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1. Tén co s& dé nghi xac nhan noi dung thong tin thudc theo hinh thire hdi thao gidi thiéu thudc®/quang
cao thudc qua phuong tién hoi thao, hoi nghi, su kién gidi thiéu thube®:

CONG TY TNHH DUQC PHAM GSK VIET NAM

2. Dia chi: Phong 701 Toa nha Metropolitan Tower, 235 Pdéng Khoi, Phuong Sai Gon, TP. HS Chi
Minh, Viét Nam.

3. 86 dién thoai: 028 38 248 744

4. Ho, tén, sb dién thoai ctia nguoi lién hé khi can: Nguyén Dirc Bao Hoang - 0868775614,

5 Danh muc thudc dé& nghi xac nhan ndi dung thong tin thudc theo hinh thirc hoi thao gi6i thidu thude

S5 TT Tén thube S6 gidy dang ky lwu hanh thuoclso gidy phép nhip
khau thubc
1 AUGMENTIN1¢g VN-20517-17
2 TRELEGY 500110439823

6. Thanh phan tham du: 15 Nhan vién y té dang cong tic tai BVDK Tinh Ha Tinh & 1 Nhén vién
cong ty TNHH Duoc Pham GSK VN.
7. Dia diém va thoi gian du kién té chuc:

Dia diém Thoi gian t6 chire

Nha hang Dai Huong Bién — 140 Ham Nghi, Thanh

Sen. Ha Tinh 17:30 — 19:30, ngay 27 thang 03 nam 2026

8. Tai li€u kém theo: Thong bao hdi thao gidi thi¢u thude, Chuong trinh hdi nghi, CV Béo céo vién,
Noi dung thdng tin thude.

9. Cam két ctia co so:

Co s& cam két thue hién ding nodi dung thdng tin thube cép theo thong tin ké toa :

AUGTAB 1215-09/180113 va Trelegy Ellipta

Nguyen Nhu Phuc Diem
Commercial Director VNVC,
Strategic Accounts
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17:35-17:50  Thong tin ké toa AUGMENTIN 1G, TRELEGY
DS. Nguyén Purc Bdo Hoang
Dai dién céng ty TNHH Dwoc Phdm GSK Viét Nam

17:50-19:30  Thdo luén
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Chuyén nganh

2015-2020 Trudng Pai Hoc Dugc Ha Noi

Dugc Si
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Thoi gian Noi lam viée

2021-2022 CTCP Dugc Liéu Trung Uong 2

2022 - nay Céng ty TNHH Dugc phdm GSK Viét Nam
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Mivin hiu thue qurtn sb hize hods rge cp phép cha OSK grows of companies

Théng tin ké toa TRELEGY ELLIPTA
Fluticasone furoate/umeclidinium/vilanterol

THUGC NAY CHI DUNG THED DON THUGC

BE XA TAM TAY TRE EM

BOC KY HU'ONG DAN SUF DYNG TRUG'C KHI DUNG
NEU CAN THEM THONG TIN XIN HOI ¥ KIEN BAC SV

THANH PHAN CONG THUYC THUOC

THANH PHAN DUQC CHAT: Mbi lidu chwa phong thich chira 100 microgam (mcg) flulicasone furoate; 62,5 mcg umeclidinium (twong duong véi
74,2 mcg umeclidinium bromide) va 25 meg vilanterol (dang trifenatate). Lidu nay tuvong g voi liu phong thich (lidu di ra khdi d4u ngam cla
dung cuy hit) chira 92 mcg fluticasone furoale, 55 meg umeclidinium (twong duong véi 65 meg umeclidinium bromide) va 22 meg vilanterol (dang
frifenalate). THANH PHAN TA DU'QC: Laclose monohydrale (chia protein sira) (khodng 25 mg laclose monohydrale trong méi lidu) Magnesium
stearale. DANG BAO CHE: Thudc b3t hit phan lidu. THONG TIN LAM SANG: CHI B|NH: Trelegy Ellipta dugc chi dinh trong didu trj duy tri a&
phéng ngira va Iam gidm céc trigu chirng c6 lién quan dén bénh phdi tic nghén man tinh (COPD). CACH DUNG, LIEU DUNG: Lidu lwgng.
Trelegy Ellipta chi ding d& hil qua miéng. Sau khi hit thube, bénh nhén nén stc miéng véi nurdc va khong duge nudt. Céc abi twong bénh nhén:
Ngwdi 1&n: Lidu duge khuyén céo va 6i da 1a mot lidu hit Trelegy Ellipta 100/62,5/25 mcg, 1 lan/ngay, vao mat thi diém cb dinh trong ngay. Tré
em va thanh thidu nlén: Dya vao chi dinh ciia san phim, vigc sir dung cho bénh nhan duéi 18 tubi 13 khéng phi hop. Nguwdi cao tudl: Khéng
cAn didu chinh lidu & cac bénh nhan frén 65 tudi (xem Duyc dfng hoc — Céc dbi lugng bénh nhén dic bigl). Suy than: Khong cén diu chinh liéu
& céc bénh nhan suy thdn (xem Dugc ddng hoc — Céc dbi tuong bénh nhan dic bigt). Suy gan: C2n than trong khi ding thube cho bénh nhan suy
gan do c6 nhidu nguy co g3p tc dung khdng mong mudn toan than lign quan dén corticosteroid. Bbi v6i nhitng bénh nhén suy gan vira hodc
néing, lidu 181 da 12 mt lidu hit Trelegy Ellipta 100/62,5/25 mcg (xem Cénh béo va Than trong).
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Thoéng tin ké toa TRELEGY ELLIPTA

Fluticasone furoate/umeclidinium/vilanterol

CHONG CHI B]NH: Chéng chi djah diing Trelegy Ellipta cho céc bfnh nhiin dj érng niing véi prolein-sira hojc da bidt qué mn véi furoale, lidini il ! hogic bilt kj Ihanh
phin t4 duge ndo. CANH BAO VA THAN TRQNG KHI DUNG THUOC: Pot kich phél: Trelegy Etlipla khdng nén duge sir dyng aé gidu L ded kich phél clp tish COPD ma cin duge didu I
blng thude gidn phé quan tac dyng ngln. Vige gia tang sir dyng céc thube gilin phé quidn tac dyng ngén aé lAm gidm cdc 1Agu chirng cho thiy finh trang kidm sodl binh dang xdu di va bgnh
nhén nén dén bic s§ a8 Kidm lra. Bénh nhin khdng nén ngirng @du Irj voi Trelegy Eliipla ma khdng cé sy gidm sil cda bic s§ do cic Irigu chimg cb thé L4i phal sau khi ngirng thude. Co thé|
phé quin nghich Iy: Cling nhy cic ligu phip dudng hit khic, co thét phé quin nghich If c6 thé xay ra kém theo lang ngay I3p tirc khd khé sau diing thubc va cb Ihé de doa tinh mang bénh
nhén. Nén ngirng Gidu I/ bing Trelegy Elfipta ngay, b§nh nhin nén duge dnh gid va ding céc iju phép thay thé néu cin. Céc ldc ddng Irén lim mach: *Cac tde ddng Irén lim mach, vi dy logn
nhip tim nhe rung nhi va nhip tim nhanh, cé (hé thiy sau khi ding céc thube a4l khing thy thé muscarinic hoje cie thude kich thich thin kinh glao cam, bao gdm I4n luot 14 umeclidinium hojc
vilanterol, Do a6, Trelegy Ellipla nén duge ding thin trgng cho cdc bénh nhin ¢é bgnh Iy tim mach khang 8n dinh hodic de doa linh mang. B&nh nhan suy gan: Céc bénh ahan suy gan lung
binh dén ngng dang didu t bAng Trelegy Ellipta 100/82,5/25 meg nén duge theo ddl c4c phin tng bal igi Lodn thin lidn quan dén corlicoslerold (xem Libu lugng va cach diing,). Téc ddng lodn
1hén clin corlicosterald: Céc t4c ddng lodn than cb thé xdy ra véi bl ky corticoslerold dang hil nao, agc bigt khi ding lidu cao trong théi gian dal. Cac 1dc dhng ndy xdy ra It hon rét nhidu so vél
corlicosleroid dudmg ubng. Céc lac ddng todn thin cb thé gdm: irc ché tryc ha 83 - luyén yén - lhugng thén, 1Am gldm mél d khodng ciia xuong, dyc thiy inh thd, tang nhiin 4p va bénh hic
vdng mac frung tam thanh dich (cenlral serious chorioretinopathy - CSCR). Cling nhur 14l ¢ cdc thube chira corlicoslerald, Trelegy Ellipta nén duge sir dyng thdn Irong & céc bnh nhan bj lao
phdi, hogc cdc bnh nhin bj nhifm khudn man tinh hodc nhidm khudn chira duge Gidu 1. Hoal tinh khing muscarinic: Do hoal linh khing muscarinic cia thube, Trelegy Elipta nén dugc sir
dyng thin trong cho cac bih nhin b] binh gidedm géc dong hode bi tibu. Vidm phdi: Tuong ty nhwr lée dyng chung da bidt cda nhém thudc coricosteroid dang hit, bién cd viem phéi (bao gdm
cé viém phdi d3n aén nhdp vign) 03 duge quan sét thiy & cdc binh nhidn COPD sir dyng Trelegy Elipta. Trong mél s8 tnrdmg hap, 1ir vong do viém phdi da dugc bo cio khi sir dyng cdc
thudc chira fluticasone furoale — corficoid dang hil, trong d6 cé Trelegy Eliipta (Xem Téc dyng khing mong mudn). Bac s§ nén lidp lyc canh gidc vé kha nang tién trilin cda viem phéi trén nhimg
bgnh ahin COPD, vi cAc ddc didm 13m sdng cda viem phdl iring 1Ap véi cée diu higu cda dot kich phdl COPD. Céc ybu 1 nguy cor cia viém phdl & nhirng bénh nhin COPD cd sir dyng Ihudc
chira corticosteroid dang hil bao gdm nhiing ngudi dang hit thude, nhiing bénh nhin cé 1in sir vidm phdi, bnh nhan cb chi sé khéi cor thé thép va bEnh nhan mic COPD ndng. Nhirng yéu th
ndy cin duge xem xét khi ké don Trelegy Ellipla va cin déinh gi Il vige didu t khi viem phdi xdy ra. Ta dyoc: Néu dugc bic s§ théng béo ring ban bj rdl loan dung nap v6i mét sé logi
duirng, lién hi véi béc s§ Inrde khi sir dyng (hude ndy. Trelegy Ellipla cb chira lactose, khong nén sir dyng thubc ndy cho binh nhan mic rdi logn di InJyﬂr: hiém giip v& dung nap galaclose
nhur thiéu hyl men laclase, rél logn hdp thu glucose-galaclose.
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Thoéng tin ké toa TRELEGY ELLIPTA

Fluticasone furoate/umeclidinium/vilanterol

TUONG TAC, VA TUONG KY KHI DUNG THUOGC: TUONG TAC: Hau nhu khdng cé tuong tac thube c6 § nghia 1am sang géy ra boi flulicasone furoale,
umeclidinium hay vilanlerol & céc lidu diing trén 1am sang do sau khi hit nbng 6 thubc dat duoc trong huyét luong thdp. Twong tac véi cac thube chen beta: Cac
thubc chen beta-adrenergic ¢4 thé 1am suy yu hotic i khang 1ac dyng cda cac chl chi van bela,-ad gic, vi du rol. Néu phai chl dinh céc thude chen
bela, nén can nhic sir dung thudc chen bela chon loc Irén lim; luy nhién, nén thén trong khi sir dung ddng ther véi cac thube chen beta chon loc va khdng chon loc.
Tuong tac véi cac chit trc ché CYP3A4: Fluticasone furoale va vilanlerol, ca hai thanh phdn ciia Trelegy Ellipta, ddu bj ddo thal nhanh bing cach chuydn hoa
budc adurdng rai qua lrung gian bdi enzym CYP3A4 & gan. Cln than trong khi ding phdi hop véi cic chél irc ché CYP3A4 manh (nhir ketoconazole, ritonavir) do
cb khd nang tang phoi nhidm toan than véi ci fluticasone furcale va vilanleral, d3n aén tang nguy co xay ra lac dung khong mong mudn (xem Duvc ddng hoc). Cic
thudc khang muscarinic tac dyng kéo dai va cac thudc chi van beta,-adrenerglc tac dyng kéo dal khdc: Vidc sir dung ddng thai Trelegy Ellipta v6i cac thube
khang muscarinic 14c dung kéo dai hodc cac thudc chil vin bela,- adrenerglc tae dyng kéo dal khac chira dugc nghién ciru va khdng duge khuyén céo vl cb khd néng
gay ra c4c tac dyng khdng mong mubn (xem Tac dung khong mong mubn va Qué lidu). TUONG KY: Do khdng cé cac nghién clru vé tinh lrong ky ctia thube, khdng
tron 1n thube ndy véi cac thubce khécChura cé trang ky drgc ghi nhin, SU' DUNG THUOC CHO PHY NO* €O THAI VA CHO CON BUTHAI KY VA CHO CON BU:
Kha niing sinh san: Khdng cb dr ligu v& tac ddng clia Trelegy Ellipla 18n kha nang sinh sén & ngudi. Céc nghién ciru Irsn a6ng vat cho thiy khong c6 sy Anh huding
aén kha nang sinh sdn cla con Gy vé con cal (xem DO ligu an lodn Uén 1am sang). Thal ky: Chura co Al dir l1gu v3 vige sir dung Trelegy Ellipta & phy nir mang thal.
Céc nghién ciru trén ddng val cho hly ddc tinh trdn co quan sinh san xay ra sau khi diing cic chAt chi vén bela, ho3ic corticosterold (xem DI igu an foan lidn lam
s4ng). Trelegy Ellipta chi nén dugc sir dyung trong thal ky nbu Igi ich cho ngudi me vugt Lrdl bAt ky nguy ca ndo cb thé x3y ra véi thal nhi. Cho con ba: Chura bidt lidu
fluticasone furoale, umeclidinium, vilanterol ho#ic cac sén phdm chuyén héa ciia chiing cé dugc bai tiét qua sira me hay khdng. Tuy nhién, c4c corticosteroid, cic chat
dabi khéing muscarinic va cac chit chl van beta, khic da duge phél hign lrong sira me. Nguy co d8i véi ré so sinhlré nhd ba sira me khdng hd duoc loai tar. CAn
can nhic ngirng cho trd bl me hay ngimg ligu phép Trelegy Ellipta dya trén Igi [ch cta vige bii stra me adi voi Iré va lgi Ich didu Urj ddi véi ngudi me. ANH HUONG
DEN CUA THUOC LEN KHA NANG LAI XE, VA VAN HANH MAY MOC: Chua cé nghidn ciru ndo @8 dénh gia nh hudng ca Trelegy Ellipta 18n kha nang thyc
hign céc hoat dgng ddi hoi cac k§ nding phén doén, van ddng hay nhén thirc. Anh huéng bét Igi 16n céc hoal ddng nay chua duge dy dodn dya vao linh chél duge Iy
hoc cua fluti e furoate, idinium hay vilanterol, & c4c lidu dibu tr trén lam sang.
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Théng tin ké toa TRELEGY ELLIPTA

Fluticasone furoate/umeclidinium/vilanterol

TAC DUNG KHONG MONG MUON CUA THUGC: D@ ligu thir nghigm 1am sang: Hb s tinh an lodn cia Trelegy Eliipla dya trén ba nghién ciru 1am sang Pha lll. Nghién
ciru du lign bao gdm dir lidu an todn tr 911 bénh nhan COPD sir dyng litu Trelegy Eliipta 100/62,5/25 mcg, ding 1 1An m&i ngay, trong khodng thdi gian dén 24 twén, rong
st ndy, 210 bénh nhan sl dung Trelegy Ellipta 100/62,5/25 mcg, ding 1 1An mai ngay, trong khodng thoi gian dén 52 tudin, véi 1 thude cd hoal chét 1am thude adi chirmg
(nghién cGu CTT116853, FULFIL). Nghién ciru thir hai bao gbm dir lidu an toan tir 527 banh nhan COPD sir dung Trelegy Ellipta 100/62,5/25 meg va 528 bénh nhan COPD
sir dung fluticasone furoate/vilanterol 100/25 meg + umeclidinlum 62,5 meg, ding 1 Bn méi ngdy, trong khodng théi gian aén 24 win (nghién clru 200812). Nghién ctru thir
ba bao gdm dir lidu an toan lir 4151 bénh nhan COPD sir dung Trelegy Ellipta 100/62,5/25 mcg, diing 1 1&n mdi ngay, trong khodng théi gian dén 52 tuln, véi hal thube co
hoat chét 1am thubc adi chimng (two aclive comparators) (nghién ciru CTT116855, IMPACT). TAn suft tac dung khéng mong muén cé sy khac biét gifra céc nghién ciu, cic
téc dung khang mong mudn thuéng gép hon duoc béo cdo bén dudi. Cac téac dung khdng mong mudn duge ligt ké dudi day theo hi co quan MedDRA v tAn sudl (Béng 7).
Quy woc sau duge sir dung dd phan loai cic tac dung khéng mong mudn: R&L phd bién: 21/10. Phd bién: 21/100 dén <1/10. Khéng phd bién: 21/1000 dén <1/100. Hiém:
21/10000 dén <1/1000. RAt hiém:<1/10000. M6 ta cho tic dung khdng mong mudn chon loc: Viém phéi (xem phdn Cdnh bdo va Thén trong). Trong tdng sé 1810 bénh
nhéan COPD gial doan tién triln (gi tj trung binh cia FEV, sau khi ding thubc giin phé quan bing 45% gia trj dyr doan, 45 lach chuln SD 13%), 65% trong sb ndy a3 lirng
cé mél dot kich phat COPD mirc d trung binh/ndng trong ndm trude khi vao tham gia nghién ciru (nghién cru CTT116853), 1y |§ céc bidn cb viém phdi & nhém sir dung
Trelegy Ellipla (20 bénh nhén, 2%) da dugc béo céo cao hon nhém sir dung budesonide/formoteral (7 bénh nhén, < 1%). Viém phdi cin phéi nhap vién xdy ra & 1% bénh
nhan ding Trelegy Eliipta va < 1% & bénh nhan ding budesonide/fformolerol dén 24 tuan. Mdt tnrdng hop tir vong vi viém phdi da duoc bdo céo & bénh nhan sir dung
Trelegy Ellipta. Trong phan nhém 430 bénh nhan duoc didu tr aén 52 tuln, 1y 18 cac bién cb viém phdi dugc bao cdo & ca hai nhém Trelegy Ellipta vabudesonide/formoterol
|a nhr nhau, & mirc 2%. Trong mdt nghién ciru 52 tudn, trén tdng s& 10355 bénh nhan COPD ¢4 lién sir bj 1 hodc nhidu hon dot kich phét mirc 83 taing binh hodc n3ng
Irong vong 12 thang lrrére dé (gla U trung binh clia FEV, sau khi ding thubc gifin phé quan bing 46% gia U dy doan, SD 15%) (nghién ciru CTT116858), 1 1§ méc viém phdi
13 8% véi Trelegy Ellipla (n = 4151), 7% va&i Nulicasone furoalefvilanterol (n = 4134) va 5% véi umeclidinumvilanterol (n = 2070). Viem phdi gay Lir vong xdy ra & 12 trong sé
4151 bénh nhan (3,5/1000 bénh nhan-nam) sir dung Trelegy Ellipta, 5 trong s& 4134 banh nhan (1,7/1000 bgnh nhan-ndm) sir dung fulicasone furoalelvilanteral va 5 trong s&
2070 bénh nhan (2,9/1000 bénh nhan-nam) str dung umeclidinlum/vilanterol. T§ 1§ cac bién cb viem phdi khi sir dung Trelegy Ellipta lrong fy nhur khi sir dyng flulicasone
furoate/vilantero! 100/25 a4 duge quan sat thay trang cac nghién ciru 14m sang vé COPD. D liéu sau Iy hanh thude: Chura cé dir figu.

Théng tin ké toa TRELEGY ELLIPTA RTINS
Fluticasone furoate/umeclidinium/vilanterol
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Fluticasone furoate/umeclidinium/vilanterol

Di¥ lidu sau lwu hanh thube

Thoéng tin ké toa TRELEGY ELLIPTA

Phin logi hé théng co quan Téc dyng khéng mong mudn Tan sufit
R&i logn h@ min dich Phin (ng qué m3n, bao gdm sbc phan vé, | Higm
phit mach, ndi mé Gay va phét ban
R&i logn chuyén hda v dinh dudng Tang duitng huyét Hiém
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Téng 4p lye ndl nhin Hiém
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R&i logn co-xwong-khép va mé lién két Co thitcor Higm
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Théng bdo ngay cho béc sy hodc duype s nhirng phan trng c6 hai gdp phai khi sir dung thuéc.

Fluticasone furoate/umeclidinium/vilanterol

khuyén cdo cla trung tam chéng ddc Québc gia, néu cé.

SAN XUAT BOI:

Priory Slreel, Ware, Herlfordshire, SG 12 0 DJ, Anh.

Nhén higu sé& hiru bdri hodic cAp phép cho Tép doan GSK.

TREELL 0323-13/091222
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Théng tin ké toa TRELEGY ELLIPTA

QUA LIEU VA CACH XU TRI: Qua lidu: Khéng co séin dir liéu v& qua lidu Trelegy Ellipta tir cac thir nghiém lam sang. Cac diu higu va triéu ching: Str dyng
qué lidu Trelegy Ellipta c6 thé gay ra céc ddu hidu, tiéu chirng hodic cic tac dyung khéng mong mudn do téc ddng dugc Iy cla lirng thanh phan riéng ré clia
thubc (xem Génh béo va Thén trong va Duge lyc hoe). Xir tri: Khéng b bién phap didu tr dac hidu ndo khi qué lidu Trelegy Ellipta. Néu qua lidu xay ra, bénh
nhan nén duge dibu trj hd tro véi sir giam sal thich hop khi cln thiét. Thube chen beta chon loc trén lim chl nén duge can nhdc dung khi céc tac dong qué lidu
do vilanterol gdy anh hudng nghidm trong trén Iam sang va khong dép (ng v&i cac bign phap didu trj hd Irg. Céc thude chen bsla chon loc trén tim chi nén
duge ding han trong cho cac bénh nhan ¢ tién sir co tht phé quan. Cac bign phap kidm soét liép theo nén dugc luan theo chi dinh trén 1am sang hodc

Glaxo Operations UK LId (trading as Glaxo Wellcome Operations)

Dyra lrén GDS12/IP113, ngay ban hanh: 09 thang 12 ndm 2022




Chi tiét lién hé vé Bao cao Théng tin An toan trén nguoi
va Bién co bat lgi clia thuoc

Cung cép thong tin trwe tidp cho nhan vién clia GSK
hodc lién hé v&i b phan phy trach An Toan Thubc clia GSK

Céng ty TNHH DU'Q'C PHAM GSK VIET NAM
Phang 702 va 703, Tang 7, Toa nha Metropolitan Tower,

Biachi s6 235 Ddng Khdi, Phung Bén Nghé, Quan 1,
Thanh phé H& Chi Minh, Viét Nam
—— 028 3824 8744
o DD: 0963 905235
E-mail antoanthuoc.vn@gsk.com
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¢ntin 1g
at - Kali clavulanat

b

S6 gifly xdc nhiin ngi dung théng tin thude ciia B Y Té ......, ban hinh ngdy .... thing ... niim .....
Tai lidu ndy gdm 24 trang, théng tin chi tiét v& san phiim xem trang 02-23.

T4 ligu thdng tin thudc dinh cho ngubi hinh nghé khim bénh, chira biuh, nguii hinh nghé duye. PM-VN-ACA-PFT-230010. ADD: 0425
02025 Bén quytn thudc vi GSK hojc bén cdp phép. Vide sit dung, 530 chép hode phin phoi trdi phép 14i figu ndy 13 bi cdm v c6 thé din dén cic
hinh thire ché 13i. Nhdn higu s hita bdi hodl edp phép cho Tip dodn GSK

AUGMENTIN® 1g
Amoxicilin trihydrat - Kali clavulanat

Thudc ban theo don
TRINH BAY

M&i vién nén bao phim chira 875 mg amoxicilin (dudi dang amoxicilin trihydrat) va
125 mg acid clavulanic (dang kali clavulanat).

Dang bao ché

Vién nén bao phim.

T4 duge

Magnesi stearat, natri starch glycolat, silicon dioxid keo, celulose vi tinh thé, titan dioxyd,

hydroxypropyl methylcelulose Scps, hydroxypropyl methylcelulose 15cps, polyethylen
glycol 4000, polyethylen glycol 6000 va diu silicon.

Quy cdich déng géi
Hop 2 vi x 7 vién nén bao phim

Ngi dung trinh béy dre trich dén tie 16 thong tin ké toa san phim trang 1

Tl ligu ihang tin thubc dinh cho nguir ial nght khim binh, chirs binh, nguti Mok nghd duge. PM-VN-ACA-PPT-250010. ADD. 04725
D2025 Din quydn thuds vd GSK hoede bén cdp Vide sir dyng. so0 chép hode phiin phdi L8 phip 14i idu ndy 14 bi clim vé <6 thé din &ncie
thinh thire che 13i. Nhlin hiu s b b hode edp phép cho Tip dada GSK




CHI PINH

AUGMENTIN I4 thuéc khang sinh véi phd khéng khudn rong dic biét chdng lai céc vi
khudn thudng gay bénh trong cong ddng va banh vién. Tac dyng ire ché men beta-lactamase
ctia clavulanate mé rong phd khéng khuén ciia amoxicilin hon nita, bao gdm nhiéu ching da
khéng cac khang sinh nhém beta-lactam khdéc.

Nén st dung AUGMENTIN theo hudng dén ké toa thudc khang sinh chinh thic va dir ligu
v& tinh nhay cam ciia céc vi khudn tai dia phuong.

AUGMENTIN dang udng ding 2 lin/ngy dugc chi dinh dé diéu trj ngéin han nhiém khuén
& cac vj tri dudi day:

Nhifm khufin dudng hé hip teén (gdm i tai-mii-hong) nhu viém amidan, viém xoang,
viém tai giira.

Nhifm Kkhuin dudng hé hip dusi nhw dot cdp cia viem phé quin man, viém phdi thity va
viém phé quan phéi.

Nhifm khufin dudng nigu-sinh dyc nhur viém bang quang, viém ni¢u dgo, viém than-bé
théan.

Noi dung trinh béy diege trich ddn fie tér thong tin k€ loa sin phdm trang 1

Tdi lin thang tin thude dinh cho nguéi hanh nghd khim biuh, chita binh, nguti hinh nghd duge, PM-VN-ACA-PFT-250010. ADD: 04225
©2025 Dan l.;u)\h thude vé GSK hoe bin cdp phép. Vige sitdyag, 510 chép hoe pluin phéi trdi phép ti lidundy 14 bj cdin va <6 thé din ddn cie
‘hinh thire ché 137, Nhan higu s& hi béi hode cap phép cho Tip K

CHi DINH (tiép)

Nhidm Ihudin da vA m6 mém nhir nhot, dp-xe, viém md té bao, nhidm khudn vét thwong.
Nhi&m khufin xwong vA khép nhur viém tiy xuong.

Nhifm khufin riing nhu dp-xe & rang.

Chic nhim khufin khéie nhu ngo thai nhi€m khuén, nhidm khudn san khoa, nhifm khudn
trong 0 bung.

Tinh nhgy cim ctia vi khudn véi AUGMENTIN s@ thay déi theo dja 1y va thai gian (xem
Ciic Bic linh duge hoe, Duge lie hoe dé biét thém théng tin). Nén tham khao di [igu vé tinh
nhay cim ciia cac vi khudn tai dia phuong néu c6, va tién hanh 1dy méu vi sinh va xét
nghigm vé tinh nhay cam néu cén.

Npi dung trinh béy diage trich ddn tic té thong tin ké fea .cdlrpfni'm trang 1,2

Tai lidu théng tin thube didrh cho ngubi hinh ngh khim binh, chitabinh, ngudi hink ngh duge. PM-VN-ACA-PPT-250010. ADD. 04125
02025 Bin quydn thude w4 GSK hode bin cdp phép. Vide sirdung, 530 chip hode phin phéi trsi phép t4i lidw ndy 14 bj cdm vi cd thé din dén cde
hiah thie che i, Mhan higu sé hivu béi hode cip plép cho Tip dodn GSK.




LIEU LUQNG VA CACHDUNG
Liéu théng thuemg dé diéu trj nhiém khudn

Ngudi [én va tré trén 12 tudi*
Nhi&m khufin nhe dén vira 1 vién AUGMENTIN 625 mg x 2 ldn/ngay
Nhi&m khudn niing 1 vign AUGMENTIN 1 g x 2 ldn/ngdy

C6 thé biit du didu trj biing dudng tiém truyén va tiép ndi bing dudng udng.

Liéu diing cho nhifm khufin riing (nhw Ap-xe & riing)

Ngudi I6n va tré trén 12 tudi*: 1 vien AUGMENTIN 625 mg x 2 1dn/ngay, ding trong 5 ngay.
* Khéng khuyén céo ding vién AUGMENTIN 625 mg va 1 g cho tré 12 tudi va nho hon,

Ngi dung trinh bly digre trich dén it té thong tin ké toa san phdm trang 2

Thi lidw thag tin thubc dish cho ngudi hish nghé khim binh, chia binh, ngudi hish aghd duoe. PA-VN-ACA-PFT-250010, ADD: 04125
02025 Bén quydn thude v¢ GSK bodc ben cdp Vi 31 dyng, 520 chép hojc phin phéi trdi phép 1 ligu ndy 14 bi cdm vi ¢4 thé &n dén cdc
hinh thize chd (4. Nidn hisu 36 hitw béi hode cip phép cho Tép dodn GSK

Lidu diung cho b§nh nhiin suy thiin

Ngudilén

Chi nén ding vién AUGMENTIN 1 g cho nhifng bénh nhan ¢6 mire loc céu thén
> 30 ml/phat,

Suy thin nhe Suy thédn trung binh Suy thadn ning
(@9 thanh théi creatinine (d¢ thanh thai creatinine (d thanh thai creatinine
> 30 ml/phit) 10 - 30 ml/phat) < 10 ml/phiit)

Khong thay déi lifu ding 1 vién 625 mg x 2 lin/ngay. Khéng qué 1 vién 625 mg
(nghTa |2 1 vién 625 mgx  Khéng nén dimgvién 1 g, mbi 24 gits.
2 1&n/ngay hoZic 1 vién 1 g x
2 lin/ngay).

Liéu ding cho bénh nhiin suy gan
Than trong khi dung, nén kiém tra chirc ning gan dinh ky.

Ngi dung trink biy diege trich dan tic t6- théng tin ké loa sin phdm trang 2

Tai liu thang tin thudc dich cho ngwbi hinh nghe khim hinh, chita binh, ngurdi hinh nghé dupe. PM-VN-ACA-FPT-250010. ADD. 04725
©2025 Bia quytn thuds v¢ GSK hodc bincip Vige it dung. 530 chép hade phia phai tri phép 14 Jidu ndy 14 bi cdm v cd thé diin dén cdc
hinh thirc che 14i. Nhin higu s hitu bi hoje cdp phép cho Tip dodn GSK




Ciéch diing

Nén nudt ca vién va khong duge nhai. Néu cn, c6 thé bé doi vién thude rdi nudt va khéng
durge nhai.

Ubng thudc véo ddu bira an dé han ché t6i da khé niing khong dung nap dudng tidu hoa. Sy
hp thu cita AUGMENTIN 1 t8i wu khi ubng thudc véo dau bira an.

Khéng nén didu trj qué 14 ngdy ma khang kiém tra.

CHONG CHI PINH

Chéng chi dinh AUGMENTIN ¢ nhimg bénh nhén ¢ tién sir qua mén v6i beta-lactam, vi
dy céc penicillin va cephalosporin.

Chéng chi djnh AUGMENTIN ¢ nhimg bénh nhan ¢6 tién sir vang da/ rdi loan chirc niing
gan lién quan dén AUGMENTIN.

Ngi dung trinh by diege frich ddn tir 1 thing tin ké toa sin pha’m trang 2,3

Tai ligu théng tin thude dénlt chio ngudri hanh nghd kitim binh, chita binh, ngubi hinh nghé duge. PM-VN-ACA-PPT-250010, ADD; 04725
©2025 Bin quyén thude v& GSK hode bn cdp phép. Vige sir dung, smo chiép hode phin phéi trdi phip i lidu nay I bi cdm vi cé thé din déncde
blal thich 1, Nhan higu 6 hitu biri hoje edp phép cho Tipdodn GSK

CANH BAO VA THAN TRONG

Neén hoi k¥ tién sir phan irmg qua main v6i penicillin, cephalosporin hofic cic di nguyén khic
trudic khi khai ddu didu trj bing AUGMENTIN,

D ¢6 b4o co v& cac phan (mg qua mén ning va doi khi gay tr vong (dang phén v§) ¢
nhimg bénh nhin diéu trj biing penicillin. Cac phan (mg ndy thudmg xay ra hon & nhimg
bénh nhén c6 tidn sit qua min vi penicillin (xem Chdng chi dinh).

Nen trénh sir dung AUGMENTIN néu nghi ngr tang bach céu don nhan nhidm khudn do sy
xudit hién ctia ban dang s&i lidn quan dén tinh trang ndy sau khi ding amoxicilin.

Sir dyung kéo dai dai khi co thé gay tang sinh cic vi khudn khang nhay cam.

Viém dai trang gia mac d& duge béo cdo khi ding khang sinh va véi mirc dg nghigm trong
tir nhe dén de doa tinh mang. Do d6, céin nhiic chdn do4n ndy rét quan trong & nhimg bénh
nhan xuét hién tidu chdy trong hofic sau khi ding khang sinh, Néu tigu chay nhidu hoic kéo
dai hofic bénh nhén bi dau bung co thit, nén ngimg diéu tri ngay I4p tirc va kiém tra bénh
nhan thém,

Di cb béo cdo v& s kéo dai bt thudmg thiri gian prothrombin (INR tang) nhwng hidm &
nhitng bgnh nhan ding AUGMENTIN va c4c thude chéng déng mau diing duding udng, Nén
theo ddi thich hop khi céc thude chéng dong mau duge ké toa ddng thii. C6 thé cin dicu
chinh liéu cac thube chéng dong méu diing duéng udng dé duy trl mire do chéng dong mong
mudn,

Npi dung trints béy diege trich cin v tir thong tin ké toa san phan trang 3
Tai Tiéu thng tinthude ddnh cho nigudi hanh ngh khiin binh, chim binh, ngwini hinh ngh duge. PM-VR-ACA-FIT-250010. ADD: 64725

©2025 Bin quytn thuje vé GSK hode bin cdp plidp. Vide sir dyng, 130 chép hode phan phéi trdi phip t4i 1igu ndy 13 bj cém v cb thd ddn dén cée
hinh thire dl i, Nl higu s hira i hode cip phépcho Tip dodn GSK




CANH BAO VA THAN TRONG (tiép)

Di quan sét thiy nhimg thay ddi v& xét nghigm chirc néing gan & vai bénh nhéan ding
AUGMENTIN. Y nghia lm sang ciia nhimg thay d6i ndy 1a khong chic chiin. Nén ding
AUGMENTIN thin trong & nhig bénh nhéan ¢6 déu hiéu réi loan chirc niing gan.

Hiém c6 béo céo vang da &t mét, co thé nang nhung thudng hdi phuc. Céc du hidu va trigu
chimg co thé khong tré nén rd rang cho dén tan 6 tudn sau khi ngimg didu tri.

Nén diéu chinh liéu AUGMENTIN & bénh nhan suy than theo khuyén céo trong phan Liéu
lugng va cach ding.

Chimg co gidt c6 thé xdy ra & nhimg bénh nhén b suy giam chirc nang than ho#ic dang sir
dyng liéu cao.

Da quan st thiy tinh thé nigu & nhtmg bénh nhén gidm bai tiét nude tidu nhung rit hiém,
chit yéu gap khi bénh nhan ding duémg tiém truyén. Nén khuyén bénh nhéan duy tri da lugng
nude dua vao va lugng nude tiéu dio thai trong thoi gian dung amoxicilin liéu cao dé 1am
giam kha naing xuét hi¢n tinh thé amoxicilin niéu (xem Qua liéu).

Ngi dung trinh béy dhege frich dain tie 16 thong tin k& toa san phdm frang 3

Téi liu théng tin thudc dinh cho ngudri hanh nghé khim bénh, chitn binh, ngudi hinh nght duge. PM-VN-ACA-FPT-250010. ADD; 04125
©2025 Bén quyin thuge v& GSK hede bincip phip. Vide st dung, 500 chip hoe phin phi trdi phep 4i i¢undy 14 bj cim v cb thé din dincic
‘Tiuh thire che 4L Nhln hidu 58 hivu b hode edp phép chio Top dodn GSK

TUONG TAC

Khéng khuyén cdo sir dung ddng thai véi probenecid. Probenecid lam giam bai tiét
amoxicilin qua dng thén. Sir dung ddng thai voi AUGMENTIN c6 thé gdy ting va kéo dai
ndng do amoxicilin trong mau nhung khong anh hudng dén clavulanate.

Sir dyng déng thoi allopurinol trong khi didu trj voi amoxicilin ¢6 thé gy ting kha ning xay
ra céc phan img dj img trén da. Khong c6 dir lidu vé viéc sir dung két hop AUGMENTIN
v6i allopurinol. . :
Ciing gidng nhu cac khang sinh khac, AUGMENTIN c6 thé anh hudng dén hé vi khudn
dudmng rudt din dén lam giam téi hip thu oestrogen va 1am gidam higu qua cia cée thude
tranh thai dutmg udng diing két hgp.

Trong céc y van, hiém c6 cdc truomg hop tiing INR & nhimg bgnh nhén diing acenocoumarol
hodic warfarin va dugc ké toa 1 dgt amoxicilin. Néu cn thiét ké toa ddng thdi, nén theo dai
cén than thdi gian prothrombin hozic INR khi bt ddu ho%ic ngung diilng AUGMENTIN.

¢ nhimg bénh nhan dang diing mycophenolate mofetil, da ¢ béo cdo vé sy gidm nong d§
trude ligu (pre-dose concentration) ciia chit chuyén héa cé hoat tinh mycophenolic acid
(MPA) khodng 50% sau khi bt ddu ding amoxicilin dudmg udng két hgp acid clavulanic.
Sur thay déi ndng dd trde lidu c6 thé khong thé hién chinh xéac nhirng thay ddi vé mirc phoi
nhiém MPA téng thé.

Noi dung trink bay dinye trich edéin tée t&r thong tin ké toa san phdm trang 4

T8i Nigu thing tin thuds &iadh cho ngubi b ngh? khir binh, chita bink, ngubi hinh nghd duge. FM-VN-ACA-PFT-250010. ADD: 0425
©2025 Bin a.-muceasxwmdpﬁwamms.mmwmwﬁuﬁmmmmuudmnmuuhmu:
hinh thire che 14i. Nidin higu s hiru boi hodc cdp phip cho Tép dodn GSK
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THAI KY VA CHO CON BU

Nhitng nghién ciru vé kha nang sinh san trén dong vat (chugt nhit va chudt céng) khi ding
AUGMENTIN dudng ubng va tiém truyén khong cho théy tdc dung sinh qudi thai. Trong
m@t nghlén ctru don ¢ nhig phy nit sinh non do v mang i sém (pPROM), d4 ¢ bdo cdo
vé viec didu tri dw phong voi AUGMENTEN ¢6 thé lién quan dén ting nguy co viém rudt
ho:;u tir & tré so sinh. Cung nhur tht ca céc thude khéc, nén tranh ding thudc trong thai ky,
nhét 14 trong ba thang dau, trir khi bac sT cho 12 cén thiét.

Co thé diing AUGMENTIN trong thai gmn cho con bti. Ngoai trir nguy co bj min cam, lién
quan dén viée thudc bai tiét mot lugng rit it vio sita me, chura 6 tic dung bt loi ndo cho tré
dang bii me.

ANH HUONG LEN KHA NANG LAIXE VA VAN HANH MAY MOC

Chua quan sét thily tac dung khéng mong mudn 18n kha néng 14i xe hofic vén hanh may
maoc.

Noi dung trinl ey dvpe trich dd tietér thong tin ké foa sdn phdm frang 4

Ti|I|\,u|Mn;I.mlhw$cd.inh cho ngusbi hinh nghd khim binh, chta bioh, ngu hinh nghé duge. PM-VN-ACA-F'T-250010. ADD. 0423
£2025 in quydn thue v& GK hode bin cdp phep. Vide sir dung, s30 chip hode phin phdi trdi phép 18 lifundy 18 bi cdin 12 ¢ thd din dén cie
hink thire che 14i. Nhin hi¢u sé hitu béi hoje edp phiép cho Tipdedn GSK

TAC DUNG KHONG MONG MUON

Dix liéu tir céc thir nghlem lam séng ICm da duqc sir dung dé xac d;nh tan sudt cua tac dung
khang mong mudn tir rét phd bién dén hiém. Tén suit quy dmh cho tht ca céc téc dung
khéng mong mudn khac (nhu céc tac dung khong mong mudn xuét hign dudi 1/10.000)
dugce xac dinh chiy yéu tir céic s6 lidu hau mai va nhim noi dén ty 16 bao cao hon la tin sudt
thyre.,

Quy wée dudi ddy duge sir dung dé phan loai tin suét:

Rt phd bién > 1/10

Phé bién > 1/100 va< 1/10

Khéng phé bién> 171000 va < 1/100

Hiém > 1/10.000 va < 1/1000

Rét hiém < 1/10.000.

Nhi&m khufin vA nhifm ki sinh tring

Phd bién Nhi&m nim candida trén da va niém mac

Réi logn h§ mdiu va bach huyit

Hiém Giam bach céu cé héi phyc (ké ca giam bach ciu trung tinh) va giam tidu cu.
RAt hiém Mt bach ciu hat ¢6 hoi phyc va thidu mau tan méu. Kéo dai thoi gian chay méau
va thoi gian prothrombin.

R&i logn h¢ midn djeh

Réit hiém Pha mach thdn kinh, phan vé, hji chirng gidng bénh huyét thanh, viém mach qua
man.

Noi dung trinh béy dgre trich ddn tie tér théng tin ké toa sin phdm trang 4,5

Téi ligu théng tin thude dinh cho ngudi Mnl;uﬂn kham binh, chifa binh, ngudi hinh nghd duge. PM-VN-ACA-PPT-250010. ADD. 0425
©2025 Bin 1u)\‘1\ thue vé GSK hode béncip pl.lép Vie sirdung, 300 chiép hodz phin phéi trdi phép 14 lidn ndy 13 bj cdm v ¢d th din déncde
hink thre ché 1i. Nhin hidu sé htu béi hojc cp pliép cho Tépdodn GSK




TAC DYNG KHONG MONG MUON (tiép)

R&i loan hi thin kinh

Khang phd bién Chéng mat, dau diu

Rét hiém Co gidt va chimg ting dong c6 thé hdi phuc. C6 thé xudt hién co gift
& nhimg b&nh nhén suy thén ho¥c ding lidu cao.
R&i logn dudng tiéu héa

Nguwdilon

Rat phd bién Tiéu chay

Phd bién Budn nén, nén

Tréem

Phd bién Tiéu chay, buén ndn, non
Moi dbi tigng

Non thudng xuft hién hon khi ubng nhimg ligu cao hon. Néu c6 diu higu cia cc phan img
trén dudng tiéu hoa thi ¢6 thé ubng AUGMENTIN véo ddu bira &n dé 1am giam nhimg phan

(g ndy.
Khéng phé bién Kho tiéu
Rét hiém Viém dai trang do khéng sinh (gdm viém dai trang gia mac va viém

dai trang xudt huyét — xem Canh béo va Thén trong).
Ludi long den

Noi ding trinh by dgre trich ddin i & thing fin ké toa san phim trang 5

T lidu th dinh ch i hinh nght khdm binh, clita binh, ngudi hink nghé dwge. PM-VN-ACA-PPT-250010. ADD: 04725
©2025 Bén gy hm*dcsan-mupmv*mmg 320 chép hode phin phéi trii phép 1 lidundy 13 bj cim vl 8 thl din déncdc
hinh thire ché tdi. Nha hitu s hita béi hoje cip phép cho Tip dodn OSK

TAC DUNG KHONG MONG MUON (tiép)

Rdi loan gan mit

Khong phd bién Pa ghi nhin tang vira phai AST v&/ hodic ALT & nhimg b&nh nhén diéu
trj v&i khang sinh nhém beta-lactam, nhumg chura biét ¥ nghfa cia
nhimng phét hién nay.

RAt hiém Viém gan va vang da it mét. Nhimg bién cb ndy da duge ghi nhan khi
sir dung céc penicillin va cephalosporin khéc

Nhimg | bién ¢b vé gan chi yéu duge bo céo & nam gidi va bénh nhan cao tudi va c6 thé lien

quan dén théi gian didu trj kéo dai. Rt hiém c6 béo céo vé nhimg bién ¢d nay & tré em,

Céc déu hidu va triéu chimg thudng xuft hién trong hoac ngay sau khi diéu tr; nhung mot sé

trudmg hop 6 thé khdng tré nén rd rang cho dén vai tudn sau khi ngimg thudc. Céc bién cb

ndy thudng hdi phuc. Nhing bién cb trén gan c6 thé niing va trong mot s8 trrdmg hep cuc

hiém da co béo céo tir vong. Céc trudmg hop ndy thuémg xdy ra & nhimg bénh nhén dang bi

bénh naing hoiic dang ding nhimg thude di biét c6 kha ning anh hudng dén gan.

Réi loan da vi md du6i da

Khong phd bién Ban da, ngira, may day

Hiém Ban dd da hinh

RAt hiém Hoi chimg Stevens-Johnson, hoai tir thugng bl nhigm ddc, vigm da

béng nude bong vy va ngoai ban viém md toan thin cép tinh (AGEP).
Neén ngimg didu trj ndu c6 bét ky phin (g viém da qui mAn nao xay ra.
R4i loan thén va tiét nigu
Rét hiém Viém thn k&, tinh thé nigu (xem Qué lidu)
Théng béo cho béc si nhitng tAc dyng khdng mong mubn giip phii khi ding thude.
Nigi dung trinh béy diege trich ddn tic tér thdng tin k8 toa sin phdm trang 5,6
T4 ligu thimg tin thude ddnh cho ngudi hinh nght khim binh, chita binh, ngubi hinh nghd dugs. PM-VN-ACA-PPT-250010. ADD: 0425

©1025 Bin quydn thude v& GSK hodz hin c3p phép. Vide siz dyng, s20 chip hode phin phdi irki phép 13i lidundy 14 bi cdim vé cd th dlin ddn cic
hiah thre ché 1], Nhan higu s hitu boi hole cip phép cho Tip dodn GSK
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QUA LIEU

Céc triéu chimg trén dwdng tiéu hoa v rdi loan cén biing nudce dién gidi cd thé 13 biéu hign
ciia qua lidu. C6 thé diéu tri trigu chimg biu hién trén dudmg tiéu hoa vai luu ¥ cin bang
nudc va dién giai.

Pi gip tinh thé amoxicilin nigu, trong mot sb trudmg hop din dén suy than (xem Canh bao
va Thén trong).

AUGMENTIN c6 thé dugc logi bo khai vong tudn hoan biing thdm phan méu.

PAC TINH DUQC HQC

Duge lye hoe

Sir d& khang voi nhiéu logi khang sinh dugc gay ra boi cac men cia vi khudn, nhitmg men
nay pha hity khang sinh truére khi thudc c6 thé tac dong 1én vi khudn. Thanh phin
clavulanate trong AUGMENTIN ¢ tic dung ngén can co ché phong vé nay bing céch (i
ché céc men beta-lactamase, do d6 khién vi khudn nhay cim véi tic dung diét khuén nhanh
ciia amoxicilin tai ndng do dat duge trong co thé. Ban than clavulanate ¢6 tac dung khéng
khudn nhe; tuy nhién, khi két hop véi amoxicilin nhur trong AUGMENTIN s& tao ra mot
thudc khang sinh c6 phd khang khudin rong, duge sir dung rong rdi trong bénh vién va phong
khém da khoa.

Trong danh sach dudi ddy, cac vi khudn duge phén loai dya vao tinh nhay cam in vitro vai
AUGMENTIN.

Noi dung trinh bay diegre trich ddn (e 6 thong lin ké foa sin phdm trang 6,7

Téi lidu théng tin thuds dinh cho ngwi hinh nghd khim binh, chite binh, nguti hinh nghd duge. FM-VN-ACA-PPT-250010. ADD: 0125
mzsmnhlnﬁnmﬂasuwmdpm Vide sir dyng, 130 chip hogc phin phii 1e8i phip 14i lidu ndy 14 bj cdm vd ¢8 the uln ol cbe
hlnh thiss ehet 1. Nldn hidu s& hina béi hodc cap phép cho Top dodn GSK.

Tinh nhay cdm in vitre ciia cdc vi khudn véi AUGMENTIN

Déu sao (*) biéu thj hi¢u qua 1am sang cia AUGMENTIN da duge chimg minh trong céc
thir nghiém lam sang.

Céc vi khudn khang sinh beta-lactamase duge danh dfu (d4ut). M6t miu phan 1dp nhay cdm
véi amoxicilin co thé coi la ciing nhay cam vai AUGMENTIN.

Nhiing vi kkhudin thuong nhay cam:

Gram duong hiéu khi

Bacillius anthracis

Enterococcus faecalis

Listeria monocytogenes

Nocardia asteroides

Streptococcus pyogenes*i

Streptococcus agalactiae*f

Streptococcus spp. (vi khudn P tan mcu khde)*1

Staphylococcus aureus (nhay cam vei methicillin) *

Staphylococeus saprophyticus (nhay cam véi methicillin)

Ty cdu khudn khéng cé men coagulase (nhay cam véi methicillin)

Ngi dung trinh béy diage trich ddn fie 16 thing tin ké toa sin phdm trang 7

Tai Vidn thng tin thude dinh cho ngudi hnk nghé khim binh, chita binh, ngudi hinh nght duge. PM-VN-ACA-PPT-250010, ADD): 04725
02025 Bén quyén thufe vt GSK hojc bin cap phip. Vide st dyng, 130 chép hode phin phéi tri phép 1i lidu ndy 13 bi cdin vd c6 thd din ddn cie
iah thise ché t3i. Nl higu sir hinu bai hoje cdp phép cho Tgp dodn GSK




Tinh nhay cém in vitro ciia cdc vi kimdn véi AUGMENTIN (tidp)
Gram dm hiéu khi

Bordetella pertussis
Haemophitus influenzae*
Haemophilus parainfluenzae
Helicobacter pylori

Moraxella catarrhalis*
Neisseria gonorrhoeae
Pastenrella mulocida

Vibrio cholerae

Khéc

Borrelia burgdorferi

Leptospira ictterohaemorrhagiae
Treponema pallidum

Gram dwomg ky khi

Clostridium spp.

Pepiococcus niger
Peptostreptococcus magnus
Peplosireplococeus micros
Peplosireptococeus spp.

Nei dung trink béy dhege trich dan tictir thing tin ké toa san phim trang 7,8
Téi ligu théng tin thude diah cho nguiri hinh nghé khim binh, chita binh, ngudsi hinh nghd duge. PM-VN-ACA-PPT-250010, ADD: 04725
02025 Bin"lu)'émhuw vi GSK hodc bén cdp phép. Vige sit dung, 530 chép hodc phin phdi tedi phip 18i ligu ndy 1bj cim vh b the din ddn cie
hinh thire ché 131, Nhin higu sé i bai hode edp phép cho T3p dodn GSK.

Tinh nhay edm in vitro ciia ede vi khudn véi AUGMENTIN (tiép)
Gram &m ky khi

Bacteroides fragilis
Bacteroides spp.
Capnocytophaga spp.
Eikenella corrodens
Fusobacterium nucleatum
Fusobacterivn spp.
Porphyromonas spp.
Prevotella spp.

Nhitng vi khudn cé thé cé viin 88 vé sie khing thude miic phai
Gram &m hiéu khi

Lscherichia coli*

Klebsiella oxytoca

Klebsiella pneumoniae™®
Klebsiella spp.

Proteus mirabilis

Proteus vulgaris

Proteus spp.

Salmonella spp.

Shigella spp.

Gram duong hiéu khi
Corynebacterium spp.
Enterococcus faecium
Streptacoccus pneumoniae*f
Lién cdu khudn nhém viridians

Noi dung trinh bay dwge irich den tie (6 thing tin ké toa san pham trang 8
Téi Jiéu théng tin thude dinh cho ngwi hinh nghé khim bénd, chda binh, ngudi hinh nghé duge. PACVN-ACA-PPT-250010. ADD; 04725
©2025 Bin quydn thufc v& GSK hode tn cdp phép. Vige sir dyng, 500 chép hoje phin phdi trii phép 63i ligu ndy 18 b cim vl c6 the &in ddn cic
hinh thisc chie thi. NIn higu st hiru 1 hode cip phép cho Tip dodn GSK
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Tinh nhay eintin vitro eia cic vi khudn véi AUGMENTIN (tiép)

Nhitng vi klwdn vén @ khdng thude :
Gram am hiéu khi
Acinetobacter spp.
Citrobacter freundii
Enterobacter spp.

Hafiia alvei

Legionella pneumophila
Maorganelia morganii
Providencia spp.
Pseudomonas spp.

Serratia spp.
Stenotrophomas maltephilia
Yersinia enterolitica

Khéc

Chiamydia pnewmoniae
Chilamydia psittaci
Chlamydia spp.

Coxiella burnetti
Mycoplasma spp.

Ngi ding trinh béy dinge trich eléin tir 10r ihdng tin ké loa san Pphém trang 8,9

Tai ligu thong tin thuéc danh chio nguéi hinh nght khim binh, chta bénh, ngutri hinhnghé duge. PM-VN-ACA-FFT-250010. ADD. 04725
©2025 lldn quyén thuje v& GSK holc bin cip pliép. Vige sitdyng, 00 chép hojie phin phéi 1rdi phép 14i lidu ndy 12 bi cdin v cb thé din dén céc
hinh thire clic 141 Nln higu si hitu béi hac cip phipcho Tip dadn GSK

Duge dfng hoe

Hﬁp thu

Amoxicilin va acid clavulanic bj phén ly hoan toan trong dung djch nwée & pH sinh ly. Ca
hai thanh phén déu hép thu tét va nhanh qua dudng udng. amoxicilin/acid clavulanic hdp thu
tét khi duge udng & dau bira an. Sau khi ubng, sinh kha dung ctia amoxicilin va acid
clavulanic xép xi 70%. Biic tinh ciia hai thanh phén trong huyét twong 18 nhu nhau va thoi
gian dat ndng d dinh trong huyét twong (T,qe) ctia mbi thanh phén [a gén | gid.

Céc két qua duge ddng hoc trong mét nghién ciru ma amoxicilin/acid clavulanic (vién nén
ham Iugng 500 mg/125 mg, 3 14n/ngay) dugc udng khi dang déi & nhimg nhém tinh nguyén
vién khée manh dugc trinh bay dudi day:

hot trung binh (& dgIech chiufin'SD)

hont chit dirg e Liéu |62 T2 AUC goyy TIL2
(mg) (ng/ml) (git) (ng.gio/ml) (i)

110
A A

2,40£0,83

1,5(1,02,35) 5354887 1,15£020

1,5 (1,0-2,0) 1572 +3,86 0,98+0,12

5 Trung vi (khoang)

Ngi dung trinh béy dinge trich den tie o thong fin ké toa san phéim trang 9,10
A lidu sdng tin thude dnh chio ngudi hinh nghé khd binh, chita buh, ngudi ldnh nghé duge. PM-VN-ACA-PPT-250010. ADI): 04725
©2025 Bin quydn thude vt GSK hode bin cdp phip. Vide sitdyng, s00 chép hode phin phéi 6] phép 13i lidundy 18 bj chm vd od thé din ddn cbe
hinh thite ehe 187 NIvin hidu sd lihu béi hode cdp phiépcho Tip dodn GSK
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Duwgc ddng hoe

Hip thu (tiép)

Néng d amoxicilin va acid clavulanic trong huyét thanh dat dugc khi st dung phéi hep
amoxicilin/clavulanic tuang dwong khi diing amoxicilin ho#c acid clavulanic don dgc theo
dudmg ubng & ciing mire ligu.

Phiin b

Khodng 25% acid clavulanic toan phén trong huyét tuong va 18% amoxicilin toan phin
trong huyét twong lién két véi protein. Thé tich phan b bidu kién xp xi 0,3-0,4 I/kg ddi vai
amoxicilin va 0,2 I/kg ddi vdi acid clavulanic.

Sau khi tiém tinh mach, ca amoxicilin va acid clavulanic déu dugc tim théy trong thi mat,
md bung, da, m&, mé co, hoat dich va dich mang bung, mét va md. amoxicilin khong phan
bd nhiéu trong dich nfo tiy.

Tir céc nghién ciru trén ddng vat, khong thy c6 biing chimg vé sir tdn dur dang ké trong md
ciia din xufit thubc ddi véi ca hai thanh phén. Ciing nhur héu hét cdc penicillin, amoxicilin ¢6
thé durgre tim thiy trong sita mg. Lugng rit nho acid clavulanic ciing c6 thé duge phat hign
trong sita me (xem phén Thai ky va Cho con bii).

Ca amoxicilin va acid clavulanic déu thdy qua dugc hang rdo nhau thai (xem phén Thai ky
va Cho con bi).

Chuyén hda sinh hopc

Amoxicilin thai trir mdt phén & nudic tidu duéi dang acid penicilloic bt hoat véi lugng
tuong duong 10 dén 25% lidu ban dAu. Acid clavulanic chuyén héa nhiéu & ngudi va thai trir
qua nudc tiéu va phan va dudi dang CO, trong khi thd ra.

Nt dung trink bay dinge trich ddn tir 16 thong (in k& toa sén phdm frang 10

Tii lidu théng tin thude Linls cho ngubi hinh nghé khim birh, chia binh, nguti hinh nghé duge. PM-VN-ACA-PPT-250010. ADD: D425
©2025 Bin quyén thude vé GSK hod bén cip phép. Visc sit dyng, 530 chip hoje phin phbi trdi phep tdi ligundy 13 bi cim vi cé thé dn déncie
Mnmhauh'lw.mmuwmuiw p phép cho Tip dodn GSK.

Noi dung trinh béy diege trich ddn tir tir théng tin ké toa sén pham trang 10,11

Duge dgng hoc

Thai triv

Dudmg thi trir chinh ctia amoxicilin 14 qua thén, trong khi acid clavulanic thai trir theo co
ché qua ca than va ngoai thin.

amoxicilin/acid clavulanic c6 thai gian ban thai trung binh xAp xi 1 gitr va dd thanh thai toan
than trung binh x4p xi 25 /gitr & nhimg ngudi khde manh. GAn 60-70% amoxicilin va 40-
65% acid clavulanic théi trir duéi dang khong bién ddi trong nude tiéu sudt 6 giv déu sau
khi ung mdt liéu don vién nén Augmentin 250 mg/125 mg hozic 500 mg/125 mg. Céc
nghién ciru khéic nhau chi ra ring sur thai trir qua nudc tidu 1a 50-85% d6i véi amoxieilin va
khoing 27-60% d6i véi acid clavulanic trong mét giai doan kéo dai 24 gid. J trudng hop
acid clavulanic, lugng thude 16n nhét duge thai trir trong 2 gidr ddu sau khi uéng thudc.

Viéc sir dung dong théi véi probenecid 1am chém théi trir amoxicilin nhung khdng lam
chém thai trir acid clavulanic qua thén (xem phén Tuong tac).

Tudi tic

Thoi gian ban thai ciia amoxicilin & tré tir 3 thang dén 2 tudi tuong duong véi tré 16n hon va
ngudi truéng thanh. DSi véi tré rét nho (bao gdm tré so sinh thiéu théng), trong tuin diu
tién ciia cude ddi, khoang céch gitra céc 14n dung thude khong nén qué 2 lin/ngay vi dudmg
thi trir qua thén chua phat trién hoan thién. Boi vi nhimg bénh nhan cao tudi ¢6 kha nang bi
suy giam chirc néing than cao hon, nén théin trong khi lyra chon lidu va theo ddi chirc niing
thin c6 thé s& hiru ich.

Gidi tinh )

Sau khi ubng amoxicilin/acid clavulanic & nhimg phy ni¥ va nam gidi khoe manh, giéi tinh
khong c6 anh hudng dang k& ddi véi duge dong hoe cia ca amoxicilin va acid clavulanic.

Téi lidu thang tin thudc ddnh cho ngudi hiuh nghd khim binh, chit bénh, ngudi hiah nghé duge. PM-VN-ACA-PPT-250010. ADD: 04725
02025 Bin quyén thude vé GSK hode bin dr‘pllty. Vige sit dyng, 550 clip hode phin phéi trdi phép 121 ligu udy 18 bj cdm vi 6 thé din dén cde
hinh thirc ché 13i. Nhin higu sé hitu bdi hode <dp phipcho Tipdodn GSK
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Nei diung trinh béy diege trich dn tic tér thoug fin ké toa sin phdm trang 11, 12
Duge djng hoe
Suy thin
D4 thanh thai huyét thanh toan than ciia amoxicilin/acid clavulanic giam twong img vdi su suy
gidm chirc néing than, Sy giam thanh thai thudc clia amoxicilin rd rét hon so véi acid clavulanic,
vl ty 1¢ amoxicilin thai trir qua dudng thén cao hon. Do d6, liéu & bénh nhan suy thin phai ngan
ngira syr tich liiy qua mirc amoxicilin trong khi vin duy trl mire acid clavulanic phi hgp (xem
phén Liéu lugng va Céch dimg).
Suy gan
Nhimmg bénh nhan suy gan nén duge chi dinh liéu mot cach than trong va theo ddi chirc ning
gan dinh ky.
HAN DUNG
24 thang ké tir ngay san xuat.
BAO QUAN
Bio quan trong bao bi kin, noi khd rdo, khéng quéa 30°C.
DI XA TAM TAY TRE EM
DPOC KY HUONG DAN SU DUNG TRUGC KHI DUNG
NEU CAN THEM THONG TIN XIN HOI Y KIEN BAC SY
SAN XUAT BOI
SmithKline Beecham Pharmaceuticals
Clarendon road, Worthing, West Sussex,
BN 14 8QH, United Kingdom
Dya trén GDS2 1/1PI09
Ban hanh ngay 18 thang 01 niim 2013
AUGMENTIN l4 nhan hiéu thuong mai da ding ky ctia GlaxoSmithKline group of companies.

AUGTAB 1215-09/180113
“Tailigu thong tin thuds dinh clio ngudi hink nghé khim binh, chita binh, ngudi hinh nghé duge. PM-VN-ACA-FPT-150010. ADD: 04725
02025 Bin quyén thude vé OSK hoBe bin edp phép. Vide sirdyng, sa chép hode phin phdi tedi phép i ligu ndy 13 bi cdm vi o8 thl din dén cde
mumlluLNhhhiéuﬁlmwiluaedpﬁépcho Tipdasn GSK
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Chi tiét lién hé vé Béo cdo Théng tin An todn trén ngu'di va Bién c bét Ioi
clia thuéc
Cung cp théng tin tryc tiép cho nhén vién clia GSK
hodc lién hé v&i bd phéan phy trach An Toan Thubc ciia GSK
theo hinh thi’c sau:
Pia chi Céng ty TNHH DUGC PHAM GSK VIET NAM

Phéng 702 v& 703, Tang 7, Téa nha Metropolitan Tower, s6 235 Déng
Khi, Phuding Bén Nghé, Quén ), Thanh phé H8 Chi Minh, Vigt Nam

Link bdocéo  hitps://gskvnlive/BoocaoAE 0|
Ho#c Bac sT cb thé quét ma QR sau: .

Dién thogi ban 028 3824 8744 (trong gi% lam vige: 8:30 séng — 5:30 chiéu tif th( Hai
dén thit Sau, ngodi giés lam vige nhén phim # dé lai 1 nhén thogl)

Bién thoai 0963 905235 (lrong giér lam vigc: B:30 sdng — 5:30 chidu ¥ thit Hai dén
di déng & thr Sau, ngodi gid 1am vigc vui lIdng dé Igi 13i nhén thogi sou tiéng 'beep’)

E-mail a th sk.co

Tai lidu thong tin thube dinh cho ngubi hinh nght khim binh, chita binh, nguti hinh nghd dwoc PM-VN.ACAPPT-250010. ADD: 04725
02025 D quydn thuge v GSK haje bin cip phép. Vige sit dyng, 590 chép hode phin phdi irdi phép i ligundy 14 bj cdm vi 8 th din dén cie
hirdi thise chd thi. Nhln higu sit hiva bai hode cdp phép cho Tip dodn GSK




