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. CONG TY B , DBC: Nén bao phim
S PHAN DUGC PHAM TO HUGNG DAN SU DUNG THUOC  Maso: DCL-GYL1

cUU LONG S6 DK: VD-14704-11
e TPVL: 22 - 05 - 2017

Rx Thu6'c bdn theo don

VIPOCEF®100 & VIPOCEF®200

Poc ky huéng dan st dyng truéc khi dang.
D€ xa tam tay cda tré em.
Thong béo ngay cho béc si hodc dugc si nhiing tic dyng khéng mong mudn gap phai khi dang thugc.

PHAN I. HUGNG DAN SU DUNG THUGC CHO NGUJI BENH

1. THANH PHAN, HAM LUGNG CUA THUGC:

+_Mbi vién nén bao phim Vipocef®100 ¢6 chia:

Hoatchat: Cefpodoxim proxetil tuong duong Cefpodoxim........ 100 mg

T4 duge: tinh bot mi, lactose, croscarmelose sodium, povidon K30, natri lauryl sulfat, magnesi stearat, hydroxypropylmethyl cellulose, polyethylen glycol
6000, titan dioxyd, talc, mau quinolein.

| ¢_Mbi vién nén bao phim Vipocef®200 c6 chita:

Hoat chat: Cefpodoxim proxetil tuong duong Cefpodoxim........ 200 mg

T4 dugc: tinh bt mi, croscarmelose sodium, povidon K30, natri lauryl sulfat, magnesi stearat, hydroxypropylmethyl cellulose, polyethylen glycol 6000, titan
dioxyd, talc, mau sunset yellow.

2. MO TA SAN PHAM:

. Vipoceﬁ 00: Vién nén dai bao phim mau vang, mdt mat tron, mot mat cé vach ngang, canh va mat vién khong sit mé.

¢ Vipocef®200: Vién nén dai bao phim mau cam, mgt mat tron, mot mat cé vach ngang, canh khong sit mé.

3. QUY CACH PONG GO:

 Vipocef®100: Hop 1vi, 3vi, 10 vix 10 vién nén bao phim.

+ Vipocef®200: Hop 1vi, 3vix 10 vién nén bao phim.

4. THUOC DUNG CHO BENH Gi?

Cefpodoxim dugc chidinh trong céc trugng hgp nhiém khudn do cdc ching vikhu&n nhay cim.

¢ Nhiém khu&n dudng ho hdp trén |
- Viém xoang cdp tinh. \
| -Viém amidan [ChT dung vién Vipocef 100] ‘
| ¢ Nhiém tring dudng hé hdp dudi

- Dgt cdp cta viém phé qudn man tinh

- Viém phdi.

5. NEN DUNG THUOGC NHU NAO VA LIEU LUGNG?

» Cich dung: Vipocef c6 thé u6ng bat ctt ldc nao, nén udng thudc ciing thitc dn dé tang su hdp thu ctia thudc qua dutng tiéu héa.
» Liéuding:

Ngu@ilén va thanh thi€u nién cé chirc nang than binh thudng:

o Nhiém khu&n dudng ho hdp trén: .
- Viém xoang cdp tinh: 200 mg x 2 1dn/ngay (1 vién Vipocef 200 hodc 2 vién Vipocef 100 udng 2 ldn/ngay)

-Viémamidan: 100 mg x 2 1dn/ngay. [ChTudng vién Vipocef 100, 1 vién x 2 Ian/ngay]

o Nhiém trung dudng hé hdp dudi:

- Dot cdp cda viem phé& qudn man tinh: 200 mgx 2 Ian/ngay (1 vién Vipocef 200 hodc 2 vién Vipocef 100 udng 2 lan/ngay)
-Viem phdi: 200 mg x 2 1dn/ngay (1 vién Vipocef 200 hodc 2 vién Vipocef 100 ugng 2 lan/ngay) w

Ngudi cao tudi: .
Khéng cdn diéu chinh liéu & bénh nhan cao tudi c6 chiic nang than binh thusng. P Y
Tré em: -
Khong khuyén cdo st dung dang vién bao phim. Nén sit dung Vipocef dang cdm pha hén dich uGng danh cho tré s sinh vaXrémhgs
Nguoisuy gan:
Khéong cdn diéu chinh liéu & bénh nhan suy gan.

| Nguoisuythin:

Liéu diing Vipocef khdng cdn phdi thay d8i néu d¢ thanh thdi creatinin trén 40 ml/phit. ‘
Dudi gié trj nay, cc nghién ctu vé dugc dong hoc cho thdy sy gia ting thoi gian bdn thai va ndng do t3i da trong huyét tuong, va do dé nén diéu chinh liu |
lugng modt cach thich hop.

P thanh thai creatinin (ml/min)
39-10 Lidu don” mbi 24 gid (tdc 14 mot nlfa lidu thong thuting cho ngudi
16n)
<10 Liéu don” méi 48 gid (tdc 13 mot phan tu liéu thong thudng cho
ngudi lgn) ‘
Bénh nhan thdm tach méu Liéudon’ sauméi lan thim tdch mau ‘

(*): Liéu don la 100mg hodc 200mg iy thudc vao loai nhiém khudn

Hodc theo su huéng din cta thdy thuéc.
6. KHI NAO KHONG NEN DUNG THUGC NAY?
Ngudi min cdm vdi cefpodoxim hay bt ct thanh phan nao ciia thugc.
Khéng dugc dung cefpodoxim cho nhiing ngudi bénh bj dj iing véi cdc cephalosporin va ngudi di iing véi khang sinh beta-lactam khdc.
7. TAC DUNG KHONG MONG MUGN:
T4c dung khong mong mudn cia cefpodoxim tuong ty nhu cc cephalosporin dudng udng khéc. N6i chung thudc duge dung nap tét, hau hét cic tic dung phu
qua nhanh va tit nhe dén vira trong mét s truding hgp. Tac dung phu déi véi tré diing thudc tuong t nhu ngudsi I6n, bao gdm tdc dungtir nhe dén vira trén duang
tiéu hdéa va trén da. |
» Thuonggap, ADR > 1/100
Tiéu héa: Budn non, non, dau bung, ddy hai, tiéu chdy. Viem daitrang mang gid c6 thé xdy ra néu tiéu chdy kéo dai va nghiémtrong trong hodc sau khi diéu tri.
Chuyén héa va dinh dugng: An matngon. i
> ltgap, 1/1000 <ADR < 1/100 ‘
Than kinh: Nhic ddu, mat ngd, chéng mat. P j}




Tai: Utai.

Da: Phdn Ging qud man, phatban, ndi mé day, ngda.

Toan than: suyén hay khé chiu.

» Hiémgdp, ADR < 1/1000

M&u: Cécr6iloan huyét hoc nhu gidm hemoglobin, gidm tidu cdu, gidm bach ciu va ting bach cdu ua eosin.

Gan-mat: ASAT, ALAT va phosphatase kiém va/hodc bilirubin ting tam thaitrong thi gian ngdn.

» R4t hi€m gdp, ADR < 1/10 000

M4u: Thi€u mdutan huyét.

Hé mién dich: Phdn ¢ng phan vé, cothdt ph& quan, ban xuat huyét, phi mach.

Thén va tiét niéu: Tang nhe lugng uré va creatinin

Gan-mat: Tén thuong gan.

Da: Hoi chiing Stevens-Johnson, hoai td biéu bi nhiém déc va hong ban da dang.

Nhiém trang va nhiém khudn: cé thé gia ting céc vi sinh vat khong nhay cim.

Huéng din cach xd tri ADR

Nguing diéu trj biing cefpodoxim.

Thb‘ng bdo cho bdcsi cictdcdyung khéng mong muﬁ'n gap phai khi erdyng thué’.

8. NEN TRANH NHUNG THUOC HOAC THYC PHAM Gi KHI PANG DUNG THUGC NAY?

Hap thu cefpodoxim gidm khi c6 chdt chéng acid, vi vay trdnh diing cefpodoxim ciing véi chat chéng acid va chat khang histamin H,.

Probenecid gidm bai tiét cefpodoxim qua than.

Cefpodoxim cé thé lam tang hiéu qua chdng dong mdu clia coumarin va gidm tic dung ngia thai clia estrogen.

Thudc chéng déng mau dudng uéng:

Dang dong thai cefpodoxim véi warfarin c6 thé lam tiang tdc dung chéng dong mau. D c6 bdo cdo vé sy tang hoat tinh thusc chéng déng mdu & bénh nhan
dung déng thai véi thusc khang khudn, ké ca cephalosporin. Nguy co cé thé thay ddi do nguyén nhan nhiémtriing, twéi tic va tinh trang chung ctia benh nhan,
do d6 su c6 mat clia cephalosporin ddn dén tang INR (ty 1é binh thudng qudc té) 1a rat khé danh gid. Nén theo doi thudng xuyén INR trong va ngay sau khi dung
Vipocef véi mot thusc chéng déng mau dudng usng.

Cac nghién ctu cho thdy sinh khd dung sé gidm khodng 30% khi diing cefpodoxim véi céc thudc trung hoa pH da day hodc dc ché tiét acid. Do dé, céc thusc
nhmhuoc khang acid loai khoéng chatva thuGc chen H, nhuranitidin c6 thé lam ting pH da day, nén usng sau 2 dén 3 gio sau khi dang Vipocef.

9. CAN LAM Gi KHIMOTLAN QUEN KHONG DUNG THUOC?

Udng liéu da quén ngay khi nhé. Né&u gdn dén gio udng lidu ke tiép, bd qua liéu quén va ugng thudc theo liéu khuyén cdo k&ti€p. Khongudng lidu gap doi dé bu
cho ||eu da quen

10. CANBAO QUAN THUOC NHU THE NAO?

Noi kho mdt, nhiét do dugi 30°C, tranh dnh sdng.

11. NHUNG DAU HIEU VA TRIEU CHUNG KHI DUNG THUGC QUA LIEU

Trong truung hcjp qua liéu, dic bietd benh nhan suy than, bénh ndo cé thé xdy ra.

12. CAN PHAILAM Gi KHI DUNG THUOC QUA LIEU KHUYEN CAO?

Can hdingayy ki€n cda bc st hodc dugc si. NEuxudt hién cdc triéu ching qud liéu & trén thi phai dén ngay cosd y t& gan nhat.

Trong trudng hop qud Ileu vGi cefpodoxim, diéu tri hé trg va trigu chu‘ng dugc chidinh.

13. NHUNG PIEUCAN THAN TRQNG KHI DUNG THUGC NAY:

¢ Cefpodoxim khéng phdi la khang sinh dugc uu tién trong diéu trj viém phdi do tu cdu va khong nén diing trong diéu tri viém phdi khong dién hinh do cc vi
khudn nhu Legionella, Mycoplasmava Chlamydiagay ra. Khong nén diing Vipocef dé diéu trj viem phdi do S. pneumoniae.

¢ Giongnhutat cd cdc chatkhdng sinh beta-lactam, cdc phdn tng qua man nghigm trong va doi khi gay t& vong da dugc bdo céo. Trong trudng hgp phan ing
qud man nghiémtrong, phdi ngung dung Vipocef ngay va bdt ddu cdc bién phap khdn cap thich hgp.

¢ Trugc khibdt ddu diéu tri, cdn xdc dinh xem bénh nhan ¢6 tién sit phdn tng qud man vdi cefpodoxim hay cdc loai cephalosporin khac hay bat ky loai beta-
lactam nao khdc. Can than trong néu dang Vipocef chobénh nhan cé tién s quéd man véi cdc thudc beta-lactam khéc.

¢ Trongtrudng hop suy than nang, c6 thé can phdi gidm liéu phy thudc vao d¢ thanh thai creatinin.

¢ Viém dai trang do vi khudn va viém dai trang mang gid da dugc bdo cdo vdi hau hét cdc thudc khing khudn, bao gdm cefpodoxim, va c6 thé c6 mc do
nghiém trong tif nhe dén de doa dén tinh mang. Do d6, diéu quan trong la phai xem xét chdn dodn nay & nhiing bénh nhan c6 tiéu chdy trong hoac sau khi
dung cefpodoxim. Ngung diéu trj véi Vipocef va diéu trj dc hiéu cho Clostridium difficile. Céc sdn phdm thudc dc ché nhu dong ruét khong nén st dung. Nén
than trong khi dung Vipocef & bénh nhan cé tién st bénh dudng tiéu hda, dac biét 1 viem daitrang.

¢ Nhuvéitat cd cdc khangsinh beta-lactam, hi€m khi xdy ra gidm bach cdu trung tinh va ting bach cdu hat trong diéu tri kéo dai. D3i véi cic truding hgp diéu
tri kéo daihon 10 ngay, nén theo di lugng mdu va ngung ding thudc néu c6 gidm bach ciu.

¢ Cephalosporin c6 thé dugc hdp thu trén bé mat mang t€ bao hdng cdu va phin tng véi khang thé chéng lai thudc. Didu nay c6 thé tao ra mét test Coomb
duongtinh va hi€m khi thi€u mdu tan huy&t. Khd ning phdn tng chéo cé thé xdy ra véi penicillin cho phdn Ging nay.

¢ Sy thay ddi chitc ning than da dugc quan st thdy vdi khang sinh cephalosporin, dac biét khi diing déng thai véi cac thusc c6 kha nang gay doc than nl
aminoglycosid va/hodc céc thugc lgi tiu. Trong nhitng trudng hgp nhu vy, nén theo déi chic nang than.

¢ Gidng nhu cdc khdng sinh khdc, viéc st dung cefpodoxim kéo dai c6 thé din dén su phit trién qud mic cia cac vi khudn kh(‘)ng Ll
Clostridium difficile), c6 thé cdn phdi diéu trj gidn doan. /
¢ Tuong tac vé xét nghiém: Phdn dng duong tinh véi glucose trong nudc tidu c6 thé xdy ra véi dung dich Benedict hodc Fehling, ho c vdi vién tht nghiém
déngsulfat, nhung khéng phai dya trén phin Gng glucose oxidase. r

¢ Lactose: [Chivgi vién Vipocef 100] ThuSc c6 chia lactose va do d6 khong nén ding cho nhiing bénh nhan cé vin dé di truyén hi€m gap nhu: khong dung
nap galactose, thi€u hyt lactase ndng hodc kém h&p thu glucose-galactose.

¢ Tinh bot mi: Thubc chia td dugc tinh bot mi ¢6 thé dung dugc cho ngudi ¢6 bénh dudng rudt, nhung bénh nhan 6 dj tng véi lda mi thi khong nén ding
thudc nay.

¢ Mausunsetyellow:[Chivéivién Vipocef 200] c6 thé gay phan dng di ing.

> THOIKY MANG THAI

Khong cé dit liéu hodc di liéu han ché'tir viec st dung cefpodoxim & phy nit ¢é thai. Cic nghién cdu trén dong vatkhong chira téc dong truc tiép hodc gidn tiép
vé doctinhsinh sdn. Vivay can than trong khi dung thusc cho ngudi mang thai, chi diing thudc trong thai ky mang thai khi that sy cdn thiét.

> THOIKY CHOCONBU

Cefpodoxim dugc bai tiét trong siia me v4i mét lugng nhd. Cefpodoxim c6 thé dugc st dung trong thdi gian cho con bid. Chi dung thudc khi lgi ich I6n hon nguy
co.

> ANHHUGNG DEN KHA NANG LAI XE VA VAN HANH MAY MOC:

Thudc cé thé gay chéng mattrong qué trinh diéu tri, phdi than trong khi Idi xe hay van hanh mdy méc.

14. KHINAO CAN THAM VAN BAC SY, DUQCSY?

Trong trudng hgp qud liéu hodc xudt hién cdc ban dj ing ngoai da.

Khi dang dung phdi hgp vdi thudc khdc hodc xudt hién téc dung khong mong muén.

* Néu cin thém théng tin, xin hdi y kién bd c st hod c dugc st.

15. HAN DUNG CUA THUGC

36thdng ké tr ngay sdn xuat.

*Khéng ding thu6c qud han sirdung




1
¢ Lactose:[Chivéi vién Vipocef 100] Thudc c6 chita lactose va do d6 khong nén dung cho nhiing bénh nhan cé van dé di truyén hi€m gip nhu: ‘
khong dung nap galactose, thi€u hyt lactase ndng hodc kém hap thu glucose-galactose. ‘
¢ Tinhbot mi: Thuc chitaté dugc tinh bot mi c6 thé diing dugc cho ngudi ¢6 bénh duding rutt, nhung bénh nhan c6 di ting v6i lga mi thi khong ‘
nén dung thudc nay. ‘
¢ Mausunset yellow:[Chivéi vién Vipocef 200] c6 thé gay phan ting di ting. |
> THOIKY MANG THAI ‘
Khong c6 dit liéu hoac dit liéu han ché tir viec st dung cefpodoxim & phy nit c6 thai. Cac nghién cdu trén dong vat khong chi ra tdc dong truc
ti€p hoac gian ti€p vé doc tinh sinh sdn. Vi vay can than trong khi diing thudc cho ngudi mang thai, chi diing thuc trong thai ky mang thai khi
that sy can thiét.

> THOIKY CHO CON BU

Cefpodoxim dugc bai ti€t trong sita me véi mot lugng nhé. Cefpodoxim c6 thé dugc st dung trong thai gian cho con bd. Chi dung thudc khi lgi ‘
ich 16n hon nguy co. |
> ANHHUONG DEN KHA NANG LAIXE VA VAN HANHMAY MOC: |
Thudc cé thé gdy chéng mdttrong qud trinh diéutri, phdi than trong khi Idi xe hay van hanh may méc. 1
7. TUONG TACTHUOC ;
Hap thu cefpodoxim gidm khi c6 chdt chdng acid, vi vay tranh diing cefpodoxim cling v6i chat chdng acid va chat khang histamin H,.
Probenecid gidm baitiét cefpodoxim qua than.

Cefpodoxim c6 thé lam ting hiéu qu chdng dong méu clia coumarin va gidm téc dung ngifa thai cda estrogen.

Thu6c chéng déng médu dudng ubng:

Dung ddng thai cefpodoxim véi warfarin c6 thé lam ting tac dung chdng dong méu. Da cé bao céo vé sy tang hoat tinh thudc chong dong médu
dbénh nhan dung dong thoi véi thudc khang khudn, ké ca cephalosporin. Nguy ca c6 thé thay déi do nguyén nhan nhiém triing, tudi tic va tinh
trang chung clia bénh nhan, do dé sy c6 mat ctia cephalosporin dan dén tang INR (ty & binh thuding quéc té) 14 rat khé danh gid. Nén theo doi ‘
thudng xuyén INR trong va ngay sau khi diing Vipocef véi mot thugc chdng dong méu dudng uéng.

Cécnghién ciu cho thdy sinh kha dung sé gidm khodng 30% khi diing cefpodoxim véi cdc thudc trung hoa pH da day hoic trc ché tiét acid. Do
dé, cac thudc nhu thudc khang acid loai khodng chat va thudc chen H, nhu ranitidin c6 thé lam ting pH da day, nén uéng sau 2 dén 3 gio sau
khidung Vipocef.

8. TAC DUNG KHONG MONG MUON:

Téc dung khong mong mudn ctia cefpodoxim tuong ty nhu céc cephalosporin dudng usng khdc. Néi chung thudc dugc dung nap t8t, hdu hét cac |
tac dung phu qua nhanh va tif nhe dén vira trong mét s6 trudng hgp. Tac dung phu ddi véi tré diing thudc tuang tu nhu ngui 16n, bao gdm tac i
dungtirnhe dén vira trén dudng tiéu héa va trén da. 1
> ThLidnggap, ADR>1/100

Tiéu héa: Budn non, ndn, dau bung, day hai, tiéu chdy. Viém dai trang mang gia c6 thé x3y ra néu tiéu chdy kéo dai va nghiém trong trong hoic
sau khi diéutri.

Chuyén héa va dinh dugng: An mat ngon.

> ltgap, 1/1000<ADR < 1/100

Than kinh: Nhiic dau, m&tngd, chéng mat.

Tai: Utai.

Da: Phdn Ging qué man, phétban, ndi mé day, ngda.

Toan than: suyén hay khé chju. # ‘
» Hiémgdp, ADR < 1/1000

Méu: Céc r6i loan huyét hoc nhugidm hemoglobin, gidm tiéu ciu, gidmbach ciu va ting
Gan-mat: ASAT, ALAT va phosphatase kiém va/hodc bilirubin ting tam thai{rong thoi
> Rathiémgap, ADR < 1/10000
Méu: Thiu mdu tan huyét.

Hé mién dich: Phdn ¢ing phdn vé, co thit phé& quin, ban xuat huyét, phti magh.
Than va tiét niéu: Tdng nhe lugng uré va creatinin
Gan-mat: Tén thuong gan. .
Da: H¢i chiing Stevens-Johnson, hoai t& biéu bi nhiém doc va hong ban da dang. j?
Nhiém trung va nhiém khudn: c6 thé gia ting cdc vi sinh vat khdng nhay cdm. / * <7 =
Huéng din cach xd tri ADR a5
Nguing diéu tri béng cefpodoxim.
9. QUA LIEUVA CACH XU TRi: \
Trong trudng hgp qud liéu, ddc biét d bénh nhan suy than, bénh ndo cé thé xay ra. % ' '\

Ach cauua eosin.

\
Trong truong, hgp qué liéu véi cefpodoxim, diéutri hd trg va triéu ching dugc chidinh.% %, </ ‘3
10. CACDAUHIEUCAN LUUY VA KHUYEN CAO: AN /[ ff
Khéng diing qud liéu quy dinh. i
Pocky hugng dan si dyng trudc khi dang | 'L,{}. CUC TRUUNC Y74
Thudc nay chi dung theo don ctia bac sy \‘ s pyry Feacnen
N&u cin thém thong tin, xin héi y kién cdabacsy LU\"}" ‘/‘ IONC :

20 Uf

Thongbao chobacsy nhungtacdungkhongmongmuongapphalkhlsudungthuoc A/'J[’W} i+ ~IM l’f- Y i
11. TEN, PIACHI, BIEUTUGNG CUA CO SG SAN XUAT: (9” al Al 1

A - ‘
CONG TY €8 PHAN DUGC PHAM CUU LONG |
PHARIMEXCO 150 dudng 14/9, Phudng 5, TP, Vinh Long - Tinh Vinh Long ‘

12. NGAY XEM XET SUA DOI, CAP NHAT LAI NOI DUNG HUGNG DAN SU DUNG THUOC: Ngay 22/5/2017 J
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