https://trungtamthuoc.com/ 4 09 /
| o d] 7o

CONGTY CO PHAN DUCC PHAM VCP

MAU NHAN DANG KY
THUOC BOT PHA TIEM VICIPERAN

1. Nhén lo - ti 1& 100%

Bo Y TE: owe o
CUC QUAN LY DUGC " VICIPERAN

cddmmyy

DA PHE DUYET =

THUGC BAN THEO DON

S6lSX:nnmmyy

Ngéysx:ddmmyy
HD

455&&
SBK

Lan dau: /‘,D,l b ly ..'l?pl,}

2-Nhan-hép-01e - ti 16 100%

S~ Alwwpp: alep dx3/gH
FAwwuu:Nyoegixsoos
A A w wp p eep Bixs Aeby
| BL umsessdrg
NVHAdIDIA
R o . R nidron | ’ _;f
gaislpnheci W"S‘M*:d?: i?:;mm ding. Wl e ammr o e S s 3. ~ 4 A ~ ; e
Y.
VICIPERAN VICIPERAN « 1
reeacin s | VICIPERAN reescin s | VICIPERAN | Sy o
M1 LG CHTA: EACH VIAL CONTAINS: L= % R
10 Piparaciin iduti dang w nati) 1g Piparacillin (as Piperacilin sodium}
CHI BINH INDICATIONS | Plaase mad
cxcnnm:u.éu numa ['5-‘“31“-";’ zm I ! m
HONG NH A - NS :
[L = an :Mf-\ﬁﬁ zam i 30°C, ﬂ-m - [Lv STORAGE: Keep i a dry place, below 30°C
Irnih dnh sang protect fom light
TIEU CHUAN: USP 32 J SPECIFICATIONS; USF 32 P,
4 SBK | REG. N° :
S

HOP 110 THUGC BOT FHA TIEM ( 2 _ BOX OF 1 VIAL FOR INJECTION [§ i

TVEM BAP - TEEM TiNH MACH ol mcwcn PHAN DUGE Pk vCr FOR INTRAMUSCULAR OR Morubocrsd b, VCP mnmceu-ncausc
: Ha INTRAVENOUS INJECTION ADORESS: THANNXUAN - SOTEON - MANO! - VIETNAM

BHC SOM < WA NOI . VIET NAM

PHO TONG GIAM POC

DS.Gean Van %wamy



https://trungtamthuoc.com/

CONG TY CO PHAN DUGC PHAM VCP

. MAUNHAN DANGKY
THUOC BOT PHA TIEM VICIPERAN

3. Nhan hép 01 lo + 01 dng nwére cét pha tiém do XNDP 120 san xuét - fi I& 100%:

Adwwpp: ajep dx3/aH

AR wwuu: Nynegxs o] 0
! AKwwp p:aepBa/xs AebN
| B uipaesadig

NVHAIDIA
& THUGC BAN THEC PON it D4'xa e tay cia b em, R e ey GMP - WHO
Boc kff hubing dén sir dyng trudc khi diing.
VICIPERAN | e T
VICIPERAN

* 01 g thudc bt pha tism:

1g Piperaclin {dui dang Piperacilin natr),

* 01 8ng nudre edt pha tiém Smi:

Han ding: 36 thang ke Il noay san sl
{Kin wem thitm krén dng dung méi

SEK: VD - 9182 . 08

SN sl tai: XNDP 120

CHI BINH 1| Mndec

CACH DUNG-LIEU DUNG: | T3914Memg

. dyng

CHONG CHI BINH

| | BAO QUAN: Noi kha, dusi 30°C,

Iranh dnh sang

VICIPERAN

Piperacilin 1g Piperacilin 1g

LM = 1.V LM = 1.V

TIEU CHUAN: Use 32

SDK /REG, N*;

BOX OF 1 VIAL + 1 AMPOULE

FOR INTRAMUSCULAR OR
INTRAVENOUS INJECTION

HOP 11O + 1 NG

TIEM BAP - TIEM TiNH MACH

CONG TY €O PHAN DUGC PHAM VCP

r TONG GIAM BOC CONG TY

PHO TONG GIAM POC

DS.Guin Van %@W

Keep out of the reach of children.
Read carefully the instruction before use.

VICIPERAN

EACH VIAL CONTAINS:
* 1 vial of powder for injection:
1g Piperacilin {as Piperacillin sodium).
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HUGONG DAN SU DUNG
UOC BOT PHA TIEM VICIPERAN

+ @}QYIQJQ‘@ lo ; Hop 01 lo + 01 éng nudc cét tiém Sml.

+ Hop6l 'I_Q;:iff]l 6ng nudc cat tiém Sml, san xuét tai cong ty cb phan Dugc phim
Trung Uong 1 — Pharbaco, 160 Tén Dirc Th{mg Dbg Pa — Ha Noi, sé ding ky VD —
8092 — 09, han dung 36 thang ké tir ngay san xut.

+ Hop 01 1o + 01 ong nudce cat tiém Sml, san xuét tai Xi nghi¢p Duogc phim 120 -
Arpharma, 118 Vii Xuan Thiéu — Long Bién — Ha Nbi, s6 dang ky VD — 9182 - 09, han
dung 36 thang ké tir ngay san xuét.

2. Coéng thire: cho 1 lo.
Piperacilin (dudi dang Piperacilin natri): 1g.
3. Dugec lwe hoc:

- Piperacilin 1a mdt ureido penicilin phé rong, c6 tac dung diét khuan ddi véi cac v1
khuan wa khi va ky khi Gram duong va Gram 4 am bing cach trc ché téng hop thanh té bao
vi khuan. Trong sd céc cau khuan Gram dwong rét nhay cam v6i piperacilin, c6 Strepto-
coccus, Enterococcus, cau khuan ky khi, Clostridium perfringens. Céc tu cau sinh
penicilinase khang thudc.

Trong s vi khudn wa khi Gram 4m nhay cam t6t véi piperacilin, c¢6 E. coli, Proteus
mirabilis, Proteus indol duong tinh, Pseudomonas, chiing Citrobacter spp., Serratia,
Enterobacter spp., Salmonella, Shigella, Haemophilus mﬂuenzae khong sinh beta -
lactamase, Gonococcus va Meningococcus. Trong s6 cac vi khuin nhay cam vira hoic tdt,
b Acinetobacter, Klebsiella, Bacteroides va Fusobacterium spp.

Piperacilin dé bj giam tac dung do cac beta lactamase. Khang piperacilin c6 thé do
beta lactamase va sy thay dbi & nhiém sic thé 1am giam dan tac dung cua piperacilin. Do
6, phéi hop piperacilin véi mot chét e ché beta lactamase (tazobactam) lam tang tac
dung cua piperacilin. Beta lactamase 13 enzym lam cho vi khuin khéng pemclhn va
cephalosporin. Piperacilin phdi hgp vdi tazobactam c6 téc dung déi véi cac vi khun ua
khi va ky khi Gram 4m va Gram duong, ké ca cac vi khuén sinh beta lactamase khang
el piperacilin.

Bacteroides thetaiotamicron va cac chiing Pseudomonas trix P. aerugmosa thuong
nhay cam trung binh véi piperacilin + tazobactam. Tuy nhién, tic dung chong
Enterococcus va Pseudomonas cua piperacilin + tazobactam va cua piperacilin don doc
nhur nhau.

Tu cau khang methicilin, Xanthamonas maltophilia va Chlamydia trachomatis
khong nhay cam véi piperacilin + tazobactam.

Piperacilin phdi hop v6i aminoglycosid ¢6 tac dung hiép dong tbt, can cho ngudi
bénh ning, nhung phai tiém riéng ré vi c6 tvong ky. Téc dung hiép dong khi phél hop
piperacilin + tazobactam véi aminoglycosid dugc timg dung trong diéu tri nhiém P.
aeruginosa da khang.

4. Duwgc dong hoc:

- Piperacilin khong dugc hap thu qua dudng tiéu hoéa, nén phai tiém bip hogc tiém
tinh mach. Nong d6 thuoc sau khi tiém tinh mach véi lidu 2 g, 4 g, 6 g tuong tmg nhu sau:
Sau 0 - 30 phut dat ndng 9 tir 300 - 70 microgam/ml; 400 - 110 microgam/ml; 770 - 320
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microgam/ml. Sau 2 - 6 gi¢ con 20 - 2 microgam/ml; 35 - 5 microgam/ml; 90 - 8
microgam/ml. Tiém bép liéu 2 g : sau 30 - 40 phut ndng d6 tdi da dat 30 - 40 microgam/ml.

- Thube phan bb bt vao cac md, ké ca md xuong, dich mét, tudn hoan thai nhi, dich
ndo tuy khi viém mang nao.

- Thoi gian ban thai & huyét tuong khoang 1 gid; & tré so sinh thi dai hon. Piperacilin
bai tiét khoang 60 - 80% ‘qua nudc tiéu, 20% qua dich mat dudi dang khéng bién d6i. Lidu
tiém tinh mach 1 g c6 thé cho ndng d6 & dich mat téi 1600 microgam/ml; lidu tiém bép 2g
c6 thé cho ndng d6 & nude tidu trén 10.000 microgam/ml. Plperacﬂm duogc thai trir bing

than nhén tao (loc méu) o] ngudi bénh c6 chire ning than suy giam, tdc do dao thai thude
cham hon so vé6i nguoi bénh than binh thuong.

5. Chidinh:
Nhi&m khuén nang, nhiém khuin mau, va nhim khuin dudng tiét niéu c6 bién
chimg do céc vi khuin nhay cam, dic biét do Pseudomonas. Truomg hop nhiém khuén toan

than do Pseudomonas hogc ngudi bénh ¢6 giam bach cau trung tinh, phai phéi hop
piperacilin véi aminoglycosid dé diéu tri.

Nhiém khuén sau phiu thuét é bung, tir cung.
6. Liéu lwgng va cich ding :
» Cadch dung:
- Piperacilin dugc tiém duéi dang mudi natri. Lidu lugng dugc tinh theo sb lugng
twong duong cua piperacilin base, va phai giam khi c6 suy than.

- Thubc c6 thé tiém tinh mach chém tir 3 - 5 phut, tiém truyén tinh mach tir 20 dén 40
phut, hodc tiém bip siu.

- Khéng duoc tiém bép mot 14n qua 2 g (dbi véi ngudi 1én) hoidc qua 0,5 g (d6i véi tré
em).

- Tiém tinh mach: Mdi gam piperacilin pha it nhat vao 5 ml nuéc cat dé tiém.

- Tiém truyén tinh mach: M01 gam bt pha véi it nhat 5 ml nudc cét, rdi pha loang véi
dich truyén thanh 50 ml dé truyén trong vong 20 - 40 phut.

- Tiém bép sau: M3i gam bjt pha it nhat véi 2 ml nuéc cit hodc dung dich lignocain
0,5 - 1%.
» Dich pha lodng thich hop d@é pha thuéc:
- Dung dich glucose 5%, natri clorid 0,9%, dung dich Ringer lactat, dung dich glucose

5% va natri clorid 0,9%, clextran 6% trong dung dich natri clorid 0,9%, glucose 30%,
mannitol 20% va nudc cit pha tiém.

- Céc dich pha loang thich hgp dé pha thudc piperacilin + tazobactam 12 nuéc cAt pha
tiém, dung dich glucose 5% va dung dich natri clorid 0,9%.

- Piperacilin va dang phédi hop v6i tazobactam khong duoc pha vao cac dung dich chi
c6 natri bicarbonat, hodc vao méau truyén hoac dich thiy phan protein.

- Thubc phai duoc pha ngay truéc kh1 dung, dung dich con lai sau khi ding phal bo
di. Tuy nhién, dung dich thuc d6 pha vin 6n dinh v& mat héa hoc it nht trong 24 gio &
nhiét dd phong hoic 48 gidy & 4°C.

> Liéu luong
* Ngueoi lom (chikc ndng than binh thuong)

- Tiém tinh mach 200 - 300 mg/kg thé trong/24 gidy, chia 1am 6 1in. Truomg hop
nhiém khuén ning, nguy hiém dén tinh mang nghi do Pseudomonas hoic Klebsiella gdy ra,

f
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liu hang ngay khong dudi 16 g va khoang cach céc lidu didu tri 13 4 - 6 gid, va tiém tinh
mach.

- Liéu mjt ngay t6i da thuong ding 24 g (tiém tinh mach), tuy c6 thé vuot hon.

- Pbi véi nhiém khuan huyét do Pseudomonas aeruginosa: Tiém tinh mach
gentamicin 4 - 5 mg/kg thé trong/24 gid, hodc chia lam 2 14n (cach nhau 12 glor) hodc tiém
mot liéu duy nhét, phdi hop véi piperacilin 3 g, tiém tinh mach cach nhau 4 gio (Néu nguoi
bénh di tmg véi piperacilin, thi tiém tinh mach ceftazidim 2 g, ¢t 8 gid mét lan). Thoi gian
diéu tri 14 2 - 6 tun, tily thude vao vi tri nhiém khuén.

- Dbi véi nguoi bénh c6 sét va giam bach cdu da nhén trung tinh, cAn didu trj theo
kinh nghiém bing khang sinh phd réng nhim chéng truc khuin Gram am va Pseudomonas
aeruginosa (tryc khuan mit xanh): Tiém tinh mach piperacilin 4 g, cit 6 gio mot lan, phéi
hop voi gentamicin 4 - 5 mg/kg thé trong/24 gidy, tiém mdt 1in hoc chia 2 14n tiém cach
nhau 12 gio.

- Phong nhiém khuin trong phau thuat: Ding lidu 2 g ngay trude khi phiu thuat, sau
do ch,mg it nhat hai liéu nira, m3i lidu 2 g cach nhau 6 ho#c 8 gio; trong vong 24 gid cia ca
phau thuat.

* Tré em (chirc nang thdn binh thuong)

- Tré em tir 1 théng tudi dén 12 tudi: Lidu thuong dung la: 200 - 300 mg/kg thé
trong/24 gid. Chia lidu cach nhau 4 - 6 gio.

* Tré so sinh (tir 0 dén | théng tuéi) thi diéu chinh lidu nhu sau:
- Trong lugng co thé dusi 2000 g, ding 50 mg/kg co thé/8 gio.

- Trong luong co thé trén 2000 g, dung 50 mg/kg co thé/8 gio néu tré nhé hon 7 ngay
tudi; 75 mg/kg co thé/8 gid néu tré trén 7 ngay tuoi.

* Nguoi lon c6 suy giam chire ndng thdn (ngudi ning 70 kg)
Diéu chinh liéu tuong tmg nhu sau:
He¢ s thanh thai creatinin 14 41 - 80 ml/phut, dung lidu 4 g/8 gid.
Hé s thanh thai creatinin 1a 21 - 40 ml/phit, ding liu 4 g/12 gid.
- Hé sb thanh thai creatinin du6i 20 ml/phut, dung liéu 4 g/24 gio.

Ngudi bénh chay than nhén tao: Téi da 2 g, cach nhau 8 gid 1 14n; ngay sau loc
mau, dung 1 g.

* Tré em c6 suy giam chirc ndng thdn:
Liéu va khoang céch tiém tiy thudc ndng do thudc & huyét twong. Tré bi nhiém
khuén nang dwong tiét niéu: 100 - 150 mg/kg/24 gi0, tiém tinh mach.
* Phéi hop piperacilin véi tazobactam:

Chu yéu dé diéu tri cac nhiém khun dwdomg rudt hodc duﬁmg sinh duc nir hodc
khi phiu thuat bung. Tuy viy, thudc khong tac dung ddi véi viém voi trimg v& thuong do
Chlamydia trachomatis (khong nhay cam véi thuéc). P6i voi nhiém khudn nghi do
Pseudomonas, phai rut ngan khoang céch tiém (4 g x 4 14n), trir khi chuc néng than kém,

khoang cach liéu dung phai kéo dai.
7. Choéng chi dinh:
Ngudi qua mén véi nhém penicilin vivhodc véi cac cephalosporin.
8. Than trong:
Dung than trong véi ngudi bénh bi ting bach cau don nhan nhiém khuén, va ngudi
thiéu ning than.
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Truong hop c6 ia chay ning, kéo dai, hay nghi dén viém ruft mang gia do khang
sinh gy ra, c6 thé diéu tri bing metronidazol.

Cén chu Yy luong natri trong nhing lidu didu tri ctia thubc ddi véi nguoi bénh co tich
liy natri va nudc, dic biét khi ding liéu cao.

Thén trong vé lidu lugng va céch ding & tré so sinh, tré em.

ra & nguoi suy than. Néu ci chay mau do khang sinh, phai ngimg thuéc va diéu trj thich
hop.

9.  Sir dung thuéc cho phuy nit cé thai va cho con bii:

Chay méu c6 thé gip & ngudi diéu trj bing khéng sinh beta lactam; thuong hay xay

Piperacilin ding dugc cho ngudi mang thai.

Piperacilin bai tiét & néng d¢ thip vao sita, ngudi me dung thude van c6 thé tiép tuc
cho con bi.

10. Tic dyng khéng mong mudn (ADR) :
Thuong gap, ADR >1/100
Toan than: Phan (mg di img phat ban & da, sét; dau va ban dé sau khi tiém bip.
~— Mau: Ting bach cAu ua eosin.
Tuén hoan: Viém tic tinh mach.
Tiéu hoa: Budn nén, ia chay.
Gan: Téng transaminase ¢6 hdi phuc.
It gap, 1/1000 < ADR < 1/100
Méu: Gidm bach cu da nhén trung tinh nhét thi, giam bach ciu, mét bach cau hat.
Hiém gap, ADR <1/1000
Toan than: Soc phan ve.
Tiéu héa: Viém rudt mang gia (chita bing metronidazol).
Da: Ban do6 da dang, hoi chimg Stevens - J ohnson, may day.
Tiét nigu: Viém than ké.
Ngudi bénh xo nang, diing piperacilin thuong hay ¢6 cac phan mg & da va sét.
hd THONG BAO CHO BAC SY NHUNG TAC DUNG KHONG MONG MUON GAP
PHAI KHI SU DUNG THUOC
Huéng déan cdch xir tri ADR
Cén biét cac phan (mg qua mén truée ddy cua ngudi bénh déi véi penicilin, ’
cephalosporin va cac tac nhan gay di ting khéc, cin lam céc phép thir dudi da, trude khi bit

2

dau dung piperacilin. Néu c6 di img néng trong khi diéu trj phai ngimg thudc; ding
adrenalin va céc bién phap khan cap diéu tri séc phan vé.

C6 thé giam dau & chd tiém bang cach pha bot tiém véi dung dich lignocain 0,5 - 1%.
11. Twong tac thube :

Piperacilin tic dung hiép ddng véi cac aminoglycosid, nhung hai loai thuéc nay phai
tiém riéng.

Piperacilin ¢ thé dung phéi hop véi cac penicilin khéng beta - lactamase, nhung
khong dugc dung phoi hop véi cefoxitin d& diéu tri nhiém khuén do Pseudomonas.
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Plperacﬂm kéo dai tac dung cia vecuronium, can than trong khi dung piperacilin phong
nhiém khuén trong phau thuit c6 diing vecuronium va céc chit phong bé than kinh - co
tuong tur.

Piperacilin ding cling véi metronidazol cin phai tiém va udng riéng, khong tron thubc.

Céc loai penicilin c6 thé 1am giam bai tiét methotrexat.

Mot s6 ché pham phdi hop piperacilin va tazobactam (véi ty 1€ 8/1 theo trong lugng)
¢4 tén thuong mai nhu Tazocilline, Tazocin, Zosyn... gilp m¢& rong phé tic dung cia
piperacilin d6i véi cac chung van thudng khong do tiét beta - lactamase.

12. Twongky :

Khong trn piperacilin trong cung mdt dung dich vdi aminoglycosid hoac véi
metronidazol tiém hodc véi dung dich chi chira natribicarbonat.

13. Sir dung qua liéu va xir tri:

Liéu mét ngay 24 g cho ngudi 16n khong gay tac dung c6 hai. Biéu hién qua liéu
thuong la kich thich vén dong hodc co giat. Dung céac thudc chong co gidt nhu diazepam,
barbiturat.

14. Bao quan: Bio quan & nhiét d6 du6i 30°C, noi kho va trdnh 4nh sing.
15. Han dung: 36 thang ké tir ngay san xudt.
16. Tiéu chuin: Duoc dién My 32.

Thudéc nay chi dung theo su ké don ctia thdy thudc
Doc ky hudng ddn sit dung trudc khi ding
Mudn biét thém théng tin xin hoi y kién cua bdc sy.
Khong ding thudc khi da hét han, bién mau...
San xu4t tai: Cong ty c¢6 phan dugc phdm VCP
VCP Pharmaceutical Joint — Stock Company.
Thanh Xuan — S6c Son — Ha Noi
Dién thoai: 04 — 35812459  Fax: 04 - 35813670
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