https://trungtamthuoc.com/

243 Joyp

CONG TY CO PHAN DUGC PHAM VCP

MAUNHAN PANGKY
THUOC BOT PHA TIEM VITAZOVILIN

1. Nhan Io - i 18 100% | J\V
| VITAZOVIUIN | k)

e CUC QUAN LY DUGC
. DA PHE DUYET

THUGC BAN THEO DON
v i o ke v ' Lindiugf...04..1.204)

—

cddmmyy

SswsSX:nnmmyy

Ngay SX:ddmmyy
HD

THUGE BT P& TEEM - TIESW TN MACH

2. Nhan hép 1 Io - ti 1€ 100%

Nt
AMwwpp: sjep dx3/QH
A Awwuu: Nyaeg/Xs 9198
A& wwp p elep BIN/XS AeBN
» wmeqom) Bor'p + uppomiedig Bz«
R 1HUGC BANTHED PON 6 xa thm tay cila . R erescriprion DRUG Keep ot of the resch of children,
Boc ki huing diin i dyng trude kil ding. Read carefully the instruction before use.
m—. VITAZOVILIN m—. VITAZOVILIN
» g Pipemclin +0.25 Turobactam T »  2g Piperaciliin + 0,25 Tazobactam 4 T _—
2y Prperacin (i dong Pipsracin nar) 20 Piperacilin (as Piperacikin sodium)
0259 A air) 025 2t -
cHlomn N saise HDICATIONS ;
CACH DUMG-LED DING:: USAGE 2| Plaans mad
: Fong i tnsng wnciosed
cuincCHOp ;| dnsideg CONTRA - NDICATIONS : R
BAD QUAN: Mot kho, dusi A°C, STORAGE: Koap in & dry place, bakow 30°C
\ ~ ‘ranh anh sang protect fom light
T R R SPECIFICATIONS, Mandacturmr.
SDK | REG. N°:
hdp 1o thuSc byt pha tiém ,-* box of 1 vial for Injection ,""
i’ saruracTiRED B VCP PHARMACEUMICAL JSC

PHO TONG GIAM POC

DS.Buin Vin Guong



https://trungtamthuoc.com/

CONG TY CO PHAN DUGC PHAM VCP

MAU NHAN PANG KY
THUOC BQT PHA TIEM VITAZOVILIN

{W/

3. Nhan hgp 01 lo + 02 6ng nwéc cét pha tiém do XNDP 120 san xut - i 1& 100%:
AMwwpp : a0p Si/ay
Awwuy M U240aNE 9 gs
AAwwp p eop Biws ApBy
4 wepeqoze] 65z + uj|iomied)y Bz «
= e
VITAZOVILIN R VITAZOVILIN
THUSC BAN THEO PON — | PRESCRIPTION DRUG A BOX CORTAIE
* 07 kp thude bt pha tiém chie: * 01 vial comtaine:
2g Fiparaciin (dutl dang Plpsraclin natr) 2g Piparacilin {as Plparacilin sodium)
ozmmmmmmm 0,259 T fas Ta 1]
* 02 ng nudc &M pha Hiém Smi: oz mdmhrmw
Hawn chiing: 36 thiing ki 1 gy sdn 1l Exp. data: 36 monthe
{Xm Raem trén Sng dung ) (Fisass asa T Inbel of ampoule)
SBK VD - 5182 - 08 “ Rag N VD - 9182 - 08
:-‘-ﬁmwm | > 2g Piperacilin + 0,259 Tazobactam < Marnnctured by; Apharma
B | .
| chon iy, | rage S P
CHONG CHl DK S e ‘ CONTRA-IMDICATIONS : |
P— — BAD QUAN ; [ —— IS STORAGE : Al a dry place, lemperature
Nal khé, nhidt 85 dubi 30°C, trdnh &nh séng balow 30°C, protect from light
TIEY CHUAN : Nba sdn xust.
SPECIFICATIONS : Marufacturer,
SDK /REG.N°: ‘
= Ksep out of the reech of children.
s T | A
| A L
(=T~ Morineised by :
- TIEM TiN mACH T FORINTRAVENOUS INJECTION ~  , mivomcuont maxcoum
| HOP1LO+26NG - THUGC BOT PHATIEM ‘ BOX OF 1 VIAL + 2 AMPOULES FOR INJECTION
ﬁr’l’ ONG GIAM POC CONG TY

PHO TONG GIAM POC

DS.Buin Vin Guomg



https://trungtamthuoc.com/

CONG TY CO PHAN DUQCPHAM vCp J\V

MAU NHAN PANG KY
THUOC BOT PHA TIEM VITAZOVILIN

4. Nhan hép 01 lo + 02 éng nwérc cAt pha tiém do CTCPDP TW/1 san xuét - ff I& 100%

AMuwpp : &jop digray

Adwuw gy : NY20a/ g1 s
AR WP p aioo s Aoty

> mmmﬂwo+mauuuaz <

|

R VITAZOVILIN R VITAZOVILIN
THUGC BAN THEO PON - PRESCRIPTION DRUG e
* 01 Ip thwdc bt pha Bden che: | * 01 visl eontains:
| qum{mdamwhnaw 20 Piparacin {as Pigeraciin sodum)
0.259 Tazotactam MWTHMMQ 025 Tm;aﬁmhm»m:
| " 02 dng nute cét pha tigm Smi: ‘02 Ampoules of water for injection Smi-
mm:smuuwﬁn E zam 3 mermg
(200 seen Irbn ing dung ms) i"hﬁtmum:\'m;
| \l SO, VD - 80072 - 00 H Reg W VD - 8000 . g5
| > 2g Piperacilln *+ 0,259 Tazobactam < She cull in. CTCPOPTW! - PHAREAGO [ » 25ledﬂn+0.28u1nmn < Mantacturd by: PHARBACD
=0T =3 INDICA; '
mﬂm-wm: ! METI\?::W | mm + | Pecw mad
cHoNG clomn ;| Hwang | CONTRA - INDICATIONS : -
[ y e mm: h e —— STORAGE : At & dry place lemporature

MN,WWMW‘C_NMMM [

balow 30°C, protect from light
TIEY CHUAM : Nha séin st I

SPECIFICATIONS : Martaciser

SPK /REG. N°: |
|
oy ciarien N s
eny o ' g [
L |' l.
Co ndadey munch ;. hornchmd by ; e
TiEm T MACH ks e | FORINTRAVENOUS INJECTION ~__ =" T s W
- HOP1LIO+20NG - THUGC BOT PHA TIEM BOX OF 1 VIAL + 2 AMPOULES FOR INJECTION
b L =— = BTt = EMCE SN [He il Lol e —_— e i ! : 2 2 ==t
FTONG GIAM BOC CONG Ty

PHO TONG GIAM POC

DS.Budn Van Cumg

| A



https://trungtamthuoc.com/

o §I¥IA 0L 40 XOg (s : __ NG NYHd 00 ALONQD | 101 dOH
[ERC e estateer Vi NOLLI3PNI SHONIAYHLNI Hod o s omos i “) . HOYM HNLL W31 - W3LL ViHd 108 9gnuL

Nl

P umjoeqoze) Bsz'g + upoessd)y Bz

emeed  NITIAOZV L]

— %

VITAZOVILIN .

56 10 SX/Balch N'; nnmmyy
B 20 Plpsracilin + 0,25 Tezabactam
« HDExp date ddmmyy

%0L 91 1 - 6] 01 doy ueyN g _ _

NITIAOZVLIA WAIL VHd LOE DONHL
AMONYA NYHN NVIN

vmu> WYHd D0NA NYHd 0D AL O} ©



https://trungtamthuoc.com/

Ry Thudc ban theo don J\k/

HUGNG DAN SU DUNG
Thudc bdt pha tiém VITAZOVILIN

1. Trinh bay:

+ Hop 0110 ; Hop 1010

+ Hop 01 lo + 02 ng nudc cit tiém Sml, san xudt tai cong ty ¢d phan Dugc
phdm Trung Uong 1 — Pharbaco, 160 Tén Duc Théng — Bog Da — Ha Nai, so
dang ky VD — 8092 — 09, han dung 36 thang ké tir ngay san xuat.

+ Hop 01 lo + 02 éng nuée cat tiém 5ml, san xuat tai Xi nghiép Dugc phém
120 — Arpharma, 118 Vii Xuin Thiéu — Long Bién — Ha N¢i, s6 dang ky VD -
9182 - 09, han dung 36 thang ké tir ngay san xuét.

2. Cong thire: cho 1 lo.

Piperacilin (duéi dang Piperacilin natri): 2g.

Tazobactam ( du¢i dang Tazobactam natri) : 0,25g.
3. Dugec luc hoc:

Piperacilin la mét ureido penicilin phd rong, ¢o tac dung diét khuén dm vai
cac vi khuan ua khi va ky khi Gram duong va Gram dm bang cach e ché tong
hop thanh té bao vi khuén. Trong s6 cac cau khuan Gram duong rit nhay cim voi
piperacilin, c6 Strepto-coccus, Enterococcus, ciu khudn ky khi, Clostridium
perfringens. Céc tu cau sinh penicilinase khang thuoc

Trong s6 vi khuén wa khi Gram am nhay cam t6t vdi piperacilin, ¢6 E. coli,
Proteus mirabilis, Proteus indol dwong tinh, Pseudomonas, chiing Citrobacter spp.,
Serratia, Enterobacter spp., Salmonella, Shigella, Haemophilus influenzae khong
sinh beta - lactamase, Gonococcus va Meningococcus. Trong sb cac vi khuan nhay
cam vira hogc tot, ¢ Acinetobacter, Klebsiella, Bacteroides va Fusobacterium Spp.

Piperacilin dé& bi gidm tac dung do céc beta lactamase. Khang piperacilin ¢6
thé do beta lactamase va su thay ddi & nhiém séc thé lam giam dén tac dung ciia
piperacilin.

Tazobactam 1& mét B-lactam, cdu tric lién quan dén céc penicillin, s& hiru kha
ndng bat hoat mot loat cac enzyme B-lactamase thudmg duge tim thiy trong vi
khuén dé khang véi penicillin va cephalosporin.

Viéc xdy dung Piperacilin véi Tazobactam trong VITAZOVILIN gitp cho
Piperacilin khong bi mat tic dung bdi enzyme B-lactamase va c¢6 hiéu qua mé
rong phé khang sinh Piperacilin bao gdm rét nhiéu vi khuan thudng khang véi
Piperacilin va thudc khang sinh B-lactam khac.

Vi vély, VITAZOVILIN c6 céc tinh chit dac biét ciia mot khéng sinh phd
rong va mot chit trc ché B-lactamase, da dugc chirng minh c6 kha nang chéng lai
hau hét cac chiing vi sinh vét sau day:

* Vi khudn Gram duong hiéu Kkhi:

Staphylococcus aureus (khong bao gém chiing khang Methicilin va
Oxacilin)

Staphylococcus epidermidis (khong bao gém chiing khang Methicilin va
Oxacilin)
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Streptococcus pneumoniae, S.pyogenes

* Vi khuan Gram am hiéu khi:

Citrobacter (c6 san xuét va khong san xuit B-lactamase)

Enterobacter 10di bao gdm ca E. cloacae (c6 san xuit va khong san xuét p-
lactamase)

Escherichia coli (c6 san xuét va khong san xuat -lactamase)

Haemophilus influenzae (c6 san xuat va khong san xuit p-lactamase) t

Klebsiella bao gdm K. pneumoniae (c6 san xuat va khong san xudt B-
lactamase)

Pseudomonas 10ai P. aeruginosa (c6 san xuét va khong san xut B-
lactamase)

Serratia marcescens (c6 san xuat va khong san xuét B-lactamase)

Proteus vulgaris, P.mirabilis.

Clostridium loai C. perfringens, C. difficile, C. sporogenes, ramosum C. va
C. Bifermentans.

* Vi khuin ky khi:

Bacteroides fragilis (c6 san xuét va khong san xuat p-lactamase)

- Prevotella (truéc day 1a Bacteroides) melaninogenicus (c6 san xuat va khong
san xuit B-lactamase).
4. Duwgc dong hoc:

Sau khi truyén tinh mach (30 phut) cia 2,25 gam VITAZOVILIN, nbng do
dinh trong huyét thanh ctia ca piperacilin va tazobactam dat dugc ngay lap tirc
sau khi truyén xong. Piperacilin trong huyét thanh sau khi truyén tuong duong khi
sir dung piperacilin m§t minh véi mirc d¢ trung binh trong huyét thanh cao diém
1a 134 mg / mL. Twong tmg véi mirc do trung binh trong huyét thanh cao diém
cua tazobactam 12 15 mg / ml. Nira doi huyét thanh ctia Piperacilin va Tazobactam
dao dong tir 0,7 dén 1,2 gi khong phu thude lidu va thai gian truyén.

Piperacilin vao mau dugc desethyl héa nho, tazobactam bi chuyén héa thanh
chit khong c6 tinh duge ly. Piperacilin va tazobactam dugc dao thai qua thén bing
cach loc cu than va bai tiét qua éng than.Piperacilin dugc bai tiét 68% & dang
khong chuyén hoa trong nudc tiéu. Tazobactam dugc bai tiét 80% & dang khong
chuyén hoa, con lai 14 dang khong c6 tinh chét duge ly.

Piperacilin va tazobactam lién két vai protein huyét trong khoang 30% .

Piperacilin va tazobactam c6 thé duoc phan bd nhiéu vao trong cac mo va dich
ké sau khi tiém truyén nhir vao dich ndo tiy (& nhitng bénh nhén bi viém mang
ndo), dich mat, dich mang phdi, dich mang bung, dich tuyén tién liét, nuéc bot,
sita me va trong cac mo nhu: tim , tii mat, xuong, mat, phiic mac, tuyén tién liét,
tir cung, buf’ing tring.

Piperacilin va tazobactam c6 thé duoc loai bo tir cac bénh nhan loc than, sd

lugng thuc té loai bo phu thudc vao thoi gian va loai chay than.
5. Chi dinh

VITAZOVILIN dugc chi dinh trong diéu tri cac bénh nhiém khuén sau:
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~ Nhiém khuén dudng hé hép.

~ Nhiém khuin da, mé mém va cAu tric da.

— Nhiém khuén huyét.

~ Viém phoi méc phai bénh vién va méc tai cong déng.

— Viém mang ndo do Haemophilus influenzae.

— Mot sb truong hop nhiém khuén huyét.

—- Mbt sd trudmg hgp nhiém khuén dudng tiét niéu, sinh duc, & bung, tir cung

va vung chiu, viém rudt thira va ap xe rudt.

~ Diéu trj cac nhiém khuin va du phong nhiém khuén trong phiu thuit san,

phu khoa.
Tuy nhién t6t nhat van 1a diéu tri theo khéng sinh db.
6. Liéu dung:
Bm:mg dung: Chi ding tiém tinh mach va truyén tinh mach chém,
Liéu dung:
- Nguoi lom: Lidu thuong dung 12 3,375g mdi 6 gid, thng lidu 1a 13 ,08 / ngay.
Liéu lugng va duong dung nén duoc xac dinh bdi mirc d6 nhiém khuén cta
bénh nhan, tinh trang cia bénh nhan, muc do nghiém trong cua nhiém triing, va
tinh nhay cam cia cac sinh vit gy bénh.

Thoi gian diéu tri téi thidu 1a 7-10 ngay. Déi véi cac trudng hop nhiém khuén
nang nhu viém ph(n mic phai & bénh vién, phéi diéu tri thém it nhét 48-72 gio sau
khi bénh nhéan da hét triéu chu‘ng cta nhiém khuén.

- Tré so sinh 2-9 thdng tuéi: Lidu khuyén céo la 80mg Piperacilin + 10mg
tazobactam / kg trong luong co thé mdi 8 gid.

- Tré em trén 9 thdng tubi ndng dudi 40kg, chirc ning thin binh thwong: bi
viém rudt thira, viém phic mac: 100mg piperacilin + 12,5mg tazobactam trén mdi
kg trong lugng, méi 8 gio.

- Tré em ndng trén 40kg, chirc ndng thin binh thuiong: Lidu nhu lidu ngudi
16n.

- Bénh nhéan bj suy gan, thgn: Cac liéu sau dugc duy tri tuy theo mirc do
nhiém khudn, d6 thanh thai creatinin trong mau.

Liéu ding & ngudi 16n ¢6 chirc ning gan, than giam
D¢ thanh thai Creatinin Viém pho6i mic tai Viém phoi mac phai
(ml/phiit) cong dong & bénh vién
>40 3,375g, 6h/lan 4,5g, 6h/lan
20 - 40 2,25g, 6h/lan 3,375, 6h/lan
<20 2,25g, 8h/lan 2,25g, 6h/lan
Chay than nhan tao’ 2,25g, 12h/lan 2,25g, 8h/lan
CAPD 2,25g, 12h/lan 2,25g, 8h/lan
*: bo sung thém liéu 0,75g sau méi lan loc mau
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Cdch dung:

- Tiém truyén tinh mach lién tuc hay gidn doan: Hoa tan 1 lo thudc bot pha
tiém VITAZOVILIN véi 10ml nuée cét pha tiém, pha lodng tiép vai Natri clorid
tiém 0,9% hodc dextrose 5%, truyén cham hon 30 phut.

- Bao quan: Dung dich sau khi pha bao quan & nhiét do phong 22°C trong 24
gio hodc trong ti lanh 4°C khong qua 48 gid. Khoéng nén lam lanh lai sau khi d3
phuc hbi.

7. Chéng chi dinh:
Chéng chi dinh déi voi ngusi bénh c6 tidn sir di img v6i khang sinh nhom
Penicilin va Cefalosporin.
8. Tac dung khéng mong muén:
* Thuong gap :
- Qué mén: Phat ban, ngira, sét, ndi mé day.
- Tiéu hoa: Miéng khd, khat nudc, di tiéu nhiéu
- Gan: tdng thoang qua AST (SGOT), ALT (SGPT), va phosphat kiém.
- Huyét hoc: thoang tang bach ciu, giam tidu ciu. Mot sé c4 nhan da phat hién co
thir nghiém Coombs duong tinh
- Tai chd tiém: sung do6 noi tiém, chai ciing noi tiém, viém da, viém tinh mach
huyét khéi.
*ftgap :
- Phan (g quéa mén, sc phan veé.
- Gan: Tang bilirubin, LDH huyét thanh, vang da, & mat.
- Than: Tang creatinine huyét twong.
- Huyét hoc: Thiéu méu, thiéu méu tan huyét, gidm bach cau, gizm bach ciu
trung tinh, va gidm tiéu cu, kéo dai thoi gian chdy mau, ha kali mau.
- Tiét niéu sinh duc: Viém 4m dao, nim 4m dao.
- Hé tiéu hoa: Tiéu chay, phan den, xuat huyét, viém da day, budn non va non, réi
loan vi giac va khiru giac.
Youe - Céc triéu chimg dau dau, dau nguc, dau co, nhip tim nhanh, rdi loan thin kinh
co, c6 thé gdy co giit.
- Céc tri¢u chimg ctia viém dai trang gia mac c6 thé xuét hién trong hoac sau khi

diéu trj khang sinh. r>
- Hoi chimg Stevens-Johnson: ban dé, hoai tir biéu bi, xudt huyét, prothrombin (S
kéo dai. R
il
THONG BAO CHO BAC SY NHUNG TAC DUNG KHONG MONG MUON R
GAP PHAI KHI SU DUNG THUOC i
9. Thén trong:

Nhu véi tt ca cac khang sinh phé réng, VITAZOVILIN than trong cho nhimg
ngudi 6 tién sir bénh dudmg tiéu hoa, dic biét 1a viém dai trang,

Mic du chua c6 tai li¢u chitng minh VITAZOVILIN lam thay ddi chirc ning
than, nhung & liéu thong thudng VITAZOVILIN cung cép 48-56mEq natri/ ngay,
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nén trong qué trinh sir dung thuéc can theo doi danh gid chirc ning than, dic biét

Trude khi diéu tri, yéu cu phai thir test phan tng cia thuéc.
10. Sir dung thuéc cho phu nir c6 thai va cho con bi:
- Thoi ky mang thai:
Chi sir dung cho phu nir ¢6 thai khi thét cin thiét.
- Thoi ky cho con bu:
Piperacilin va tazobactam dugc bai tiét trong sira me & ndng do thip. Cin than
trong khi sir dung thudc cho phy nir dang cho con b.
11. Hwémg din cich xir tri ADR

Ngudi bénh bj suy thin: Cin giam lidu. Phai theo ddi chire nang thédn va cong
thirc m4u, nhét 1a khi diéu tri liéu cao va dai ngay.

- Néu ngudi bénh bi phan tng dj ung hofic qua min nghiém trong, phéi ngimg
str dung VITAZOVILIN va tién hanh cac bién phap hd tro (duy tri thong khi va sir
dung epinephrin, oxygen, tiém tinh mach steroid).

Céc truong hop bi viém dai trang mang gia thé nhe thuong chi cin ngimg
thubc. Céc trudmg hop thé vira va ning, cin hwu y cho diing céc dich hoiic chét
dién giai, bd sung protein va didu tri bang mot khéng sinh c6 tic dung 14m sang
diéu trj viém dai trang do Clostridium difficile.

Néu xiy ra con dong kinh lién quan véi didu trj bing thuée, nén ngung thude.
Diéu trj chéng co gidt c6 thé dugc chi dinh lim sang.

12. Twong tic thuée

- V6i Aminoglycosides: Khi sit dung dong thoi VITAZOVILIN véi
aminoglycosides 1am mat tac dung ciia aminoglycosides va lam ting tic dung phu
gay suy chirc nang thin. Tuy nhién, amikacin va gentamicin dugce chirng minh 13
trong thich véi Vitazovilin.

- V6i Probenecid : Khi str dung dong thoi VITAZOVILIN véi Probenecid
lam téng ndng d6 va thoi gian ban thai cia Piperacilin 21%, ctia tazobactam 71%.

- V6i Vecuronium: Khi st dung dong thoi véi Vitazovilin 1am kéo dai téc
dung phong téa thin kinh co ciia Vecuronium.

- V6i Methotrexat: Khi st dung ddng thoi véi piperacilin lam giam téc dung
clia Methotrexat, nén can theo dai nong do methotrexat trong mau.

- St dung chung véi cdc khang sinh khdc ¢6 thé gdy ting téc dung phu trén
h¢ tiéu hoéa.

13. Vin hanh mdy méc va l4i tau xe

Céc tai liéu khong cho thay tac dong cia VITAZOVILIN déi véi nguoi lai xe
va vin hanh mdy méc, thiét bi.
14. Qué lidu va xir tri

Xir tri qua liéu can dugce can nhic dén kha ning qua lidu ciia nhidu loai thude,
su twong tac thude va duge dong hoc bat thuong & nguoi bénh.

Truong hop ngudi bénh bi co gidt, nén nglmg thudc ngay lap tic, didu trj
chéng co gidt néu c6 chi dinh trén 1am sang. Bao vé duong hd hép cia nguoi

12 & bénh nhan bi bénh néing cén diéu trj lidu t&i da va ngudi gia trén 65 tuéi. V
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bénh, hd trg thong khi va truyén dich. Theo ddi c4n than va duy tri trong pham vi
cho phép céc biéu hién séng ciia ngudi bénh, nhu ham lugng khi - méu, céc chit
dién giai trong huyét thanh... Trudng hop qua lidu trdm trong, dic biét & nguoi
bénh suy than, c6 thé phbi hop loc mau va truyén méu néu diéu trj bao tdn thit
bai. Tuy nhién, chwa c6 di liéu ndo ting hd cho cach diéu trj nay.

15. Bio quan: B4o quén & noi kho, nhiét d6 dudi 30°C va tranh 4nh sang.

16. Han diing: 36 thang ké tir ngay san xuét.

17. Tiéu chuén: TCCS.

Thubc nay chi diing theo su ké dom ciia thdy thuic
Boc ky huwdng din sir dung truede khi ding
Mubn biét thém thong tin xin héi  kién cia bdc sy.
Khong diing thudc khi @6 hét han, bién mau...

San xuét tai: CONG TY CO PHAN DUQC PHAM VCP
N VCP Pharmaceutical Joint ~ Stock Company )
Thanh Xuan — Séc Son — Ha Noi \
Tel: 04-35813669  Fax: 04 — 35813670 ; !
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