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Rx Thudc nay chi ding theo don thuéc ‘J;: IPSE:G
: ERTAPIK TA| THANH PHO
" - HO CHI MINH

(Ertapenem for Injection 1 g)
) Pé xa tém tay tré em
Doc kj hudng dén sir dung tricde khi dimg
Théng bdo ngay cho bdc sy hodic dugc sy nhitng phan img ¢ hai
gdp phdi khi sir dung thudc

1. THANH PHAN CONG THU'C THUOC

Mai lo bot dong khé pha tiém c6 chira:

Thanh phén hogt chat: Ertapenem sodium tuong duong véi ertapenem 1000 mg,
Thanh pkrfn td dwge: Sodium bicarbonate, sodium hydroxide.

2. DANG BAO CHE

Bét dong kho pha tiém.

Trwée khi pha ché: Bot tring hofic bt dong kho tring trong lo thuy tinh trong sudt duge
déng bing niit cao su mau xam va déng bing nhém ¢6 mang PP mau tring.

Sau khi pha lofing: Khéng mau hodc khong mau ving nhat, khéng c6 cac thanh phén c6 thé
nhin thay.

3. CHi PINH

ERTAPIK duge chi dinh d& didu tri cc benh nhlém khun tir trung binh 16i ning do cac vi
khuén nhay cam véi ertapenem, ciing nhu diu tri khoi déu theo kinh nghiém trude khi xédc
dinh dugc vi khudn ghy bénh trong cac bénh nhi&m khuén sau:

- Nhiém khuén & bung c¢6 bién chimg

- Nhiém khuén da va mé mém phiic tap, bao gdm nhiém khudn ban chan dai théo dudng

- Viém phdi méc phai tai cong ddng

- Nhi&m khuén dudng tiét niéu c6 bién chimg bao gdm viém than - bé than

- Nhiém khuin viing chéu cép, bao gdm viém ndi mac - co tir cung sau sinh, nao thai nhiém
khuén, nhi&m khuén phy khoa sau mé

Dy phbng ERTAPIK dugc chi dinh dé du phéng nhlem khudn tai chd phau thuét 0 ngudi lén
trong phéu thuét dai trye trang theo chuong trinh mé phién.

4. LIEU DUNG, CACH DUNG

Liéu ding:

Liéu thudng diing ciia ERTAPIK & bénh nhan tir 13 tudi trd 1én 1a 1 g, ngay 1 14n, Lidu thudng
ding ctta ERTAPIK & bénh nhi tir 3 thang dén 12 tudi 13 15 mg/kg, ngdy 2 1dn (khéng qué |
g/ngay).

Céach diung:

Thude diing dudng tiém. C6 thé truyén tinh mach t&i 14 ngay hodc tiém bip t6i 7 ngay. Néu
ding du‘('mg tinh mach, thoi gian truyén tinh mach phéi hon 30 phit.

C6 thé tiém bép thay vi truyén tinh mach ERTAPIK, @& diéu tri c4c nhiém khudn chi cdn tiém
bip. *
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Liéu

" . Li¢u dimg/n Tong thoi
Nhiém khuén diing/ngay (Tré em tirg 3 f:ng gian dgiéu tri
(Newad 1om, td dén 12 tudi) khéing sinh
) em > 13 tubi) 5
Nhiém khudn & bung c¢6 bién | 1g 15 mg/kg, ngay 2 lan | 5 - 14 ngay
chitng Khong qua 1 g/ ngay
Nhi&m khufn da va mé mém phirc | 1g 15 mg/kg, ngay 2 lan | 7- 14 ngay *
tap, bao gdbm nhiém khuidn ban Khéng qué 1 g/ ngay
chan dai théo dudng $
Viém phdi mic phai tai cong déng | 1 g 15 mg/kg, ngay 2 lan | 10- 14 ngay #
Khoéng qua 1 g/ ngay
Nhiém khudn dudng tiét niéu c6 | 1 g 15 mg/kg, ngay 2 lan | 10 - 14 ngdy #
bién chimg bao gdm viém thén - Khéng qué 1 g/ ngay
bé than
Nhi&m khuén ving chéu cép, bao | 1g 15 mg/kg, ngay 2 lan | 3 - 10 ngay
g0m viém ndi mac - co tir cung sau Khéng qua 1 g/ ngay
sinh, nao thai nhiém khuén, nhiém
khuén phu khoa sau mé

Ghi chi:
- Chi dinh trén dp dung cho tiém hodc tiém truyén voi bénh nhdn cé chicc ndng thdn binh
thuong (thanh thai creatinin > 90 ml/min/1,73 m?
- 8: Ertapenem khéng dwoc nghién citu trén benh whén nhiém khudn ban chdan déi thdo deomg
di kém voi viém xwong khop.

- *: Bénh nhdn ngirm l6m c6 thé d’:eu tri toi 28 ngay
- #: C6 thé chuyén sang dwong udng sau it nhdt 3 ngay tri liéu duong tiém khi thdy cé cdi
thién ldm sang.
Trong cac nghién ciru 1dm sang ¢6 dbi chimg, ngudi bénh dugce didu tri tir 3 i 14 ngay. Thoi
gian diu trj kéo dai bao lau la do bac si diéu tri quyét dinh dya véo vi tri va mirc d6 nghiém
trong ctia nhidm khuén, va vao dap img 1dm sang ciia ngudi bénh, Trong mot sd nghién ci,
béc si quyét dinh chuyén didu tri sang khéng sinh dudmg udng sau khi thiy c6 cai thién vé 1im
sang.
Du phong nhiém khudin tai chd ¢ ngwdi Ién sau phin thudt dai triec tring theo chiwong
trinh md phién: Dé ngan ngira nhiém khuén tai chd sau phiu thut dai trye trang theo chuong
trinh, lidu khuyén cdo 1a 1 g truyén tinh mach, dung liéu duy nhét 1 gid trudc khi phau thust.
Vi nguwdi suy thin: C6 thé duing ERTAPIK diu trj bénh nhim khudn cho ngudi suy thin.
Vi ngudi bénh c6 do thanh thai creatinin > 30 ml/phiit/1,73 m?, thi khéng cén diéu chinh lidu.
Nhung v&i ngudi 16n suy than dang tién trién (do thanh thai creatinin < 30 ml/phit/1,73 m?)
bao gdm ngudi dang dwoc thim phan méu, thi lidu mdi ngay cin 1a 500 mg. Khéng cb dir liéu
vé sir dung thudc & bénh nhi bi suy than.
Véi ngwoi dang dwoc thim tich mdu: Khi ding ERTAPIK lidu 500 mg/ngay trong vong 6
gidr truGe thém tach & bénh nhan ngudi 16n, nén bd sung thém lidu 150 mg sau khi tham tach
xong. Nhung néu di ding ERTAPIK it nhét 6 gids true khi tham téch, thi khong cén lidu bd
sung. Chua c6 dit li¢u & ngudi bénh loc mau hodic thim phén mang bung. Chua co dit liéu &
bénh nhi duge thim tach mau.
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Néu chi c6 ndng d¢ creatinin m4u, thi ding cong thirc dé x4c dinh d6 thanh thai creatinin. Khi
6, ndng do creatinin mau c6 thé twong (g véi trang thai 6n dinh ctia chire ning thén:

Nam = [thé trong (kg) x (140 - tudi theo nim)] / [(72) x creatinin huyét thanh (mg/100ml)]

Nir = 0,85 x gi4 trj ciia nam (tinh theo c6ng thirc trén)

Bénh nhan suy gan: Khong can chinh lidu véi ngudi suy gan.

Tudi va gidi tinh: Liéu ding ERTAPIK khéng phy thude tudi (13 tudi hodic 16n hon) hoc gi6i

. tinh. .

Huwéng din cich ding:

Bénh nhin 13 tudi hofic Ién hon

Chuén bi dung dich truyén finh mach

DUNG TRON LAN HAY CUNG TRUYEN ERTAPIK VOI CAC THUOC KHAC

PUNG HOAN NGUYEN VOI CAC DUNG DICH CO CHUA DEXTROSE (a - D -
GLUCOSE)

CAN HOAN NGUYEN VA PHA LOANG ERTAPIK TRUGC KHI TIEM

1. Dung 10 ml ctia mét trong céc dung méi sau, bom vio lp ERTAPIK 1 g dé& hoan nguyén:
nude pha tiém, dung dich tiém NaCl 0,9%, ho#ic nude pha tiém cé chit kiém khun.

2. Lac k§ dé hoa tan hét, sau d6 chuyén ngay sang lo chtra 50 ml dung dich tiém NaCl 0,9%.

3. Hoan tt truyén tinh mach trong vong 6 gid sau khi dd hoan nguyén.

Chuéin bi dung dich tiém bip

CAN HOAN NGUYEN ERTAPIK TRUGC KHI TIEM

1. Hoan nguyén lo 1 g ERTAPIK v6i 3,2 ml dung dich tiém lidocain HCI 1% (khéng chira
epinephrin). Lic k¥ lo d& hoa tan hét thue. :

2. Riit ngay dung dich vira pha va tiém bép sau vao noi ¢6 khdi co 16n (nhu co maéng, hodc
phén bén dii)

3. Dung dich di pha dé tiém bap cdn diing trong vong 1 gitr sau khi d& hoan nguyén.

Chi y: Tuyét d6i khong duge truyén tinh mach dung dich nay.

Bénh nhi tie 3 thing dén 12 tudi

Chudn bi dung dich truyén tinh mach

PUNG TRON LAN HAY CUNG TRUYEN ERTAPIK VOI CAC THUOC KHAC

DUNG HOAN NGUYEN VGl CAC DUNG DICH CO CHUA DEXTROSE (a - D -
GLUCOSE)

CAN HOAN NGUYEN VA PHA LOANG ERTAPIK TRUGC KHI TIEM

1. Diing 10 ml ciia mét trong céc dung moi sau, bom vao lp ERTAPIK 1 g dé hoan nguyén:

-nude pha tiém, dung dich tiém NaCl 0,9% hodc nudc pha tiém c6 chét kidém khudn.

2. Lie ky dé hoa tan hét, sau d6 rat mot thé tich twong duong véi 15 mg/kg thé trong (khéng
qua 1 g/ngay) hoa vdo dung dich tiém NaCl 0,9% dé dat dugc ndng do cudi clng 12 20 mg/ml
hoiic thép hon.

3. Hoan tat truyén tinh mach trong vong 6 gi& dung dich sau khi da hoan nguyén.

Chuén bi dung dich tiém bip

CAN HOAN NGUYEN ERTAPIK TRUGC KHI TIEM

1. Hoan nguyén lo 1 g ERTAPIK véi 3,2 ml ctia dung dich tiém lidocain HCI 1% (khéng chia
epinephrin). Lic k¥ lo @& hoa tan hét thude.

2. Rit ngay dung dich vira pha mét thé tich tuong duong 15 mg/kg thé trong (khéng qué 1
g/ngdy) va tiém bép séu vio noi ¢d khdi co I6n (nhwr co méng hogic phin bén dii).

3. Nén ding dung djch d& pha dé tiém bap trong vong 1 gid sau khi da hoan nguyén.
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Chii ¥: Tuyét dbi khéng dugc tiém truyén tinh mach dung dich nay.

‘Thubc tiém cin duogc kiém tra k§ bing mit xem c6 vt la hofic d8i mau truée khi st dung,

Dung dich ERTAPIK 14 tir khong mau t6i vang nhat. Néu thay ddi mau trong pham vi nay thi
khong c6 anh hudng tGi hiéu luc cua thude.

5. CHONG CHI PINH

Chéng chi dinh véi ngudi qua min véi cac thanh phén ciia ERTAPIK hodic v6i cdc khdng sinh
cing nhém, hojc & ngudi bénh da c6 phan ting phan vé véi B - lactam.

Do sir dung dung mai lidocain HCI pha dung dich tiém bap, nén chéng chi dinh tiém bip
ERTAPIK cho ngudi duge biét qua mén v6i thube t& nhom amid va & ngudi bénh bi séc phan
vé hoac bloc tim.

6. CANH BAO VA THAN TRONG KHI DUNG THUOC

D3 c6 nhitng béo cao phan tmg qua min nghiém trong, ¢6 khi tir vong (phén vé) & ngudri benh
ding khéng sinh B - lactam. Nhitng phéan (mg ndy dé gip hon & ngudi da c6 tién sit min cim
v6i nhiéu loai di nguyén. Da c6 nhitng béo cdo v& ngudi bénh c6 tién sit qua mén véi penicilin
thi ciing c6 nhitng phan tng qua min nghiém trong khi ding cdc P - lactam khéc. Vi viy,
tru6e khi ding ERTAPIK, cén diéu tra k tién sir ngudi bénh v& cée phan Gng qua mén trude
ddy voi céc penicilin, cephalosporin, cdc B - lactam khéc va véi nhiing di nguyén khéc. Néu
gip phén (g di ting v6i ERTAPIK, phai ngiing thuéc ngay. Cin diu tri cép ciru kip thoi cée
phan (mg phan vé nghiém trong.

Nhitng bdo cdo y hoc vé céc thi trudng hop riéng 18 cho thiy ring sir dung carbapenem, bao
gdm ertapenem, ddng thdi véi acid valproic hodic divalproex natri s& 1am gizm néng dé acid
valproic. Nong d6 acid valproic ¢6 thé bj giam thdp hon nong do tri liéu do tuong tac nay, do
d6 c6 thé 1am ting nguy co co gidt. Tang liéu acid valproic hodc divalproex natri ¢6 thé khong
di khic phyc dugc tuong tic nay. Nhin chung, khéng khuyén cao dung acid
valproic/divalproex natri chung véi ertapenem. C6 thé ding cdc khang sinh khéc ngoai
carbapenems dé tri cic bénh nhiém khuin & céc bénh nhan dang duge kiém soét t6t con co
gidt v6i acid valproic hogic divalproex natri. Néu cén thiét phdi ding ERTAPIK, nén xem xét
diing thém mét liéu phap chéng co giat khéc.

Khuyén cdo diéu chinh lidu cho bénh nhén ¢6 chirc ning thin suy giam.

Ciing nhur cdc khang sinh khéc, ding ERTAPIK kéo dai s& lam ting sinh cc chiing vi khuin
khéng nhay cam véi khéng sinh nay. Cén phai danh gid lién tuc tinh trang bénh. Néu béi

- nhi&m xay ra trong khi diéu tri, cin ¢6 bién phép diéu trj thich hgp.

Pé ¢6 cdc bdo cdo vé vidm rudt két mang gia, tir nhe téi anh huéng téi tinh mang véi hdu hét
céc thudc khéng sinh ké ca ertapenem. Vi vdy, cin nghi dén bién ching nay khi chin doén
ngudi bénh bj tiéu chay sau khi ding thudc khang khudn. Céc nghién citu cho thdy mét dge té
tiét ra tir clostridium difficile 13 nguyén nhin hang ddu cua viém ruét két do khéng sinh.
Cin thén trong khi tiém bip ERTAPIK, dé tranh vé tinh tiém vao mach mau.
Lidocain HCI 1a dung méi ding dé tiém bip ERTAPIK (xin tham khao théng tin ké& don
lidocain HCI),
Tré em: Tinh an toan va hiu lyc ciia ERTAPIK & bénh nhi tir 3 thang dén 17 tudi da duoe
chimg minh qua tai ligu tir cdc nghién ciru ddy dii va c6 dbi chimng tét & ngudi I6n, cée dit ligu
dugc dong hoc & bénh nhi, va cac dit liéu bd sung tir cée nghién ciru dung céc thube khac ddi
chiing & bénh nhi tir 3 thang dén 17 tudi ¢6 cée nhidm khudn sau day:
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Nhiém khuén 6 bung cé bién chimg

- Nhiém khuén da va céc t6 chic da c6 bién chimg

- Viém phdi méc phai tai cong ddng

Nhi&m khuln dudng tiét niéu c6 bién chimg

- Nhiém khuan ving chu

Khoéng khuyén céo sir dung ERTAPIK & tré em dudi 3 thang tubi vi khong cé dir licu nghién

- clru trén ddi tugng nay.

Ngudi cao tudi: Trong nghién ciru 1Am sang, tinh an toan va hiéu lye ciia ERTAPIK & nguoi
cao tudi (= 65 tudi) ciing tuong duong nhu & ngudi tré tudi hon (< 65 tudi).

7. SU DUNG THUOC CHO PHU N’ CO THAI VA CHO CON BU
Phuy nif ¢6 thai: Chua c6 nhiing nghién ciru ddy dii va ¢6 dbi ching t6t trén phu nit mang thai.

Chi ding ERTAPIK trong thai ky néu lgi ich diéu tri hon hén nguy co cb thé xéy ra cho me va.

cho thai nhi.

Phu nit cho con bii: Ertapenem bai tiét qua sita me. Thén trong khi ding ERTAPIK cho ba
me dang cho con bii. Chi diing ERTAPIK trong thdi ki cho con bt néu lgi ich dilu tri hon hin
nguy co c6 thé xay ra cho me va bé.

8. ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Khéng c6 nghién ctru nio vé& anh huéng cia thude ¢én kha ning I4i xe va van hanh may méc
da duoc thuc hién.

ERTAPIK c6 thé anh hudng dén kha ning 14i xe va van hanh may méc ciia bénh nhan, Céc
triéu chirg chéng mit va budn ngi da durge béo céo véi ERTAPIK.

9. TUONG TAC, TUONG KY CUA THUOC

Twong tic ciia thube:

Khi phdi hop ertapenem véi probenecid (500 mg dudmg ubng mdi 6 gidy), probenecid canh
tranh dan dén trc ché sy ddo thai chii déng ertapenem qua éng thin cia ertapenem. Dua trén
ndng d5 cla ertapenem, probenecid ting dién tich dudng cong dudi AUC 25% va giam thanh
thai huyét tuong va thin twong (ing 20% va 35%.Vi tac dung khong dang ké t&i thoi gian ban
thai cia ertapenem, nén khéng khuyén céo diing phéi hop probenecid dé kéo dai théi gian bén
thai ctia ertapenem. ;

Nghién cttu in vitro cho thdy ertapenem khéng irc ché sy véin chuyén digoxin hodc vinblastin

-qua trung gian P - glycoprotein va ertapenem khong phai Ia chit nén ding trong sy vén chuyén

qua trung gian P - glycoprotein. Nghién clru in vitro trén microsome gan ngui, thfiy
ertapenem khong trc ché chuyén héa ciia thude khéc qua xic tic ciia 6 ddng dang cytochrom
P450 (CYP) chi yéu Ia: 1A2, 2C9, 2C19, 2D6, 2E1 va 3A4. Chua chiic c6 tuong téc thudc vai
ertapenem qua co ché (rc ché thanh thai thubc qua trung gian cia P - glycoprotein hoic qua
xuc tac cia cytochrom P450.

Ngoai probenecid, chua thyc hién céc nghién ctru chuyén biét khdc vé tuong tac trén 1Am sang.
Nhimng béo cdo vé cdc trudmg hop riéng 1é cho thiy sir dung carbapenem, bao gém ertapenem,
ddng thdi véi acid valproic s& 1am giam ndng d6 acid valproic. Ndng dé acid valproic c6 thé bi
giam thép hon ndng d tri liéu do twong tac ndy lam tang nguy co co gidt. Do d6, ndng db acid
valproic nén dugc gidm st thudng xuyén sau khi bét diu didu tri véi carbapenem. Nén xem
xét cAc liéu phap chéng nhiém khuin hogic chbng co giat thay thé.
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Twong ky ciia thude:

Do khong ¢6 cdc nghién ctu vé tinh twong ky ciia thude, khong tron Ian thube nay véi cae

thubc khéc.

10. TAC DUNG KHONG MONG MUON CUA THUOC
Tém tit hd so an toan

© Nguwoilon

Trong céc nghién ctru 1dm sang, tdng s6 bénh nhan dugc didu trj bing ertapenem 1a hon 2200,
trong d6 hon 2150 ngudi diing lidu ertapenem 1 g, Nhiing tic dyng khéng mong mudn (vi du
dugc cac nha nghién ciru danh gia 13 ¢6 thé, c6 18 hoic chic chin lién quan dén thude) duge
béo cao chiém khoang 20% bénh nhén dugc didu tri bing ertapenem. Ngirng thuéc do cdc tic
dung khéng mong mudn & 1,3% bénh nhén. Thém 476 bénh nhan dugc ding ertapenem lidu 1
g duy nhét trude khi phau thudt trong mét nghién ctu 14m sang dé du phong nhiém khuén vét
mb sau khi phau thuét dai truc trang,

Véi nhitng bénh nhén chi ding ertapenem, cac tic dung khdng mong mudn phé bién duge béo
céo trong qua trinh diéu tri va theo ddi trong 14 ngay sau khi ngirng diéu tri 13 tidu chay
(4,8%), bién chiing tinh mach tai ch truyén (4,5%) va budn nén (2,8%).

Véi nhitng bénh nhan chi diing ertapenem, cac xét nghiém bét thudng duge béo cdo nhidu nhét
va ty 1& méc tuong mg trong qua trinh diéu tri cong véi theo ddi trong 14 ngdy sau khi ngimg
diéu tri 1a: ting ALT (4,6%), AST (4,6%), phosphatase kidm (3,8%) v sb Iuong tiéu ciu
(3,0%).

Tré em (3 thing dén 17 tudi) F

Trong céc nghién ciru 14m sang, tong s bénh nhin diéu tri bing ertapenem 13 384. Hd so an
toan tdng thé c6 thé so sanh véi hd so an toan & ngudi 16n. Nhimg tac dung khéng mong mudn
(vi du duge nha nghién ctu danh gid 14 ¢6 thé, c6 18 hoic chic chin lién quan dén thubc) duge
bdo c4o & khoang 20,8% bénh nhan dugc diéu tri bing ertapenem. Ngiing thudc do tac dung
khéng mong mudn cua thubc gip & 0,5% s ngudi bénh.

V6i nhitng bénh nhén chi ding ertapenem, cac tac dung khéng mong mudn phéd bién durge béo
c¢do trong qud trinh didu tri va theo dbi trong 14 ngdy sau khi didu trj 13; tiéu chay (5,2%), dau
tai chd truyén (6,1%).

V6i nhitng bénh nhan chi ding ertapenem, cdc xét nghiém bét thudmg duge bao cdo nhidu nhét
va ty 18 mic tuong (ing trong qua trinh diéu trj cong v6i theo ddi trong 14-ngay sau khi diéu trj
la: giam s6 luong bach cdu trung tinh (3,0%) va ting ALT (2,9%) va AST (2,8%).

Bing liét ké cic tic dung khéng mong muén

Véi bénh nhin chi ding ertapenem, céc tic dung khéng mong mubn sau day dugc bio céo
trong qué trinh didu tri va theo doi 14 ngdy sau khi két thic diu tri: rit thudng gip (ADR >
1/10), thudng gip (1/100 < ADR < 1/10), it gip (1/1000 < ADR < 1/100), hiém gap (1/10000
< ADR < 1/1000), rét hiém gap (ADR < 1/10000) va chua x4c dinh (khong thé xéc dinh tir dir
liéu sin c6)

Ngudi lon tir 18 tudi tré 1én Tré em va thanh thiéu
nién tir 3 thing dén 17
" tudi
Nhiém khuén va ky |/t gdp: ndm Candida miéng, ndm | = .
sinh tring Candida, ndm nhiém khudn, viém rudt




https://trungtamthuoc.com/

T N TR A

e

i v o

TR LM AN M R e

== ol

R LT e S e T P

158t ST AR Sl

TR S RIS U R AL A

CrT T

e

gia, viém 4m dao

Hiém gdp: Viém phéi, nim da, nhiém
khudn vét mé sau phu thut, nhiém
khudn dudng tiét niéu

R6i loan miu va
bach huyét

Hiém gap: Giam bach céu trung tinh,
giam tiéu cu

Réi loan hé théng
mién dich

Hiém gdip: Dj tmg
Chua xdc dinh: Séc phan vé, bao gém
phan {rng phan vé

Réi loan chuyén héa
va dinh dudng

It gap: Biéng #n
Hiém gdp: Ha dudng huyét

Réi loan tim thin

It edp: Mét ngu, 16 18n

Hiém gdp: Kich dong, lo ling, trAm
cam

Chuwa xdc dinh: Tinh trang tinh thin
thay d8i (bao gdm hung hing, mé sang,
mét phuong huéng, thay dbi tinh trang
tinh thén)

Chwa xdc dinh: Tinh
trang tinh thin thay ddi
(bao gbm ca su hung
hang)

ROi loan hé thin
kinh

Thieong gdp: Nhitc dén

It gap: Chong mit, budn ngo, rdi loan
vi giac, dong kinh -

Hiém gdp: Chimg run ry, ngét

Chua xdc dinh: Ao gidc, giam nhdn
thire, rdi loan van déng, loan nhip tim

It gd@ip: Nhirc déu
Chura xdc dinh: Ao gidc

R&i logn thj gidc

Hiém gdp: R6i loan cling mac

Aw -
Roi loan tim

It ggip: nhip tim cham
Hiém gdp: loan nhip tim, nhip tim
nhanh

Réi logn mach méu

Thirdng gdip: bién ching tinh mach tai
vi tri truyén, viém tinh mach / viém
tinh mach huyét khéi

It géip: Ha huyét ap

Hiém ggp: Xuét huyét, ting huyét 4p

It géip: néng bimg, ting
huyét ap

Réi loan hé hip, 1ng |/t giip: kho thé, khé chiu & hong
ngye va trung thit | Hiém gdp: tic miii, ho, chay méu cam,
ran rit/ran ngdy, tho, kho khe
Réi loan tiéu hoa Thieomg gdp: Tiéu chay, bubn nén, nén | Thueng gép: Tiéu chay

It gap: Tao bon, trac nguge acid, khé
miéng, chirmg kho tiéu, dau bung

Hiém gap: Chimg khé nudt, dai tién
mét chii dong, viém phic mae ving
chéu

It gdp: Phan ddi mau,
xudt huyét tiéu hoa.
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Chira xdc dinh: rang xin

SR R Y

‘| R6i loan mét

Hiém gdp: Viém tii mat, vang da, rdi
loan gan

TR T W T RS T

Réi loan da va mé
dwdi da

Thuong gdp: Phat ban, ngira

It gdp: Ban d6, nbi may day

Hiém ggp: Viém da, bong vay, viém
mach qua man

Chua xde dinh: Bénh myn mu toan
than cdp tinh (AGEP), phat ban do
thube kém ting bach ciu va acid va cac
tri¢u ching toan thin (hdi chimg
Dress)

Thirong gdp: Him
It gdp: ban do, phat ban,
dém xudt huyét

R6i loan co’ xwrong va
mé lién két

Hiém giip: Co thét co, dau vai
Chuea xdc dinh: Yéu co

Réi loan than va tiét
niéu

Hiém gdp: Suy thin va suy than cdp
tinh

Thai ky, thoi ky hiu
sdn va cdc tinh trang
chu sinh

Hiém ggp: Say thai

RoOi loan hé théng
sinh sian va rdi loan
tuyén vii

Hiém gép: Chay mau bd phén sinh duc

Réi logn chung va
tinh trang tgi chd
tiém

It gdp: thoat mach, suy nhuge/mét moi,
st phi né;’sung, dau nguc

Hiém gip: so cimg tai chd tiém, kho
chiju

Thuong gdp: Dau tai vi
tri tiém truyén

Ir gip: bong rat, ngia,
ban dd, néng tai vi tri
tiém truyén.

Thay déi két qua xét nghiém

Hoa hoe

Thuong gdap: Tang ALT, AST,
phosphatase kiém.

It gap: Tang bilirubin huyét thanh toan
phén, bilirubin huyét thanh tryc tiép,
bilirubin huyét thanh gidn tiép,
creatinin huyét thanh, uré huyét thanh,
glucose huyét thanh

Hiém gdp: Giam bicarbonat  huyét
thanh, creatinin huyét thanh va kali
huyét thanh; ting LDH huyét thanh,
phospho huyét thanh, kali huyét thanh

Thuong gdp: Ting ALT
va AST.

Hé méu

Thuong gdip: Ting sé lugng tiéu ciu
It gap: Giam té& bao bach clu, s5 lrgng
tiéu cdu, bach cdu doan trung tinh,

Thieomg gép: Giam sb
lugng bach ciu trung
tinh

A S M I ST T

T P T o N T

T TR e et WS




https://trungtamthuoc.com/

i
i

B

SR T et P

—

¥

o A

= o

S T T

R A IR SOET T T

A T T 1 . - - e T T A T A B S

AT

et AT 1

AT S rw— i A S -

hemoglobin va hematocrit; ting bach
cdu 4i toan, thoi gian thromboplastin
timg phin hoat hda, thdi gian
prothrombin, bach chu doan trung tinh

| va té bao bach ciu

Hiém gap: Giam té& bao lympho; ting

It gap: Ting s6 lugng
tiéu cu, thoi gian
thromboplastin timg
phén hoat héa, thoi gian
prothrombin, gidm
hemoglobin

bach cAu trung tinh, t& bao lympho, hau
tiy bao, bach ciu don nhén, tiy bao; té
bao lympho khong dién hinh

Nuére tiéu Khéng phé bién: Tang vi khuén trong
nude tiéu, bach clu trong nudc tidu, 18
bao biéu mé trong nuée tidu va hdng
cu trong nudc tiéu; nam trong nuoc
tiéu

Hiém: Ting urobilinogen

Khice It gap: Nhidm Clostridium difficile.

Thong bdo ngay cho bdc sy hodc dugc sj nhitng phin itng cé hai gdp phdi khi sit dung
thuébc.

11. QUA LIEU VA CACH XU TRi

Triéu chirng .

Khéng c6 thong tin dic biét vé anh hudng do diu trj qua liéu ERTAPIK. Khéng thdy c6 dée
tinh d4ng ké trén ngudi tinh nguyén trudng thanh khée manh tiém finh mach mai ngay 3 g
ERTAPIK, ding trong 8 ngdy. Trong nghién ciru 1am sang & ngudri 16n, vo tinh diing mdi ngay
téi 3 g khéng gdy ra phéan ting quan trong trong lim sang. Trong cac nghién ciru 1dm sing & tré
em, tiém tinh mach mgt liéu don 40 mg/kg dén lidu t6i da 12 2 g ciing khong géy déc tinh.
Diéu trj

Néu sir dung qua lidu, cén ngimg ERTAPIK va diéu tri hd trg chung t6i khi thude do thai
duge qua théin.

C6 thé thai ERTAPIK nhé thAm phan méu; tuy nhién, chua c6 thong tin béo 1cdo vé sir dung
thdm phan méu dé diéu trj qua liéu ERTAPIK. i

12. PAC TINH DUQC LUC HQOC

Nhém dwge Iy: Thugc nhom carbapenem, duge st dung dé diéu trj nhifm Khudn toan than
Mi ATC: JO1DHO03

Ertapenem c¢6 téc dung in vitro chong nhiéu vi khudn wa khi va ky khi, ca gram duong va gram
am. Téc dyng diét khudn ciia ertapenem 1a do tic ché téng hop vach vi khudn: ertapenem giin
vao céc protein gén penicillin (PBP). O E. coli, ertapenem ¢6 4i lye manh vdi cic PBP 1a, 1b,
2,3, 4 va 5, chil yéu 12 véi PBP2 va PBP3. Ertapenem riit bén viing, khng bi thiy phan boi
phin 16n céc loai B - lactam, ké ca céc penicilinase va cephalosporinase, va cac p - lactam phd
rong nhung khéng chéng duge metallo - B - lactam.

ERTAPIK c6 hoat tinh chéng duge hiu hét cic chiing clia nhitng vi khudin sau ddy ca trén in
vitro va trén lAm sang (xem Chi dijnh): T

VI KHUAN GRAM DUONG UA KHI VA KY KHI KHONG BAT BUOC:
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Staphylococcus aureus - tu cau vang (bao gdm chiing tiét penicilinase)

Streptococcus agalactiae

Streptococcus pneumoniae

Streptococcus pyogenes '

Chi thich: Ty cdu khang methicilin khéang ERTAPIK. Nhiéu chiing Enterococcus faecalis va
héu hét chiing Enterococcus Jfaecium ciing khang ERTAPIK.

. VIKHUAN GRAM AM UA KHf VA KY KHi KHONG BAT BUOC:

Escheria coli

Haemophilus influenzae (bao gdbm chiing tiét -lactam)

Klebsiella pneumoniae

Moraxella catarrhalis

Proteus mirabilis

VI KHUAN KY KHi

Bacteroides fragilis va céc loai khac trong nhém B. fragilis

Loai Clostridium (trir C. difficile)

Loai Eubacterium

Loai Peptostreptococcus

Porphyromonas asaccharolytica

Loai Prevotella

Nhiing dir ligu in vitro sau ddy hién c6 sn, nhung chua 15 y nghia lam sang.

Néng d¢ trc ché i thiéu (MIC) in vitro cira ERTAPIK 13 < 1 mcg/ml cho phén 16n (> 90%)
cac ching cla Streptococcus bao gdm Streptococcus pneumoniae, néng dé < 0,5 meg/ml
chéng duge phdn 16n (> 90%) ching ciia Haemophilus, < 2 meg/ml chéng duge phin 16n
90%) ching vi khuan wa khi va ky khi khéng bét bugc va néng d¢ < 4 meg/ml chéng dugc
phén 16n (= 90%) ching céc vi khudn ky khi bét budc trong danh séch dudi déy; tuy nhién,
hi¢u lyc va tinh an toan ctia ERTAPIK trong diéu tri cac bénh nhim khuén trén 14m sang do
nhiém cédc vi khuéin néu trén thi chua chémg minh duoc trong cac nghién ctru 1m sing c6 dbi
chimg tt va thich hop:

VI KHUAN GRAM DUONG UA KHI VA KY KHI KHONG BAT BUOC:

Staphylococcus, coagulase &m tinh, nhay cam véi methicilin,

Streptococcus pneumoniae khang penicilin

Céc Streprococcus viridans. ;

Chi thich: Tu cAu khang methicilin khing ERTAPIK. Nhidu chiing Enterococcus faecalis va

“hau hét cc ching Enterococcus Jaecium ciing khing ERTAPIK.

VIKHUAN GRAM AM UA KHf VA KY KHf KHONG BAT BUOC:
Citrobacter freundii
Enterobacter acrogenes
Enterobacter cloaceae
Escherichia coli tiét ESBL
Haemophilus parainfluenzae
Klebsiella oxytoca
Klebsiella pneumoniae tiét ESBL
Morganella morganii
Proteus vulgaris
Serratia marcescens
10
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Chu thich: Nhiéu ching cta cdc vi khun néu trén c6 da dé khéng vd&i céc khang sinh khéc,

-nhu céc penicilin, cephalasporin (bao gdm thé hé thir ba) va cac aminoglycosid, nhung nhay

cam véi ERTAPIK.
VIKHUAN KY KHi
Bacteroides vugatus
Clostridium perfringens
Lodi Fusobacterium

13. PAC TiNH DUQC PONG HOC

Hip thu:

Thudc tiém ertapenem pha véi dung dich tiém lidocain HCI 1% (Duge dién My), pha trong
nuée mudi khéng cé epinephrin, rét d& hép thu sau khi tiém bip véi lidu khuyén cdo 1 g. Sinh
kha dyng trung binh khoang 90%. Sau khi tiém bép liéu 1 g/ngdy, ndng dé dinh trung binh
trong huyét twong (Cmax) dat sau khodng 2,3 gitr (Tmax).

Phén bé:

Ertapenem gén két nhidu v6i protein huyét twong. O ngudi Iém tré tudi khde manh, mic dé
gén két protein ciia ertapenem s& giam khi ndng d trong huyét twong ting, Khi ndng do huyét
tuong < 100 meg/ml, thi gén khoang 95% nhung khi ndng do huyét tuong khoang 300 meg/ml
thi chi gin khoang 85%.

Chuyén héa:

O ngudi 16n tré tudi khoe manh (23 dén 49 tudi) sau khi truyén tinh mach 1 g ertapenem dugc
danh d4u phong xa, phéng xa trong huyét tuong chiém chi yéu (94%) ertapenem. Chét chuyén
héa chit yéu ctia ertapenem la din xuét vong mé duge hinh thanh bing thily phin qua trung
gian dehydropeptidase-I ciia vong beta - lactam.

Nghién ctru in vitro trén microsom té bao gan ngudi cho thy ertapenem khéng trc ché sy
chuyén héa cia nhiing thude qua xtic tac ciia 6 ddng dang cytochrom P450 (CYP) chii yéu la
1A2, 2C9, 2C19, 2D6, 2E1 va 3A4,

Nghién ctiu in vitro cho thiy enapenem khong trc ché sy vén chuyén digoxin hodc vinblastin
qua trung gian P - glycoprotein va ertapenem khéng phéi 14 chit nén trong sy chuyén héa qua
trung gian P - glycoprotein

Thai trir:

Ertapenem dio thii chii yéu qua than. O ngudi 6n tré tudi, khée manh va nguai bénh tir 13 -
17 tudi, thdi gian ban thai trong huyét twong khoang 4 gi& va khodng 2,5 gidr & bénh nhi tir 3
thang dén 12 tudi.

Sau khi truyén tinh mach 1 g ertapenem dugc danh déu phéng xa, khoéng 80% thai qua nude
tiéu, 10% theo phén. Trong 80% liéu thuc tim thdy trong nude tiéu, thi khoang 38% thube &
dang khéng d8i va khoang 37% Ia cht chuyén héa cé vong - lactam ma.

O ngudi 16n tré tudi khde manh truyén tinh mach 1 g, ndng do trung binh ertapenem trong
nuée tiéu viot qua 984 meg/ml trong 0 - 2 gidr sau khi tidm va vuot qué 52 mcg/ml trong 12 -
24 gidr sau khi tiém.

Diic diém ciia ngudi bénh

Gidi tinh:

Nong do ertapenem huyét twrong khéng phu thude gidi tinh.

Ngudi cao tudi:

11
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Nong do ertapenem trong huyét tuong sau khi truyén tinh mach 1 g va 2 g ertapenem cho

ngudi cao tudi > 65 tudi 1a khoang 39% va 22%, cao hon mét chiit so véi ngudi 16n tré tudi (<

651ubi). Khong cin diéu chinh lidu lugng & ngudi cao tudi.

Bénh nhi: . _

Néng d6 huyét tuong ciia ertapenem & bénh nhi 13 - 17 tudi twong dwong véi ngudi 16n ding
lidu 1 g tiém truyn tinh mach ngay 1 lan.

Gid trj céc thong s6 duge dong hoc & bénh nhi tir 13 - 17 tudi khi ding liéu 20 mg/ke (t8i da 1
g) nhin chung twong ty & ngudi 16n tré khoe manh. Pé wde tinh cac dir lidu duge dong hoc khi
tét ca cac bénh nhan trong nhém tudi nay déu ding lidu 1 g, dit liéu duge ddng hoc duge didu
chinh theo liéu 1 g, véi gia dinh tuyén tinh theo lidu ding. So sénh céc két qua cho thiy cac
bénh nhan tir 13 - 17 tudi ding lidu 1 g ertapenem ngay 1 1dn dat dugc céc dic tinh duge dong
tuong duong & ngudi 16n. TV sd (nhom 13 - 17 tudi/ngudi 16n) cta cac gid tri AUC 14 0,99,
ndng d6 ngay khi két thic tiém truyén 1a 1,20 va ndng do tai diém gilra ciia khoadng cach cic
lidu 12 0,84.

Néng d6 huyét tuong tai diém giira cia khoang céch cac lidu khi tiém tinh mach ertapenem
liéu don 15 mg/kg cho bénh nhi tir 3 thang dén 12 tudi thi trong duong v&i nong 46 huyét
tuong tai diém gitra ctia khoang céch c4c liéu khi tiém finh mach liéu 1 g ngay 1 1dn & ngudi
16n. D§ thanh thai ertapenem tai huyét tuong (mL/phiit/kg) & bénh nhi tir 3 thang dén 12 tudi
cao hon x4p xi 2 1dn & ngudi 16n. Khi ding lidu 15 mg/ke, gid tri AUC (gp doi ddi véi ché d6
diéu tri 2 lin/ngdy, nghia 12 30 mg/kg/ngdy) & bénh nhi tir 3 thang dén 12 tudi thi tuong tyr gid
tri AUC & ngudi 16n tré tudi khoe manh duge truyén tinh mach lidu don 1 g ertapenem.

Suy gan: i

Chua xdc dinh duge déng hoc ctia ertapenem & ngudi suy gan. Do thudc nay it chuyén héa qua
gan, nén dugc déng hoc ciia thude khong bj anh huéng khi suy gan. Vi vdy, khdng cén chinh
liéu khi suy gan.

Suy thén:

Sau khi truyén tinh mach ertapenem mét liéu don 1 g & ngudi 16n, AUC & ngudi suy thén nhe
(d6 thanh thai creatinin tir 60 - 90 ml/phit/1,73 m?) twong dwong véi AUC & ngudi khoe manh
(25 - 82 tudi). Nhung & ngudi suy than vira (d6 thanh thai creatinin tir 31 - 59 ml/phit/1,73
m?), AUC ting khodng 1,5 14n so véi & ngudi khoe manh. G ngudi suy than tién trién (do
thanh thai creatinin tir 5 - 30 ml/phit/1,73 m?), AUC ting khoang 2,6 14n so v&i ngudi khoe
manh. O ngudi suy than giai doan cudi (46 thanh thai creatinin < 10 mlfphit/1,73 m?), AUC
ting khodng 2,9 14n so v6i & ngudi khée manh. Sau khi truyén tinh mach mét lidu 1 g ngay

- trudce khi thdm phan méu, khoang 30% lidu ding duge tim thiy trong dich thAm phén. Khuyén

cdo b8 sung lidu 150 mg néu sir dung ertapenem trong khoang 6 tiéng trude khi thdm phan,
Khéng ¢ dit liéu & bénh nhi bj suy thén.
Cén chinh lidu ertapenem & ngudi Ién bi suy than tién trién ho#ic & giai doan cudi.

14. QUY CACH DONG GOI
Hop 1 lo bt dong khé pha tiém.

15. PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA
THUOC '
a. Pilu kién bio quén:

Khéng bao quan b§t déng khé & trén 30°C.
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Dung dich sau khi hoan nguyén va ngay lap tiic duge pha long trong dung djch tiém NaCl

0,9% c6 thé bao quan & nhiét d6 phong (25°C) va sit dung trong vong 6 gidr hoiic ¢ thé bao

quan 24 gi¢ trong ta lanh (5°C) va sir dung trong vong 4 gid ké tir khi l&y khoi tu lanh. Khéng
dé dong lanh dung dich ciia ertapenem.
b. Han diing:

24 thang k& tir ngdy sén xuﬁt Khéng dung thubc qu4 han su dung.

. c. Tiéu chuin chit lwgng:

TCCS.

16. TEN, PIA CHI CUA CO SO SAN XUAT THUOC
Eugia Pharma Specialities Limited

Dia chi: Unit 2, A -1128 & B-1127, RIICO Ind. Area, Phase I, Bhiwadi, Dist. Khairthai-
Tijara-301019 Rajasthan, India (An P9).
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