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1/ Thong tin ca nhan
Ho va Tén: Lé Thi Hanh
Ngay sinh: 27/01/1997

Noi sinh: TT Thach Ha, huyén Thach Ha, tinh Ha Tinh

Dia chi: nha 8 ngd 5 dudng V& Thi Sau. Phudng Bén Thiy, thanh phd Vinh, tinh Nghé An
Email: lethihanhht2015@gmail.com

bién thoai:0352572487

2/ Trinh d9 hoc vén
2020: Tt nghiép truong Pai hoe Y Dugc Hué

3/ Kinh nghiém lam viéc

12/2020- 5/2022: Lam viéc tai cong ty Servier VN

5/2022- 10/2023: Lam viéc tai cong ty TNHH Thuong mai va Dugc phdm Sang
11/2023-nay: Lam viéc tai cong ty TNHH Sandoz Viét Nam
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Tai ligu théng tin thudc

B 4;3 Zinnat®
Giai phap hiéu qua va an toan
cho bénh nhan viém hong

Ngui trinh bay: Dugc si Lé Thi Hanh
Thai gian: 18:00 - 19:30 ngay 12.12.2025
Dia digém: Nha hang Dai Huang Bién, Tran Phd, Ha Tinh
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Tai ligu thong tin thudc

iw Zinnat’
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Viém amidan va viém hong cap ti "
Q d::e:'il :hmn:a’:m ARSI SNt Viém bang quang

2 | Viém xoang cdp tinh do vi khuan Viém bé than

Nhiém triing da va md mém khang bién chiing

Viém tai giita cap tinh

¥ ¥ « 2

Viém phai, viém phé quén cip Pidu tri b iai doan @
“ Dot cap viém phé quén man tinh iéu trj biok Lyme giai dogn &2

. /

1. Zinnat. Phy lyc Il - Két lujin khoa hoe v co & thay déi didu khodn cla Gidy phép Tiép thi. C4 tak: https://eceuropa, 201212 1/anx 123631 en.pdf
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Q SAHP 2004

Viém amidan v viém hong Buge khuyén cdo

cap tinh do vi khudn

Q ARP 2013
il nd I3
Viém xoang cap tinh e
do vi khuan

((F

p AAP 2013

2nd [ing
Viém tai giifa cp tinh

SAHP {The Sinus and Allergy Health Partnership): Higp hii sickhde xoang vi df ing
AAP: Higp Hi Nhi khoa Hoa Ky.
5  MOH:B3YTE
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Tai liéu théng tin thudc

i Zinnat’

CET

Bugc khuyén cdo
Bd Y T& Singapore

Dugc khuyén cdo °
B Y Té Viét Nam 2015
Dudc khuyén cdo o
B3 Y Té Viét Nam 2015
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2. Schito GC, Georgopoulos A, Prieto ). Hoat tinh khing khudn cda khing sinh dang udng chéng I3i cic tic nhin giy binh duéng hé hiip mic phil tir cdng ddng & ba nude Chiu Au.J
&  Suppl7-11.

ZINNAT® cd phd digt
khuan bao phd,
chang lai céc tac nhén
gay bénh URTI chinh
bao gim . pyagenes’

*Céc kifu nhay cim ¢4 thé thay d6i theo théi gian va dia 1j. Ludn ludn tham khdo di¥ liéu v tinh nhay cim tai dja phueong trude khi ké toa.
tDya trén mot cude khio sat vE tinh trang khang thudc khing sinh cia Chiu Au (dugc thyc hién & Y, Tiy Ban Nha va Ao) 48 theo dai hoat tinh cia cic thudc khang sinh dang udng dugc sir dyng réng rdl (amoxicillin, co-
amoxiclav, penicillin, cefaclor, il, cefalexi ime, i i i i

, cefprozil, cef , cefixime, cefti fi

S. Pyogenes cho thay
tinh nhay cam vdi
cefuroxim cao hdn so
vdi "2 Macrolide;
cefaclor va cefixime

Tai ligu théng tin thudc

v Zinnat’

ZINNAT® dat duge
kha nang tham nhap
ddy dii vao md xoang,
md amidan bj nhiém

triing va viém tai gitfa U
djch'3

bing k¥ thuat vi pha lodng trong nwéc ding, phil hop véi tidu chi NCCLS.?

1. Tém tit Dijc tinh San phim Zinnat.

3T MarrC, 7

. N3ng d§ cefuraxim trong trin dich tai gitra cda tré bj vidm tai gitra clip tinh. Pediatr infect Dis J, 1997;16{10):955-562.

&ng l9i céc téc nhdn gay bénh durémg hé hip théng thuémg. MIC duge xéc dinh

MR SANDOZ
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Tai liéu thdng tin thude

iw Zinnat’

Hb so vé kha nang
dung nap cia -
cefuroxim axetil®

Ty & méc bién & bt lgi
thuong gdp nhat & bénh nhan

Ty 1& méc (% bénh nhin)
«

ngudi 1én va thanh thiéu nién 4
bi c&c bénh nhiém triing dudmg 2 e
hé hap khac nhau?, et
p hau o e iy ™
nén h
B Cefuroxim axetil (n=227) Cefixime (n=238)

La mat tién chat cia cefuroxim, ZINNAT® hi hoat dong sau khi dudc hap thu tif dudng tiéu hoa, gilip gidm thieu tac

dang lén he vi sinh dudng ruatt'3 l

1. Tém tht Bic tinh S3n phim Zinnat.
3. Woron J. Miejsce cefuroksymu w leczeniu infekeji bakteryjinych. Medycyna Faktéw 2016:Vol 9/nr 3(32):255-258.
4.Scott U, Ormrod D, Goa KL v cing sy. Cefuroxim Axetil: Danh gid cip nhit v cich sir dyng trong kiém sodt cdc bénh nhikm triing do vi khudn. Drugs. 2001;61(10):1455-1500.
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Taili

ZINNAT® |2 biét duge goc Cefuroxim dang
tin cdy vdi han 35 nam kinh nghiém lam s

*  Vién nén Zinnat® (dragees) dudc bao phi bdi mét ldp mang
cai tién hoa tan nhanh:
«  Ding d& che di vj ddng cda cefuroxim axetil khi udng
« Ngén chiin keo hda trong dubing tiéu héa dé dat duge kha nang hap
tdi wu cho bénh nhan
«  Cai thién sinh kha dung"

«  Thii gian tiép xic khang sinh rat quan trong ddi vdi higu qua cia
cefuroxim, vi Zinnat |3 khang sinh phy thudc vao thoi gian®

L. Zinnat. Phy lyc Il - Két lugn Khoo hoc vé Co's& Thay déi Didu khodn cia Gidy phép Tiép thi. C6 tal: /e europa.eu/h {s / ister/ 2012/20120823123631/anx 123631 en.pdf. Truy
cjp thing 4 nim 2022,

2. Anwar 1, Deutsch DS. Cefuroxim Axetil Dragee. EPC A2 Don vid i djnh: p Ltd. 1991, C4 tyl: https://patents google com/ patent/EPO223365A2/en. Truy cip thing 6 ndm 2022,

3. Maramba-Lazarte CC, Valencia, C. Sinh khii dyng tuong a8 cla vién

nang 500mg cafuraxim géc so vél vién nén 500 mg th higu cal tién, Phillppi

3

al Medicine. 2010;48,:44-47.

v Zinnat’

*  Zinnat® cho thay thoi gian ban thai dai hon so vdi cefuroxim goic3

Bu théng tin thuc

éng‘.z
bao

thy
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Tai liéu thong tin thudc

3
'35 i Zinnat
Thong tin ke toa
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Tai lidu théng tin thudc

A" o ®
i Zinnat
CHi DINH (1/2)

ZINNAT |2 tién chat dang uéng clia cefuroxim, khang sinh diét khuan nhém cephalosporin, bén virng véi
hau hét beta-lactamase va cé hoat phé réng déi vai vi khuan Gram duong va Gram am.

Thudc dugc chi dinh dé digu trj nhitng nhiém khuin do vi khudn nhay cam gay ra. Tinh nhay cam cla vi
khuan dai vai ZINNAT sé thay ddi theo dja ly va thai gian va nén tham khao dir liéu vé tinh nhay cam cla vi
khuan & dia phuong néu cé (xem phan Cdc déc diém dugc hoc, Ddc tinh dugc luc hoc). Chi dinh gém:

Nhiém khuan dudng hé hap trén, vi du nhiém khuan tai mdi hong nhu viém tai gitra, viém xoang, viém
amidan va viém hong.

Nhiém khuan dudng hé hap dudi nhu viem phdi, viém phé quan cip va nhirng dot kich phat cip cua
viém phé quan man.

Nhiém khuan niéu - sinh duc nhu viém than-bé than, viém bang quang va viém niéu dao.
Nhiém khuan da va mé mém nhu nhot, bénh mu da va chéc 16

14 SANDOZ
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Tai liéu théng tin thudc

o

i Zinnat’

LIEU LUQNG VA CACH DUNG (2/5)

Diéu trj tiép ndi:
Viém phéi:

1,5 g ZINACEF x 3 hodc x 2 [an/ngay (tiém tinh mach hoic tiém bp) trong 48 dén 72 gid, ti€ép theo ding
ZINNAT (cefuroxim axetil) duwdng uéng 500 mg x 2 [an/ngay trong 7 dén 10 ngay.

Nhirng dgt kich phét cap cta viém ph& quan man:

750 mg ZINACEF x 3 hodc x 2 [an/ngay (tiém tinh mach hoic tiém b3p) trong 48 dén 72 gi, ti€p theo diing
ZINNAT (cefuroxim axetil) dudng uéng 500 mg x 2 [an/ngay trong 5 dén 10 ngay.

Thoi gian digu tri ca dudng tiém truyén va dudng udng dugc xac dinh bai mirc dd nang ctia nhiém khuin va
tinh trang 1am sang cGia bénh nhan.

17 SANDOZ
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Tai lidu théng tin thudc
A" e ®
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LIEU LU'QNG VA CACH DUNG (3/5)
Tré em tir 3 thiang dén 12 tudi (<40 kg):

10 mg/kg 2 lan/ngay, téi da 13 125 mg (1 vién 125 mg) x 2
[an/ngay.

Tré em bj viém tai gitta hodc khi bi 15 mg/kg 2 lan/ngay, t8i da 13 250 mg (1 vién 250 mg hoic 2 vién
nhitng bénh nhiém khudn ndng hon 125 mg) x 2 [an/ngay.

15 mg/kg 2 [an/ngay, t&i da la 250 mg (1 vién 250 mg hodc vién
125 mg) x 2 [an/ngay trong 14 ngay (pham vi tir 10 t&i 21 ngay)
15 mg/kg 2 |an/ngay, t6i da 13 250 mg x 2 [an/ngay trong 10-14
ngay

Khéng nén nghién nat hodc lam v& vién nén ZINNAT va do dé khéng thich hgp dé diéu tri nhirng bénh
nhan nhu tré con nhd, nhirng ngudi khdng thé nudt dugc toan bd vién thudc. Khdéng cé kinh nghiém
dung ZINNAT cho tré dudi 3 thang tudi.

H3au hét cac nhiém khuan

Bénh Lyme & tré em dudi 12 tudi

Viém than-bé than

18 SANDOZ
VN1055063
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Tai liéu thong tin thudc

v Zinnat’

CHONG CHi PINH

Qua man vai cefuroxim hodc véi bat ky thanh phan ta dugc nao cla thude.

Bénh nhan qua man véi cac khang sinh nhém cephalosporin.

Bénh nhan cé tién st qud man (nhu sdc phan vé) vdi khang sinh nhém betalactam (cac penicillin,
monobactam hay carbapenem).

CANH BAO VA THAN TRONG (1/3)

Phan (rng qua man

Can than trong dic biét d&i véi nhitng bénh nhan cé tién sir phan (g di &ng véi cac penicillin hodc cac beta-
lactam khéc vi ¢é nguy co' min cam chéo. Ciing nhur cac khang sinh nhém beta - lactam khac, d3 c6 bao cdo vé
nhitng phan (ng qua man nghiém trong va déi khi gay tir vong. Trong trudng hop xay ra phan (rng qui min
nghiém trong, phai nglig diéu tri bing cefuroxim ngay Iap tirc va ti€n hanh nhirng bién phap cap cltu pht hop.
Trudc khi bt dau diéu tri, can xac dinh xem bénh nhan cé hay khéng tién sir gip phan (g qua man nghiém trong
v@i cefuroxim, cic cephalosporin khac hay bat ky khang sinh nhém beta-lactam khac. Than trong khi chi dinh

cefuroxim cho bénh nhan cé tién sir qua man khéng nghiém trong véi cac khang sinh nhém beta - lactam khac.

21 SANDOZ
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CANH BAO VA THAN TRONG (2/3)

Phan (rng Jarisch-Herxheimer

Phan (rng Jarisch-Herxheimer d3 quan sat sau khi diéu tri bénh Lyme bing ZINNAT. Phan tng ndy 13 két qua
truc tiép tir hoat tinh khang khuan cha ZINNAT trén vi sinh vat gy ra bénh Lyme, xo3n khuin Borrelia
burgdorferi. Bénh nhan nén duoc biét day |13 phan (ng phd bién va viéc diéu tri bing khang sinh trong bénh
Lyme thudng tu khoi.

Phét trién qua mirc cic vi sinh vat khéng nhay cdm

Cing nhu nhitng khang sinh khic, diing ZINNAT c6 thé giy phat trién qua mdrc ndm Candida. Str dung kéo
dai cé thé gy phat trién qua mirc nhitng vi khudn khéng nhay cam khéac (vi du Enterococci va Clostridium
difficile), khi dé c6 thé can ngirng didu tri.

Viém dai trang gia mac lién quan dén khang sinh d3 dugc bdo cdo véi hdu hét cic khang sinh, bao gom
cefuroxim va mdc dd nghiém trong tir nhe dén de doa tinh mang. Nén can nhic dén chin doan nay &
nhitng bénh nhan bj tiéu chay trong hoic sau khi diing cefuroxim. Ngirng diéu tri bing cefuroxim va can
nhic dung bién phép diéu tri dic hiéu d&i véi Clostridium difficile. Khéng nén st dung céc thudc ¢ ché nhu
doéng rudt.

- SANDOZ
VN1055063
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iw Zinnat’

PHUY NU’ €O THAI VA CHO CON BU

Khéng cé bang chirng thuc nghiém vé tac dung bénh ly phdi hoic sinh quéi thai do ZINNAT gy ra nhung,
ciing nhu nhitng thudc khac, nén than trong khi st dung trong nhitng thang dau cla thai ky. Cefuroxim
duoc tiét vao sira me, do dé can than trong khi dung ZINNAT cho nhitng ngudi me dang cho con bu.

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

Vi thudc co thé gdy chéng mat nén canh bio bénh nhan than trong khi lai xe hoic van hanh may méc.

25 SANDOZ
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N

iz Zinnat’

TAC DUNG KHONG MONG MUON (1/2)

Nhirng tac dung khéng mong muén do ZINNAT ndi chung cé tinh chat nhe va thoang qua. Cac phan loai tin
suat tac dung khéng mong mudn dudi day 13 udc tinh, do khéng cé sin sé liéu phii hop (vi du nhu tir nhirng
nghién clru c6 déi chirng vai gia dugc) dé tinh ty 1 déi véi phin 16n tic dung khéng mong muéh. Hon nifa,
ty & tadc dung khéng mong muén lién quan dén ZINNAT cé thé khac nhau tuy thudc chi dinh.

D@ liéu tir cac thir nghiém lam sang 16n duge ding dé xac dinh tan sudt cta tac dung khéng mong mudhn tir
rat phd bién dén hi€ém. Cic tin suit 4p dung cho tat ca cic tic dung khéng mong muén khac (nghia 12 tic
dung khéng mong muén xay ra dudi 1/1.000) dugc xac dinh chi yéu tir cac di liéu hau mai va nhim néi
dén ty |& dugc bdo cdo hon 12 tin sudt thuc su. Chua 6 sin dir liéu nghién clru cé déi chirng véi gia duoc.
Khi cac tan suat dugc tinh toan tir dir liéu nghién cru 13m sang, ching dua trén dir liéu lién quan dén thudc
(nghién clru vién danh gia).

- SANDOZ
VN1055063
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i Zinnat’

TINH NHAY CAM IN VITRO CUA CAC VI KHUAN VOI CEFUROXIM: D4u (*) biéu thi hiéu qua Iam sang ctia

cefuroxim axetil da dugc chirng minh trong cac thir nghiém lam sang.

Nhitng vi khudn thieomg nhay cim Gram duong ky khi:
Gram duong hiéu khi: Clostridium spp. Khéng bao gém C. difficile
Staphylococcus aureus (nhay cim véi methicillin)* Gram am ky khi:
Tu ciu khong c6 men coagulase (nhay cim véi methicillin) Bacteroides spp. Khong bao gdm B. fragilis
S‘_”:'-'P’Gf'x‘-'"-‘ P)"S"_”’-“ Fusobacterium spp
S °;b’_'f m:im“ Nhitng vi khudn vén di khing thudc
Gram am hiéu khi: T
Haemophilus influenzae* bao gdm céc ching khang ampicillin & : .
Haemophilus parainfluenzae* Moraxella catarrhalis®, errpcwcus spp. Bao gom E. fuecalis vi E. faecium
Neisseria gonorrhoea® bao gom cic ching sinh va khéng sinh men penicilinase Listeria "'0"_“7"’03""“
Peplostreptococcus spp. Acinetobacter spp.,Burkholderia cepacia, Campylobacter spp., Citrobacter freundii,
Propionibacterium spp. Enterobacter aerogenes, Enterobacter cloacae,
Xodn khudn: Morganella morganii, Proteus penneri, Proteus vulgaris, Pseudomonas spp. Bao gém
Borrelia burgdorferi® Pseudomonas aeruginosa, Serratia spp., Stenotrophomonas maltophilia
Nhitng vi khuiin ¢6 thé gip vin dé vé sy khing thude mic phaii Gram duong ky khi:
G juromg hidy khi Clostridium difficile
Streptococcus pneumoniae® Gram am ky khi:
am dm hiu khi- Bacreroides fragilis
Citrobacter spp. Khong bao gom C. freundii, Enterobacter spp. Khéng bao gém E. Khac:
aerogenes va E. cloacae, Escherichia coli®, Klebsiella spp. Bao gom Klebsiella Cac loai Chlamydia
pne iae*, Proteus mirabilis, Proteus spp. Khing bao gom P. penneri va P. vulgaris, Cac loai Mycoplasma
Providencia spp. Céc loai Legionella
29 SANDOZ
VN1055063
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“w Zinna
DAC TINH DU'QGC DONG HOC (1/4)
Hap thu
Sau khi udng, cefuroxim axetil dugc hdp thu cham tir duding tiéu héa va bj thiy phan nhanh trong niém mac
rudt va trong mau dé giai phéng cefuroxim vao véng tuan hoan.
Hap thu t8i wu xay ra khi thuéc dugc udng ngay sau khi 3n.
Sau khi udng vién nén cefuroxim axetil néng dé dinh trong huyét thanh (2,1 mg/| ddi véi ligu 125 mg, 4,1 mg/|
dai vdi litu 250 mg, 7,0 mg/| déi véi liéu 500 mg va 13,6 mg/| dai véi ligu 1 g) xust hién khoang 2 dén 3 gidr
sau khi thudc dugc udng sau bira an. Ty |& hdp thu cha cefuroxim tir dang hén dich giam so véi dang vién nén,
din dén ndng dd dinh trong huyét tuwong thap hon, cham hon va sinh kha dung toan than giam (it hon 4 dén
17%). Hén dich udng cefuroxim axetil khéng twong duong sinh hoc véi vién nén cefuroxim axetil khi thir
nghiém trén ngudi trudng thanh khée manh va do dé khéng thé thay thé dua trén mg/mg (xem phin Ligu
lwong va cdch ding). Dugc ddng hoc clia cefuroxim |2 tuyén tinh trén khoang liéu udng tir 125 mg dén 1000
mg. Khdng cé sy tich Ity cefuroxim sau khi [3p lai cac lidu udng tir 250 mg dén 500 mg.
30 SANDOZ
VN1055063
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PAC TINH DUQC DONG HOC (4/4)

Suy than: Tinh an toan va hiéu qua clia cefuroxim axetil & nhitng bénh nhin suy than chua duoc thiét lap.
Cefuroxim dugc thai trir chll yéu qua than. Do vay, ciing nhu cac khang sinh khéc, & nhitng bénh nhan bi suy
giam chirc néng than dang ké (vi du Cler < 30 ml/pht), khuyén cdo nén giam ligu diing ctia cefuroxim dé b
vao phan thudc dugc thai trlr cham hon (xem phan Ligu lugng va cdch ding). Cefuroxim dugc loai bo hiéu qua
bang cach tham tach mau.

Suy gan:

Khéng cé dir liéu sdn c6 & nhirng bénh nhan suy gan. Vi cefuroxim thai trlr chli y&u qua than, nén sy hién dién
clia rdi loan chirc ning gan dugc cho I3 khéng cé anh hudng vé mit dugc dong hoc clia cefuroxim.

M@i tugng quan gilra dugc déng hoc, duoc luc hoc

Déi véi cac cephalosporin, chi s6 dugc dong hoc - dugc luc hoc quan trong nhat tuong quan véi hiéu qua in
vivo d3 chirng minh ty 1& phan trdm khoang ligu (%T) ma nong do khéong lién két van trén nong do (rc ché toi
thiéu (MIC) clia cefuroxim déi véi tirng lodi muc tiéu (vi du %T>MIC).

33 SANDOZ
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iw Zinnat’

Dir liéu an toan tién Iam sang

Céc nghién clru vé ddc tinh trén déng vat chi ra ring cefuroxim axetil c6 doc tinh thap, khéng cé phat hién n3o
dang keé.

QUY CACH BONG GOI

Hép ¢é 1 vi, mdi vi cé chira 10 vién.

HAN DUNG

36 thang ké tir ngay san xuét.

BAO QUAN

Bao quan duéi 30°C

SAN XUAT BOI

GLAXO OPERATIONS UK LIMITED, Harmire Road, Barnard Castle, County Durham, DL12 8DT, Anh Quéc

34 SANDOZ
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