFUSE OVER 90 MINUTES
OB20JSLFX1500

TO OPEN - TEAR AT NOTCH

Rx Prescription Only One Untt
NDC 0781-3343-55

LEVOGOLDS

L in Injection in §% Dext
HEOE .o et v
TEOmg Lavofioxasin in 150 ml % Dextrosa

INFUSE OVER 90 MINUTES

OBZ0JSLFX1500

TO OPEN - TEAR AT NOTCH

Rx Prescription Only One Unit
NDC 0781-3343-55

LEVOGOLDS

Li in Injoction in §% D
- 750 mg { 5mg/mi )
780mg Levafioxacin in 1560 mi 5% Dextrose
INFUSE OVER 90 MINUTES
QBZ0JSLFX1500

TO OPEN - TEAR AT NOTCH

Rx Prescription Only One Unit
NDC 0781-3343-55

LEVOGOLDS

L jection in 5% Dexti
HEOWE oo oo 165
760mg Levofiaxacin in 160 ml 5% Dextrosa
INFUSE OVER 50 MINUTES
OB20JSLFX1500

TO OPEN - TEAR AT NOTCH

Rx Pmscription OI'I|)‘ One Unjit/ 5,
NDC 0781-3343-55 !

LEVOGOLDS

L jaction in 5% Dext
760 mg { Smg/ml )
o =| 7T50mg Lavofloxacin in 150 ml 6% Dextrosa

INFUSE OVER 90 MINUTES

OB20JSLFX1500

TO OPEN - TEAR AT NOTCH

Rx Prescription Only One Unit
NDC 0781-3343-55

LEVOGOLDS

180 760 mg { mg/ml )
S8 750mg Lavofloracin in 160 mi 6% Dextrose

INFUSE OVER 90 MINUTES

OB20J5LFX1500
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i 150 ml Rx Prescription Only
| NDC 0781-3343-55

| LEVOGOLDS
- Levofloxacin Injection in 5% Dextrose
<750mg> ( 5mgiml )

750mg Levofloxacin in 150ml 5% Dextrose

INFUSE OVER 90 MINUTES

Use immediately once removed
from the overwrap.

No further dilution is necessary.
Each 150 ml contains a dilute solution
equivalent of 750mg of levefloxacin
(5ma/mi) in 5% dextrose.

May contain

Hydrochioric Acid. NF

andfor Sodium Hydroxide, NF to adjust
pHto 3 8 - 58. Additives should not
be added or infused simultaneously
through the same intravenous line.
Single - use container. Any unused
portion should be discarded.

Usual Adult Dosage: See Insert. Sterility, nonpyrogenic. !
Use only if solution is clear and the container is i
undamaged. |
Must not be used in series connections.

Attention Pharmacist: Dispense the accompanying
Medication Guide to each patient.

Manufactured by:
ACS Dobfar Info S.A.

Casai, 7748 -
Campascio, Switzeland.

Batch No ##### Mfg. Date ddimmiyy E
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{ Rx Prescription Only 10 Bags x 150 m| .

LEVOGOLDS ‘
Levofloxacin Injection in 5% Dextrose
750 mg ( 5mg/ml )
750mg Levofloxacin in 150 ml §% Dextrose

INFUSE OVER 80 MINUTES

Each 150 m| contains a dilute solution equivalent of 750mg
of levofioxacin (Smg/ml) in 5% dextrose

Manufactured by:
| ACS Dobfar Info S.A.
Casai, 7748 - Campasclo, Switzeland
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Ry — Thudc ban theo don

~ LEVOGOLDS
(Dung dich truyén tinh mach Levofloxacin 750mg/150ml)

CANH BAO:

Chi ding thuéc theo su ké don ciia bdc sy,

Doc kjy hudng dan sir dung truéc khi ding.

Néu cdn thém thong tin, xin héi y kién bac sp.

Xin théng bdo cho bdc sy biét cdc tdac dung khong mong muén trong qud trinh sir dung.
Dé thudc xa tam tay tré em.

Khong ding thudc da qua han sir dung,

THANH PHAN: @/

M&i tii 150 ml dung dich truyén tinh mach ¢6 chira:

Hoat chdt: Levofloxacin hemihydrat tuong duong Levofloxacin............... 750 mg/150ml

Td dugc:  Glucose monohydrat 8250 mg, acid hydrocloric va/hodc natri hydroxid vira du dé diéu
chinh pH, nuéc pha tiém vira di 150 ml.

DUQC LUC HOQC:

Levofloxacin 12 mot khang sinh tdng hop c6 phd rong thuée nhém fluoroquinolon. Ciing nhu céc

fluoroquinolon khac, levofloxacin ¢6 tic dung diét khudn do trc ché enzym topoisomerase II

(ADN-gyrase) va/hoic topoisomerase IV 14 nhimng enzym thiét yéu ctia vi khudn tham gia xuc

tic trong qua trinh sao chép, phién mi va tu sira ADN ciia vi khuan.

Phé tic dung:

Vi khuén nhay cam in-vitro va nhi®m khuin trong 14m sang:

Vi khuan wa khi Gram am: Enterobacter cloacae, E. coli, H. influenza, H. parainfluenza, Klebsiella

pneumonie, Legionalla pneumophila, Moraxella catarralis, Proteus mirabilis, Pseudomonas

aeruginosa.

Vi khuén khac: Chlamydia pneumoniae, Mycopasma pheumoniae.

Vi khudn va khi Gram dwong: Bacillus anthracis, Staphylococcus aureus nhay cam methicillin,

Staphylococcus khdng ¢6 men coagulase nhay cam methicillin, Streptococcus pneumoniae.

Vi khuan l(y khi: Fusobacterium, peptostreptococcus, propionibacterium.

Cac loai vi khudn nhay cam trung gian in vitro

Vi khuén ua khi Gram dwong: Enterococcus faecalis.

Vi khuén ky khi: Bacteroid fragilis, prevotella.

Céc loai vi khuén khéang levofloxacin:

Vi khuén wa khi Gram duong: Enterococcus faecium, Staphylococcus aureus khang methicillin,

Staphylococcus khdng ¢ men coagulase khang methicillin.

Khang chéo: In-vitro, c6 khang chéo glfra levofloxacin va cdc fluoroquinolon khac. Do co ché

tac dung, thuong khdng c¢6 khang chéo gitra levofloxacin va cac ho khéng sinh khéc.

DUQC PONG HOC:

Céc thdng so duge dong hoc ciia levofloxacin sau khi dung duong tinh mach va duong udng véi

liéu twong duong la gan nhu nhau, do d6 ¢6 thé st dung hai duong nay thay thé cho nhau. Sau

khi ubng, levofloxacin dugc hdp thu nhanh va gan nhu hoan toan; nong d6 dinh trong huyet

trong thudng dat dugce sau 1 - 2 gio; sinh kha dung tuyét dbi xap x1 99%. Cpmax va Cuin khi truyén

tinh mach levofloxacin véi lidu hang ngay 500 mg va 750 mg lan luot 1a 6,4 = 0,8; 0,6 = 0, 2

meg/ml va 12,1 £ 4,1; 1,3 + 0,71 meg/ml. Levofloxacin duoc phan b6 rong rii trong co thé, tuy

nhién thude kho thim vao dich ndo tay. Ty 1é gan protein huyét twrong la 30 - 40%. Levofloxacin

rét it bi chuyén hoa trong co thé va thai trir gan nhu hoan toan qua nudc tiéu & dang con nguyén

hoat tinh, chi dudi 5% liéu diéu tri duge tim thay trong nudc tiéu dudi dang chét chuyén héa

desmethyl va N-oxid, cac chit chuyen hoa nay c6 rat it hoat tinh sinh hoc. Thoi gian béan thai

cua levofloxacin tir 6 - 8 gid, kéo dai & nguoi bénh suy than

Hide -
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CHI DINH:
Levofloxacin duge chi dinh dé didu tri cdc nhifm khudn do vi khudn nhay cam cho nguti 1én
trong cac truong hop sau:

Viém ph01 cdng dong

Dot cdp viém phé quan man.

Viém xoang cap.

Viém tuyén tién liét.

Nhi&m khuan duong tiét nidu ¢ bién chimg hodc khong,

Nhiém khuan da va t6 chitc dudi da ¢6 bién ching hodc khong.

Diéu tri triét dé bénh than.

LIEU LUQNG VA CACH DUNG:

Thudc ding duwong truyén tinh mach, Ding theo sy chi din cua bac sy diéu tri.

Liéu lrgng:

them khudn dudng hé hdp:

Dot cép clia Vlem phé quan man tinh: 300 mg, 1 Ianfngay trong 7 ngay.

Viém phdi méc phai tai cdng ddng: 500 gl ~2 lan/ngay trong 7 - 14 ngay.

Viém xoang ham trén ¢dp tinh: 500 mg, 1 lan/ngay trong 10 - 14 ngay

Nhiém trimg da va 16 chire dudi da:

C6 bién chimg: 750 mg, 1 14n/ngay trong 7-14 ngay

Khéng c6 bién chimg: 500 mg, 1 1in/ngay trong 7-10ngay

Nhiém khudn dwong tiét niéu: (P

C6 bién chirng: 250 mg, 1 lanf’ngay trong 10 ngay. b §

Khéng c¢6 bién chung 250 mg, | lanf’ngay trong 3 ngay.

Viém thin - bé than cdp: 250 mg, 1 lan/ngay trong 10 ngay.

Diéu tri bénh than:

Truydn tinh mach, sau dé uéng thude khi tinh trang ngudi bénh cho phép, lidu 500 mg, 1
lAn/ngdy, trong 8 tuln.

Viem tuyén tién liét:

500 mg/24 gid, truyén tinh mach. Sau vai ngay ¢6 thé chuyén sang uéng.

Liéu dimg cho nguoi bénh suy thdn:

| Do thanh thai creatinin

(ml/phiit) Liéu ban d4u Liéu duy tri
Nhiém khudn duong 1iét niéu cd bién chitng, viém thén - bé than cdp
>20 250 mg 250 mg mdi 24 gidy

10-19 250 mg 250 mg méi 48 gity
Cdace chi dinh khdc

50— 80 Khong cin hiéu chinh liéu

20 - 49 500 mg 250 mg mbi 24 gid

10-19 500 mg 125 mg moi 24 gioy
Tham tach mau 500 mg 125 mg moi 24 gidy
Tham phdn phiic mac lién tuc 500 mg 125 mg moi 24 gitv

Liéu diing cho nguoi bénh suy gan:

Vi phin 16n levofloxacin duge dao thai ra nudce tiéu dudi dang khong dbi, khong cén thiét phai

hiéu chinh ]16}1 trong trudng hop suy gan.

Nguoi cao fudi:
Khéng can hi¢u chinh liéu.
Tre em:

Khéng dung levofloxacin cho tré em duéi 18 tudi.

Céach dung

Dung dich levofloxacin 750mg/150ml chi dugc diung bang cach truyén tinh mach chém, truyen
nhanh s& din dé&n nguy co ha huyét ap. Thoi gian truyén phu thudc vae liéu lugng thude (lidu
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250 mg hodc 500 mg thudong truyen trong 60 phat, lidu 750 mg truyén trong 90 phut). Khéng
ding dé tiém bap, tiém vao dng séng, tiém phic mac hodc tiém dudi da.

Dung dich ¢6 chra levofloxacin véi nong do 5 mg/ml trong glucose 5,0 %, ¢6 thé ding ngay
khong can pha loang. Dung dich thubc dung khong hét trong 1an phai duoc loai bo.

Tuwong ky/twong thich

Khéng tron chung dung dich truyén tinh mach levofloxacin v&i heparin hodc céc dung dich kiém
(vi du natri hydrogen carbonat). Dung dich tiém truyén levofloxacin tuong thich véi cac dung
dich tiém truy€n sau déy: dung dich natri clorid 0,9%, dextrose 5%, dung dich dextrose 2,5%
trong Ringer hodc phdi hop véi céc dung dich dinh dudng tiém truyen (acid amin, carbohydat,
chét dién giai).

CHONG CHI PINH:

Ngudi ¢6 tién str qua man véi levofloxacin, vai cac quinolon khac, hodc véi bat ky thanh phan nao
ctia thude.

Dong kinh, thiéu hut G6PD, tién sir bénh & gan co do mot fluoroquinolon.

Tré em nhé hon 18 tudi. /

Phu nit mang thai, cho con bu. ”}7
KHUYEN CAO VA THAN TRONG:

Viém gan déc biét la gén got chan (Achille), ¢6 lhe dan téi dit gan. Bién ching nay c6 thé xuét
hién 0f 48 gio dau tién, sau khi bit dau dung thubc va c6 thé bi ca hai bén. Viém gén xay ra ra
chu yeu 0 cdc ddi twong c6 nguy co: ngudi trén 65 tudi, dang dung corticoid (ké ca dudng hit).
Hai yéu té nay lam tang nguy co viém gén. Dé phong, can diéu chinh lidu lwong thubc hang
ngdy ¢ ngudi bénh lon tudi theo mirc loc céu thén.

Anh huong trén hé co xuong: Levofloxacin, cling nhu phan 1on cac quinolon khac, co thé gay
thodi hoa sun & khop chiu trong luc trén nhiu loai dong vat non, do dé khéng nén sir dung
levofloxacin cho tré em duéi 18 tudi. _

Nhuoe co: Can than trong ¢ ngudi bénh bi bénh nhugc co vi cac biéu hién cé thé néng lén.

Tac dung trén than kinh trung wong: b co cac thong bao vé phan tng bét loi ‘nhu r01 loan tam
thén, tang ap luc ndi so, kich thich than kinh trung uvong dén dén co giat, run rdy, bon chdn, dau
diu, mat ngu, trdm cam, 14 14n, a0 giac, 4c mdng, ¢ y dinh hodc hanh dong tu sat (hlem géap) khi
st dung cdc khang sinh nhom quinolon, thdm chi ngay khi sir dung ¢ lidu ddu tién. Néu xay ra
nhitng phan ing bt loi nay trong khi st dung levofloxacin, can dirng thube va cé cac bién phap
Xir tri triéu chirng thich hop. Cén than trong khi sir dung cho ngudi bénh cé cic bénh ly trén thin
kinh trung wong nhu dong kinh, xo cimg mach ndo...vi cé thé ting nguy co co giat.

Phan tng mén cam: Phan ing min cam véi nhidu biéu hién 1dm sang khic nhau, thim chi s6c
phan vé khi sir dung céc quinolon, bao gbm ca levofloxacin di dugc thong bdo. Cén ngimg thude
ngay khi c6 cac ddu hiéu dau tién ciia phan ing man cam va 4p dung cac bién phép xir tri thich
hop.

Viém dai trang mang gia do Clostridium difficile: Phan mg bt loi nay da duoc théng bdo vai
nhiéu loai khang sinh trong do co levofloxacin, ¢6 thé xay ra & tit ca cdc mitc do tir nhe dén de
doa tinh mang. Can luu y chdn doan chinh xdc cac truong hop ia chay xay ra trong thoi gian
ngudi bénh dang sir dung khang sinh dé co bién phép xur tri thich hop.

Man cam v6i anh sang mic do tir trung binh dén nidng dd dugc thong bao voi nhiéu khang sinh
nhom fluoroquinolon, trong d6 co levofloxacin (méc du den nay, ty 1€ gép phan g bat loi nay
khi str dung levofloxacin rat thap < 0,1%). Nguorl bénh can tranh tiép xdc truc tiép véi anh séng
trong thoi gian diéu tri va 48 gio sau khi diéu tri.

Tac dung trén chuyén héa: Ciing nhu cac quinolon khac, levofloxacin c6 thé giy ra rbi loan
chuyén hoa dudng, bao gém ting va ha dudng huyet thuong xdy ra ¢ céc nguoi bénh ddi thao
duong dang str dung levofloxacin dong thoi véi mot thude udbng ha duong huyét hodc véi
insulin; do d6 can gidm sat duong huyét trén ngudi bénh nay. Néu xay ra ha dudng huyét, cén
ngimg levofloxacin va tién hanh céc bién phap xu tri thich hop.

Kéo dai khoang QT trén di¢n tam do: Sir dung céc quinolon c6 thé gdy kéo dai khoang QT trén
dién tdm dd & mdt s6 ngudi bénh va mot so hiém ca loan nhip, do d6 can tranh sir dung trén cac
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ngudi bénh sin c¢6 khoang QT kéo dai, ngudi bénh ha kali mau, ngudi bénh dang st dung cac
thudc chdng loan nhip nhém IA (quinidin, procainamid...) hodc nhém III (amiodaron, sotalol...);
than trong khi s dung levofloxacin cho cdc ngudi bénh dang trong céc tinh trang tién loan nhip
nhu nhip chdm va thiéu mau co tim cép.

Thoi gian trpyén: Thoi gian trL}yén phu thudc vao liéu lugng thube (lidu 250 mg hodc 500 mg
thuong truyén trong 60 phit, li€u 750 mg truyén trong 90 phit). Khi thdy c6 ddu hiéu giam huyét
ap nghiém trong, cén dimg truyen ngay.

Bénh nhén suy than: Can giam liéu (xem phan “Liéu luwon g va cdch dung”)

Nguoi dang dung thube ddi khang vitamin K: Khi dung phéi hop levofloxacin véi thude dbi khang
vitamin K (warfarin), c6 thé ting cac chi s trong xét nghiém dong mau (PT/ INR) va tang nguy co
chay mau. Khi dung hdi hop nay, cin theo d&i cac chi s6 dong mau.

ANH HUONG TREN KHA NANG LAI XE VA VAN HANH MAY MOC:

Can than trong vi levofloxacin ¢6 thé gay hoa mit, chéng mat, budn ngd, rdi loan thi giac.
SU'DUNG CHO PHU NU €O THAI VA CHO CON BU:

Thoi ky mang thai

Khong dung levofloxacin cho phu nit c6 thai.

Thoi ky cho con bu

Chua do duoc ndng do levofloxacin trong sita me, nhung cin cir vao kha ning phan bd vao sira
ctia ofloxacin, c6 thé du doéan ring levofloxacin ciing duoc phén bé vao sita me. Vi thubc ¢6
nhéu nguy co ton thuong sun khép trén tré nho, khéng cho con b khi dung levofloxacin.
TUONG TAC THUOC:

Antacid, sucralfat, ion kim loai, multivitamin: Khi st dung dong thoi c6 thé lam giam hap thu
levofloxacin, cin uong cée thube nay cach xa levofloxacin it nhét 2 gio.

Theophylin: Mot s0 nghién ctru trén nguoi tinh nguyén khoe manh cho thay khong c6 tuong téc.
Tuy nhién do ndng dé trong huyel tuong va AUC theophylm thudng bi tang khi sir dung dong
thoi v6i céc quinolon khac, van cdn gidm sat chat ché nong do theophylin va hiéu chinh liéu néu
can khi st dung dong thoi véi levofloxacin.

Warfarin: Do dé c6 thong bédo warfarin téng tic dung khi dung cung véi levofloxacin, can giam
sat cac chi sd vé dong mau khi sir dung dong thoi hai thude nay.

Cyclosporin, digoxin: Tuong tac khéng c6 y nghia lam sang, do d6 khong can hiéu chinh liéu
cac thude nay khi dung ddng thoi véi levofloxacin.

Céc thudc chéng viém khong steroid: C6 kha nang lam tang nguy co kich thich than kinh trung
wong va co gidt khi dung dong thot voi levofloxacin.

Cac thude ha dudng huyét: Dung ddng thoi véi levofloxacin ¢6 thé lam tang nguy co rbi loan
dudng huyét, cdn giam sit chit ché.

TAC DUNG KHONG MONG MUON (ADR)

Thwong gap, ADR > 1/100

Tiéu hoa: Budn nén, ia chay. ﬁl

Gan: Tang enzym gan.

Than kinh: MAt ngu, dau dau.

Da: Kich ung noi tiém

It gdp, 1/1000 < ADR < 17100

Than kinh: Hoa mit, cang thing, kich dong, lo ling

Tiéu hoa: Pau bung, day hoi, kho tiéu, ndn, tdo bon.

Gan: Tang bilirubin huyét.

Tiét niéu, sinh duc: Viém a4m dao, nhiém nim candida sinh dyc.

Da: Ngtra, phat ban

Hiém gap, ADR < 1/1000

Tim mach: Tang hozc ha huyét 4p, loan Ilhlp

Tiéu hoa: Viém dai trang mang gia, kh6 miéng, viém da day, phu ludi

Co xuong - khop: Dau khop, yeu co, dau co, viém tly xuong, viém gén Achille.

Than kinh: Co gist, gidc mo bat thuong, trAm cam, rdi loan tim than

»
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Di tng: Phu Quinck, choang phan vé, héi ching Stevens-Johnson va Lyelle.

Huéng din cach xir tri ADR

Cén nging levofloxacin trong cac truong hop: Bit ddu cé cac biéu hién ban da hodc bét ky dau
hiéu nao cua phan ng min cam hay cta phan tmg bét loi trén than kinh trung uong. Can gidm
sat ngudi bénh dé phat hién viém dai trang mang gia va c6 cac bién phap xir tri thich hop khi
Xudt hién ia chay trong khi dang dung levofloxacin.

Khi xuét hién diu hiéu viém gin cin ngung ngay thudc, dé hai gan goét nghi véi cac dung cu cb
dinh thich hop hodc nep got chan va héi chan chuyén khoa.

QUA LIEU VA XU TRI KHI QUA LIEU

Céc nghién ciru cho thiy, khi ding qua lidu levofloxacin truyén tinh mach, c¢é thé gay cac tac dung
trén than kinh trung wong nhu co giat, chéng mit, ri loan nhén thirc, kéo dai doan QT. ‘

Vi khéng co thudc giai doc dac hiéu, xir tri qua liéu bang cach diéu tri tridu ching, bu dich day du
cho ngudi bénh. Thim tich mau va thdm phén phic mac lién tuc khong c6 hiéu qua loai
levofloxacin ra khoi co thé. Theo dai dién tAm db vi khoang cach QT kéo dai.

TIEU CHUAN CHAT LUQNG:

Tiéu chudn co so.

BAO QUAN:

Bao quan trong bao bi nguyén gbc, & nhiét d¢ dudi 30°C, tranh anh séng.

HAN DUNG: ,

24 thang ké tir ngdy san xuét. ]

S6 16 san xudt (Batch No.), ngay san xudt (Mfg. date), han dimg (Exp. date): xin xem trén nhan
bao bi.

DANG BAO CHE VA QUY CACH PONG GOI:

Hop chira 10 tai nhom, mdi tii nhém chira 1 tdi truyén PVC chia 150 ml dung dich truyén tinh
mach.

\ San xuét tai Thuy Si boi:
ACS DOBFAR INFO S.A.
Casai, 7748 Campascio, Switzerland

Ngay xem xét lai 6 hudng dan si dung: 03/10/2014

PHO CUC TRUANG

Agusin Vit g
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