BOYTE 1
CUCQUANLY DUGC

DA PHE DUYET

Lén a:iu;e?.ﬁ./....ﬂ..._d._tf. s il

Mbi vién nén bao phim chira: Bio guin: Bao guin & noi khit ro, ahigt 48
Amanicilin trihydrst BP fuomg duwong wii dirdi 30T

500 mg amoxicillin vi 125 mg Acid D& 12 then tay tré em

Cluvulanic durd dyng Kall Clavalanat, Dygc ki bidmg diin sir dgng trove khi ding
Chi djnh, cich ding, ching ohi diskh, thia SP-26/76

1rgng, tic dyng phy va cic thing tin khic:
Xin doc trong v hudmg din 53 dung
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amaxicilin + clavulanic acid
625

ién nén bao phim chifa:
Amocixilin 500mg va
Acid Clavulanic 125mg

2 vi x 7 vién nén Q

500+125
m

MEDREICH g
Each film coated tabler containg, Starage: Store in a dry plece below 30+
Amaxicitlin Trihydrate BP eguivalent KEEP OUT OF THE REACH OF CHILDREN
10 Amonicillin 500 mg and 125 mg READ THE PACKAGE INSERT LEAFLET
clavulanic acid as the potassium sabt CAREFULLY BEFORE USE
Indications, dosage and sdmisisiration, coeira- Fleming is a trademark of.
indientions, precations, sde effect and sther “:::f“:mts
informations; See (e packing ot e T S0 Enslm: *

RX prescrption Drug

leming’

625

amoxicillln 500 mg and
clavulanic acid 125 mg

Bui 6Z1+008

Reg. Nol SBK: X6 0000-Xx
Baich NoJ S8 16 sx :

Mfij. Date/ NSX
Exp. Date/ HD

K"m“ 500+125 mg

flim coated tablets
2 blisters of 7 tablets Q
500+125
MEDREICH mg
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Amoxicillin + clavulanic acid

amoxicillin 500 mg and clavulanic acid 125 mg

7 Tablets
Fleming is a trademark “

lemin

Amoxicilin + clavulanic acid

amaxicillin 500 mg and clavulanic acid 125 mg

7 Tablets
Fleming is a trademark “

lemin

Amoxcillin + clavulanic acid
amaxicillin 500 mg and clavulanic acid 125 mg

7 Tablets
Fleming is a trademark “

| Use the tablets within 7 days of opening the Pouch ]
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Thuéc nay chi diing theo don cua bdc st

Poc ky hweéng ddn sir dung triecée khi diing.
Néu can thém thong tin xin hoi y kién cua bdc si.

FLEMING®

(Vién nén bao phim amoxicillin trihydrat va kali clavulanat)

THANH PHAN

MBJi vién nén bao phim chira Amoxicillin Trihydrat BP twong duong v6i Amoxicillin
500mg va Kali clavulanat BP tuong duong véi acid clavulanic 125mg

Ta duoc: Cellulose vi tinh thé, Croscarmellose natri, Bot talc tinh khiét, Magié
stearat, Hydroxypropylmethy! cellulose E-15, Ethyl cellulose, Hon dich titan dioxid
(Opaspray KI-7000), Propylen glycol, Methylen chlorid, Isopropyl alcohol.

CAC PAC TINH DUQC LUC HQC

Su d& khang voi nhiéu khang sinh do céc enzym cuia vi khuin pha huy khang sinh
trude khi khang sinh tac dong 1én mam bénh. Amoxicilin 14 khang sinh ban tong hop
thudc ho beta - lactamin c6 phé diét khuén rong dbi voi nhidu vi khudn Gram duong
va Gram 4m do (rc ché tdng hop thanh t& bao vi khudn. Nhung vi amoxicilin rat dé bj
phé huy boi beta - lactamase, do d6 khong c6 tac dung doi vc’vi nhifng chung vi khuén
san sinh ra cac enzym nay. Clavulanat trong F leming® c6 céu truc beta - lactam gan
gidng voi penicilin, c6 kha ning trc ché beta - lactamase do phan 16n cac vi khuén
Gram am va Staphylococcus sinh ra. Dac biét n ¢6 tac dung trc ché manh cac beta -
lactamase truyén qua plasmid gdy khang céc penicilin, do d6 vi khuén tré lai nhay
cam voi tac dung diét khuén nhanh cia amoxicillin & ndng d6 co thé dat dlrorc mot
cach d& dang trong co thé. Ban than clavulanat ¢ tic dong khang khudn yéu nhung
khi két hop v6i amoxicillin nhu trong Fleming® gitp cho amoxicilin khong bi beta -
lactamase pha huy, dong thoi m& rong thém pho khang khudn cta amoxicilin mét
cach hiéu qua déi voi nhleu vi khuan thong thuong da khéang lai amoxicilin nén dugce
sir dung rong rii trong diéu tri tdng quat va trong bénh vién.

CAC PAC TINH DUGC PONG HQC é/

Duoc ddng hoc cia hai thanh phén trong Fleming® rat twong hop. Ca clavulanat va
amoxicillin déu cé mirc d6 gin két voi huyét thanh thép, khoang 70% ton tai dudi
dang tu do trong huyet thanh. Tang gap doi liéu Fleming® lam cho ndng d6 trong
huyét thanh dat dugc gén gip doi.

Amoxicillin va kali clavulanat hap thu tot vao duong tiéu hoa sau khi dung lidu ubng.
Dung amoxicillin lic no hay d6i déu c6 tic dung thip nhdt vé mat duoc déng hoc.
Trong khi amoxicillin/clavulanat kali ¢6 thé dat duoc hidu qua ma khong lién quan
dén bira an, su hip thu ciia mudi kali clavulanat khi ding chung véi thic dn thi 16n
hon khi dung lac do6i. Trong mét nghién citu, su trong quan sinh kha dung clavulanat
giam khi dung amoxicillin/kali clavulanat sau 30 va 150 phat dung bira sang c6 ham
luong chét béo cao. Do an toan va hidu lye cia amoxicillin/kali clavulanat da duoc
chimg minh trong nhitng thir nghiém lam sang khi amoxicillin/kali clavulanat da
duogc cho diing ma khong lién quan dén bita an.

Khoang 50% téi 70% amoxicillin va khoang 25% tdi 40% acid clavulanic dugce bai
tiét dudi dang khong dbi vao nudc tiéu trong 6 gio sau khi ubng 10ml hén dich
amoxicillin/ kali clavulanat 250mg/5ml.



Ding déng thdi vai probenecid 1am cham bai tiét amoxicillin nhung khdng lam cham
bai tiét acid clavulanic qua than.

Ca 2 thanh phan amoxicillin va kali clavulanat déu gin két cao véi protein; acid
clavulanic dugc tim thiy khoang 25% va khoang 18% amoxicillin gin v&i huyét
thanh nguoi.

Amoxicillin khuyéch tan d& dang vao hau hét mé va dich co thé ngoai trir dich néo
tuy. Két qua nhing thu ‘nghiém lién quan toi ding thudc trén tht goi ¥ ring giéng
nhu amoxicillin, hop chit nay phéan b tot vao md co thé.

CHI PINH

Flv::mmg® 14 khang sinh pho khéng khudn rong ¢6 hoat tinh khéng lai nhitng mim vi
khudn thuong gip trong diéu tri tdng quat va trong bénh vién. Tac dong trc ché beta-
lactamase clia clavulanat 1am néi réng phéd khang khuin cia amoxicillin d6i véi
nhiéu loai vi khuan, ké ca nhiéu vi khuén dé khang vdi cdc khang sinh beta-lactam
khéc.

Fleming® ché phiam dang udng duoc chi didu tri ngén han céc nhidém khuén sau:
Nhiém khudn duong hé hdp trén (bao gém tai-miii-hong):viém amidan, viém xoang,
viém tal giira.

Nhiém khudn dieong hé hdp dudi: viem phé quan cdp va man tinh, viém phé quan-
ph01 viém cudng phoi.

Nhiém khudn dwong niéu-sinh dyc: viém bang quang, viém meu dao, viém céu than.
Nhiém khudn da vé mé mém: mun nhot, ap xe, viém mo té bao, nhiém trung do vét
thuong.

Nhiém khudn xwong- -khdp: viém tuy xuong.

Nhiém frung rang: ap xe 0 rang

Cdic nhiém khudn khde: nhim khuidn do pha thai, nhidm khudn huyét san, nhiém
khuin 6 bung, nhidm tring mau, viém mang bung, nhi€m tring sau phau thuat.

Fleming® c6 tinh diét khuén véi nhiéu loai vi khuén bao gdm:
Vi khuén gram dwong

Vi khuan hiéu khi: Enterococcus faecalis, Streptococcus preumoniae, Streptococcus
pyogenes, Streptococcus viridans, Staphylococcus aureus, *cac staphylococci dm
tinh voi coagulase (bao gdm Staphylococcus epidermidis), ching vi khuén
Corynebaterium, Bacillus anthracis, Listeria monocytogenes.

Vi khuan ky khi: Dong vi khudn clostridium, chung vi khuin Peprococcus,
Peptostreptococcus.

Vi khun gram im

Vi khuan hiéu khi: *Haemophilus influenzae, * Escherichia coli, *Proteus mirabilis,
*Proteus vulgaris, ching vi khuin * Klebsiella, *Moraxella catarrhalis, chiing vi
khuan *Salmonelia, chung vi khuan *chung Shigella, Bordetella pertussis, Brucella,
*Neisseria gonorrhoeae, Neisseria meningitides, Vibrio cholerae, Pasteurella
multocida.

Vi khuén ky khi: Cac loai *Bacteriodes ké ca B. fragilis.

* Bao gdm chiing sinh beta-lactamase d& khang voi ampicillin va amoxicillin.
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LIEU LUQONG VA CACH DUNG

Liéu thong thudng cho diéu tri nhiém tring
Ngudi 16n va tré em trén 12 tudi:

Nhiém tring nhe - vira | Mét vién Fleming® 625mg x 2
lan/ngay

e



| Nhiém tring ning | Mot vién Fleming® 1g x 2 lan/ngay |

Liéu diing cho nhiém tring nha khoa (nhw trong ap xe o rang): i

Ngudi 16n va tré em trén 12 tudi: Mot vién Fleming® 625mg x 2 lan/ngay trong 5
ngay.

Khuyén khong dung cho tré em 12 tudi va tré nho hon 12 tudi vién nén Fleming®
625mg va lg.

Liéu ding cho bénh nhdn suy thdn:

Nguoi lon:

Vién nén Fleming® 1g chi dung cho bénh nhan ¢6 ty 1& loc cau than > 30 ml/phut.
Suy than nhe Suy thén vira Suy thdn ning
Do thanh thai | (Do thanh thai 10 - | (P§ thanh thai <10ml/
>30ml/phut) 30ml/ phit) phit)

Khéng thay doi liéu

Mét vién 625mg x 2
lan/ngay. Khoéng nén

Khong dung nhiéu hon
mdt vién 625mg cho moi

dung vién nén lg 24 gio.

Liéu dimng cho bénh nhan suy gan: ‘
Than trong khi dung thuoc cho bénh nhan suy gan, can theo ddi chirc nang gan dinh
ky trong thoi gian dung thudc.

Cdch ding:

Nén nuét vién thudc khong nhai. Néu can c6 thé bé vién thude lam dbi.

Pé giam thleu dung nap vao dlrorng tiéu hod, nén dung thudc vao diu bira dn. Thudc
hap thu t6i wu néu dugc udng vao dau bira an.

Tri liéu nén can nhic khong vuot qua 14 ngay.

CHONG CHI PINH ?;/
Chéng chi dinh trong truomg hop man cam véi Penicillin.

Nén than trong vi kha ning xay ra man cam chéo véi cac khang sinh nhém beta-
lactam khac nhur cephalosporm

C6 tién sir di ung v6i Fleming® hay rdi loan chirc ning gan/ vang da c6 lién quan dén
penicillin.

Tré em bang hodc dudi 12 tudi

CANH BAO PAC BIET VA THAN TRONG PAC BIET KHI SU DUNG

P3 ghi nhan duoc nhitng thay ddi trong cic xét nghiém chirc ning gan trén bénh
nhan ding Fleming®. Y nghia lam sang cta cac thay doi nay khong chic chin nhung
nén than trong khi dung Fleming® cho nhitng bénh nhan c6 d4u hiéu rbi loan chirc
nang gan. Da c¢6 bao cdo nhung hiém khi xay ra vang da & mét trAm trong nhung
thuomg ¢6 thé hdi phuc. DAu hidu va triéu chimg c6 thé khong rd rang cho t6i 6 tuén
sau ngung diéu tri. O nhimg bénh nhén thiéu ning than vira hay ning nén diéu chinh
liéu dung nhu khuyén céo trong phan “Liéu lugng va cach ding”.

Nhimg phan g qua man nghiém trong va doi khi xay ra tu vong (phan tng phan
vé) da duogc bdo cdo & nhitng bénh nhan dleu tri bang pen1c1llm Nhimg phan img
nay thuong xay ra & nhitng bénh nhan c6 tién sir qua man véi _penicillin (xem phan
Chéng chi dinh). Phat ban d6 kém theo chimg viém cac tuyén bach ciu xay ra &
nhiig bénh nhan dung amoxicillin.

Nén tranh ding Fleming® néu c6 nghi ngd xay ra chimg viém cac tuyén bach céu.
Dung kéo dai cling c6 thé thinh thoang giy tang sinh cac chiung khong nhay cam véi
thuoc.



TUONG TAC THUOC

Pi c6 béo cdo vé truomg hop kéo dai thoi gian chay méu va thoi gian prothrombin &
mot s& bénh nhan dung Flemmg® Nén cén than khi ding Fleming® cho nhimng bénh
nhéan dang diéu tri thudc chéng déng mau. Ciing nhu céc khang sinh pho rong khac,
Fleming® c6 thé lam giam hiéu luc cua thudc ngia thai dang udng va do d6 nén
théng bao cho bénh nhan biét diéu nay.

Khuyén céo khong ding chung véi probenecid. Probenecid lam giam tiét amoxicillin
vao 6ng than. Dung chung v6i Fleming® c6 thé din dén tang va kéo dai nong do
trong mau ctia amoxicillin nhung voi acid clavulanic thi khong.

Diéu tri ddng thoi amoxicillin véi allopurinol rit ¢6 kha nang lam ting nhimg phan
tmg di vmg da. Khong c6 dir liéu vé viéc dung dong thoi Fleming® va allopurinol.

SU DUNG THUOC CHO PHU NU €O THAI VA CHO CON BU

Thiéu kinh nghiém vé viéc st dung Fleming® trén phu nit ¢6 thai. Ciing nhu véi tat
ca dugc pham, nén tranh dung cho phu nif ¢6 thai, dic biét trong 3 thang dau thai ky,
trir khi dugc bac si can nhéc k§ ludng. C6 thé chi dinh dung Fleming® trong thoi
gian cho con bu. Loai trir nguy co xay ra nhay cam, cung véi viée tiét mot s6 luong
nhé véo sita, khong ghi nhan duoc anh huong bat loi nao khac cho tré em.

ANH HUONG LEN KHA NANG LAI XE VA VAN HANH MAY MOC
Khéng c6

TAC DUNG NGOAI Y ’
Tac dung khong mong muédn cia thude ciing nhu véi amoxicillin it gap va chu yéu la
nhe va thoang qua bao gdm:

Phan Umg trén hé tiéu hoa:

Tiéu chay, khé tiéu, ndn va budn nén. Hiém khi ¢ béo cao xay ra truong hop nhiém
ndm candida, viém két trang c6 lién quan dén khang sinh (ké ca viém rudt mang két
gia va viém rudt xuit huyét). Budn non, di khong thudng xuyén, thuong cé lién
quan nhiéu hon dén lidu ué‘mg cao hon. Néu nhirng tac dung phu trén dudng tiéu hoa
xay ra voi liéu phap dung duomg udng, c6 thé giam bang cach ding Fleming® luc bat
déu bita an. Ciing nhu véi céc khang sinh khac ty 1& xay ra nhimg tac dung phu trén
dudmg tiéu hoa c6 thé gia ting O tré¢ em dudi 2 tudi. Tuy nhién trong thir nghiém 1am
sang chi ¢6 4% tré dudi 2 tudi bi loai ra khéi thir nghiém.

Anh huéng trén gan:

Sy gia tang vira phai AST va/hay ALT da ghi nhian dugc ¢ nhitng bénh nhédn diung
penicillin ban tdng hop nhumg y nghia dang ké cta nhimg phat hién nay vin chua
biét rd. Viém gan va vang da (r mat hiém khi duoc bao céo véi Fleming®. Tuy nhién
chiing c6 thé nghiém trong va kéo dai trong vai thang. Nhimg tridu ching nay da
duoc bao cdo xay ra phin Ién trén bénh nhan trudng thanh hay lon tudi va thuong
xay ra ¢ nam gioi hon. Nhimg déu hiéu va triéu chimg c6 thé Xay ra trong qua trinh
diéu tri nhung thudng duoc béao céo sau khi da nglmg tri lidu 6 tuan. Cac bién cb trén
gan thuong c6 thé hoi phuc Tuy nhién, cuc ki hiém c6 bao cao vé truong hop tir
vong. Cac trudng hop vE gan da duge bao céo phén 16n & bénh nhan nam va ngudi
gia va c6 thé ¢o lién quan t6i thoi gian diéu tri kéo dai.

Nhiimg phan uing nhay cam:

Thinh thoang xay ra chimg may day va nbi ban d6. D3 c¢6 bao cao vé truong hop ban
d6 da hinh, hdi chimg Stevens-Johnson, hoai tir da nhiém doc va viém da tréc vay
nhung hiém. Nén ngimg diéu tri néu xuét hién mot trong cdc dang trén. Gidng nhu
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cac khang sinh beta-lactam khéc, di c¢6 bao cdo vé cac truong hop phi mach, hoi
chimg gi6ng cam ciim va viém mach do qua min. C6 thé xay ra viém than k& nhung
hiém.

Anh huong trén huyét hoc:

Cling nhu céc khdng sinh beta-lactam khac, hiém c6 béo cao vé giam bach ciu (bao
gom giam bach cdu trung tinh hay bach cdu khong hat) giam tiéu cau va thiéu mau
tan huyét.

Anh huéng trén hé than kinh trung vong:

Quan sat thiy co anh hudng trén hé than kinh trung wong nhung rat hiém. Nhimg anh
hudng nay bao gom: tang hoat dong thudn nghich, chéng mat, dau diu va co gidt. Co
giat ¢6 thé xay ra voi nhimg ngudi thidu ning than hay & nhitng ngudi dung liéu cao.

Ghi_chu: XIN THQNG‘BAO CHO BAC SI ‘CAC TAC DUNG NGOAI Y GAP
PHAI TRONG QUA TRINH SU DUNG THUOC

SU DUNG QUA LIEU

Céc truong hop qué lidu Flemmg® khong chic xay ra; néu gap phai c6 thé cé nhimg
tri¢u chimg ti€u hoa va réi loan cén bang dich va chét dién giai. C6 thé diéu tri tridu
chimg bing cach luu y dén cin bing dich va chit dién giai. C6 thé loai trir Fleming®
khoi hé tun hoan bing phuong phép thdm tach mau.

HAN DUNG
24 thang ké tir ngay san xuat.
KHONG DUNG THUOC QUA THOI HAN GHI TREN NHAN

BAO QUAN
Bé@_ quan noi khé rdo, nhiét do d}rc'!i 30"9 !P]/
GIU THUOC XA TAM TAY CUA TRE EM

TRINHBAY
Hop chira 2 vi, moi vi chira 7 vién nén bao phim

NHA SAN XUAT

MEDREICH LIMITED )
12t MILE, OLD MADRAS ROAD, VIRGONAGAR, BANGALORE —560 049, An
Do

FLEMING® 12 mdt nhéan hi¢u cia

Medreich ple
9 Royal Parade, Kew Gardens,
Surrey TW9 3QD, England

TUQ. CUC TRUSNG
PTRUSNG PHONG
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