Huwdng dan chuéan bi thong tin trong to HDSD
Huwdéng dan tra clru nguon goc xuat x& thuoc

TS. Pham Thj Thiy Van — Phé truedng BM Duwoc |lam sang —
DH Duoc HN
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NOi dung

e Hwdng dan chuan bj ndi dung trong t& HDSD
* Hwdng dan tra ciru ngudn goc xuat x& thudc

¢ M6t s6 khd khan khi chuan bi ndi dung to
HDSD
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NOi dung t& HDSD thudc

* Quy dinh cua thong tv 06/2016/TT-BYT:
Chuong 1 — Nhirng quy dinh chung

Piéu 2, khoan 11:

“To hudng dan st dung thudc 13 tai liéu di kém

theo bao bi thuvong p
nhitng ndi dung can t
diéu kién can thiét k
nguoi dung s dung
hop ly”

nam cla thudc trong do ghi
niét vé cach sir dung va cac

nac dé thay thudc va,hodc
thuéc an toan, hiéu qua,



NOi dung t& HDSD thudc

« Chuong Il. NOI DUNG CUA NHAN THUOC
Muc 2.
NOI DUNG THE HIEN TRONG TO HDSD THUOC

e Cacdiéu:
— Piéul3 (cac quy dinh chung),
— diéu 14 (cho ngudi bénh - PIL),
— diéu 15 (cho can bd y té - SPC),
— diéu 16 (sinh pham chan dodn in vitro)
e Chuyéu laliét ké dé muc,
* Ngoai trir 1 s6 it muc trung nhau, Tén dé muc khac
nhau gitra PIL/SPC
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NOi dung to HDSD thudc

— Piéul3 (cac quy dinh chung):

e T& HDSD thuéc ...., phtu hop cho CBYT hodc cho
nguoi bénh. NOi dung cho nguoi bénh dugc trich
dan phu hop tir HDSD thudc danh cho CBYT, ...
ngon ng¥ don gian, dé hiéu, .....

e Thubc cé cung tén thudc, hoat chat, dang bao ché,
chi dinh va cuing NSX nhung c¢é nhiéu ham luvong/
nong d6 khac nhau va cung duwoc phép lvu hanh
thi c6 thé ghi chung trong mét t& HDSD thudc.

e Trudng hop cé ndi dung khac nhau phai ghi cu thé
cho tirng ham lwgng, nong do do.
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N N6i dung t& HDSD thudc

Khuyén khich ghi chung to HDSD néu co

nhiéu ham luvgng:

Ly do:

- DPam bao tinh théng nhat vé théng tin
giltra cac ham lwgng, tranh tinh trang mai
ham luwgng/moét hd so cd thé dugc phé
duyét khdong giong nhau do thoi diém phé
duyét khac nhau,...

- Viéc danh gid théng tin gitra cac phan sé
thong nhat: vi du mot s6 CDB-LD khéng
dam bao do thiéu ham lugng
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NOi dung t& HDSD thudc

— Piéu 13 (cac quy dinh chung):

... Kich thudc, mau sic cla chir ghi trong
t& hudng dan st dung thudc phai rd rang,
bao dam doc duoc ndi dung bang mat &
diéu kién quan sat thong thuong....

Hién nay, nhiéu t& HDSD cé c& chit qua
nho.!!!

fppt.com
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NOi dung to HDSD thudc

Thong tin thudc

‘danh cho can bo y té

Théng tin thudc danh cho
bénh nhan (PIL)

(SPC)
Tén thubc, ham Thanh phan, ham lvgng thudc
lwvong, DBC
Chi dinh Thudc dung cho bénh g
Choéng chi dinh Khi nao khéng nén dung thudc nay

Than trong

Nhitrng diéu can than trong khi dung
thudc nay

Twong tac thudc

Nén tranh dung nhirng thudc hoac
thuc pham gi khi dang st dung
thudc nay
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NOi dung to HDSD thudc

Théng tin thudéc danh

~ cho cdn bd y té (SPC)

Théng tin thuéc danh cho bénh nhén
(PIL)

Qua liéu va xt tri

Nhirng dau hiéu va triéu chirng khi
dung thuéc qua liéu

Can phailam gi khi dung thuéc qua liéu
khuyén cao

Liéu dung va cach sl
dung

Nén dung thudc nay nhu thé nao va
liéu luong

Can lam gi khi mot 1an quén khong
dung thuébc

Bao quan thudc

Can bao quan thudc nay nhu thé nao

Thoéng tin khac: Duoc
ly (DL&DDH)

Cac thong tin khac:
Khi nao can tham van bac sy, dwoc si,....




Cach ghi nhan thudc (to HDSD thudc)

* Chuong 3, tir diéu 17- diéu 27, quy dinh vé céch ghi
nhan thuoc.

* Luuy vé ndi dung mot s6 muc ctia HDSD:
— Thanh phan
— Chi dinh,
— Cach dung, liéu dung
— Théan trong (Canh bao va than trong)
— Twong tac thudc
— TDKMWM
— Duogc dong hoc/Duoc luc hoc
— Dang bao ché&/ Han dung
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Cach ghi nhan thudc (to HDSD thudc)

Vé Thanh phan thudc:

Tén hoat chat, t4 dwoc ghi theo tén gbc hoac tén
chung qudc té.

Trong trwdng hop dang hdéa hoc cua hoat chat/
cong thirc khac dang tinh liéu diéu tri thi phai quy
d6i ham lwong hodc néng dd clia dwoc chét
twong dwong theo dang tinh liéu diéu tri.



Cach ghi nhan thudc (to HDSD thudc)

Vé Thanh phan thudc (tiép):

— Ghi day du thanh phan dwoc chat, ham lwgng hodc ndng
dd cua trng hoat chéat (cd dang mubi (néu cé)) /mét dvi
chia liéu nhd nhat hodc cho mét dvi déng goi nhd nhat,

— Dbi v&i thude ¢ phan liéu: ham lwong dwoce tinh trén mot
don vj liéu, thudc dang dung dich co thé biéu thi ndéng do
% (khdi lwong/thé tich), (thé tich/thé tich),

— Dbi voi thude khdng phan liéu: Ham lwong dwoc tinh trén
moét khdi lwong thudc (rdn hodc ban ran), mot thé tich
(thuéc dang 16ng), mdt dién tich xac dinh d6i véi thubc

dan ngoai da.

fppt.com
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Cach ghi nhan thudc (to HDSD thudc)

Vé Thanh phan thudc duoc liéu:
Thudc san xuat tir cao duoc liéu: ghi thanh phan theo
cao duoc liéu
Thudc san xuat tir dwoc liéu: ghi tén dugc liéu tiéng Viét
/tiéng Latinh
Do vdi thudc san xuat ti duoec liéu cé nhiéu thanh

phan/loai: ghi theo loai duoc liéu ban dau
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Cach ghi nhan thudc (to HDSD thudc)

- Vé Thanh phan (tiép): Nhitng van dé hay gap:
e Tén thudc viét chua dung tén INN
* Thuwdong thiéu quy déi ra thanh phan cé hoat tinh (thanh
phan tinh liéu):
— Vidu: cdc dang muédi Ca, Fe,..: can quy doi dang
nguyén to.
— Vidu: glucosamine sulfat 500mg (khdng quy déi ra
glucosamin)

* Ho so DK lai: Xem xét khi phdi hop cac hoat chat mdi, ty
|& phoi hop cac hoat chat hoac dang ham lwgng khéng co
trong CSDL cac thudc dang ky hodc trong cac y van, hoac
cé su bat hop ly trong viéc phdi hop cac thanh phan



3,‘“ Cach ghi nhan thuéc (to HDSD thubc)

Thanh phan

Moi 6ng udng 5ml chira:

Calci glucoheptonate 0,550g

Acid ascorbic(vitamin C) 0,050g

Nicotinamid(vitaminPP) 0,025g

Té dugc vira dU: acid hypophosphoro, dung trang, con thudc chanh tudi,
natri hydroxyd, nudc tinh khiét.

Tudng dudng vdi 45mg (hay 1,12mmol) ion calci + +.

Hoat chét Ong 5ml Ong 10ml
Calci glucoheptonat 0.55¢ 1.1g
Vitamin PP 0.025¢ 0.05¢
Vitamin C 0.05¢ 0.1g

Acid hypophosphorous 0.02¢g 0.04¢g
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Cach ghi nhan thudc (to HDSD thudc)

— Vé Thanh phan (tiép) :

— Cac thong tin trong muc thanh phan cé tinh quang
cao

- MOt s6 thudc cé thanh phan/ham lwong “la”:

e Paracetamol 1005 mg/6,7ml: dung dich dam dac
pha truyén

e Amoxicillin 370 mg/ vién

fppt.com
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Cach ghi nhan thudc (to HDSD thudc)

- Vé Chi dinh:

 Chi dinh phai phu hop vd&i cong dung, dang bao ché,

duong dung cda thuéc. Chi dinh phdi rd rang, cu thé va
gom:

a) Muc dich s dung thudc: du phong, chan dodan, hay
diéu tri bénh;

b) Doi twong sir dung thudc: ghi rd CD/ gidi han CD
cho tirng nhém BN (néu cd), (theo nhém tubi /Ira tubi
hodc gidi han nhdm tudi cu thé);

c) Cac diéu kién bo sung dé sir dung thudc an toan,
hiéu qua (néu cd):



Cach ghi nhan thudc (to HDSD thudc)

Vé Chi dinh (tiép): Cac van dé thuong gap:

- Thiéu muc dich s dung/doéi twong/cac
diéu kién kém theo

- Ghi thém cac théng tin khac

- Chi dinh khéng théng nhat gilra cac biét
duoc cha cung thudc dugc chat. (Chi dinh
cla cac thudc generic con nhiéu hon/
khac thudc goc)

- Do vay, nén tham chiéu theo “thuéc biét
duwoc goc”
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Cach ghi nhan thudc (to HDSD thudc)

Vé Cach dung:

Ghi rd duong dung, thoi gian dung va cach dung thuéc:
- D6i vai thude tiém: cach pha ché, duong tiém va
cach tiém: tiém bap, tiém tinh mach, tiém truyén, tiém
dudida, .....; toc do tiém hodc truyén (néu cé yéu cau);
- Thuoc udng dang long déng 6ng: “Khdng duwoc tiém”;
- Thudc bot hodc thudec com da liéu (udng) can pha
thanh dang long, thu6éc hon dich: “Lac ky trudc khi
dung”;

- Thudc thang: cach dung thudc, cach udng (nuwdc dung
dé sac, dung cu sac, cach sac, cach ngdm ruou, nhiét
dd va thoi gian sac hodc ngdm), cac thong tin vé kiéng
ki va cac luu y khi dung thuéc thang.




Cach ghi nhan thudc (to HDSD thudc)

Vé Liéu dung (tiép): ghi rd

Liéu dung cua tirng chi dinh, dwong dung va phuong
phdp dung thubc, khoang dua liéu va thoi diém
dung thudc trong ngay, cach dung thudc (vi du: udng
vdi nhiéu nudc, udng trudc an,..);

Liéu dung, cach dung cho ngudi Idn, cho tré em
(néu cg, tinh theo can nang/ I&a tudi?).

Tong liéu tdi thiéu, tong liéu dung toi da, gidi han vé
thoi gian s& dung thudc (néu cd);

Hiéu chinh liéu cho cadc BN dac biét (néu cd) nhu: tré
em, ngudi cao tudi, suy than, suy gan, ... ;



Cach ghi nhan thudc (to HDSD thudc)

Vé Liéu dung (tiép) :
Déi vdi thude hda duoc ké don:
- Phdi b6 sung liéu dung, cdch dung thudc cho tré em,
cac doi twong dac biét va cac khuyén cdo can thiét
khac (néu cd):

- Liéu dung theo tirng nhdm tudi, tinh theo can
nang hodc BSA / cac khoang liéu.

- Thudc cé CD/ TE tuong tu ngudi Ién: ghi cu
thé liéu dung va cach dung thuéc cho TE;



Cach ghi nhan thudc (to HDSD thudc)

Vé Liéu dung (tiép):

DO voi thudc hda duwoc ké don:

- Thuéc khong cod dang bao ché cho TE, phai cé cach

pha ché dang thuéc danh cho TE ...s& dung theo

khuyén cdo ctia NSX;

- Thudc khéng c6 CD cho mdt hodc tat ca cac nhdm
tudi TE, ghi rd:

+ D06 an toan va hiéu qua cta thuéc dung cho tré em ....

chuwa duoc chirng minh;

+ Thubc khong dwoc khuyén cdo cho tré em .... do cac

van dé lién quan dén d6 an toan va hiéu qua cua

thudc;

+ Khéng nén st&r dung thudc trén déi twvgng ngudi bénh

la tré em .....v&i chi dinh .....



Cach ghi nhan thudc (to HDSD thudc)

Vé Liéu dung (tiép): Doi vdi thudc hda duoc ké don:
- Cac truwong hop khuyén cdo khac (néu cd):
+ Khi ngirng dung, quén udng mot liéu, sir dung cung
thi'c an va nuwdc udng, tai s dung thudc;
+ Hiéu chinh liéu khi dung cung cac thudc khac, hiéu
chinh liéu phu hop vdi tinh trang cla nguodi bénh;
+ Cac bién phdp du phong mot sé ADR cu thé, nhirng
ADR liéu kh&i dau;

+ Cac khuyén cdo dac biét vé thao tac hodc cach dua
thudc cho CBYT hodc ngudi bénh khi s&¢ dung thudc
(néu cd), théng tin vé cadc cach duwa thudc khac, dac
biét la thudc duwa qua dwong xong da day (néu céd
thong tin).



Cach ghi nhan thudc (to HDSD thudc)

Vé Liéu dung (tiép): Cac van dé hay gap hién nay
-Thiéu liéu dung cho nhdm bénh nhan dac biét: tré em,

ngudi cao tudi, bénh nhan suy gan/ suy than

-Viét liéu dung chung “liéu thuong dung”, chua viét
theo tirng chi dinh.

-Liéu dung chua phu hop vdi dang bao ché.

-Thi€éu ham lvgng dé ddm bao dugc ché dé liéu
Vd: Capecitabin c6 2 ham luvgng 500mg va 150 mg,

nhung mot s6 cong ty chi dang ky ham lvgng 500 mg
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Cach ghi nhan thudc (to HDSD thudc)

Table 1 Capecitabine Tablets Dose Calculation According to Body
Surface Area

‘Dose Level 1250 mg/m 2 Number of Tablets to be Taken at
Twice a Day Each Dose (Morning and Evening)
Surface Area (m Total Daily 150 mg 500 mg
2) Dose - (mg)
<1.25 3000 0 3
1.26 to 1.37 3300 1 3
1.38 to 1.51 3600 2 3
1.52 to 1.65 4000 0 <
1.66 to 1.77 4300 1 -
1.78t0 1.91 4600 2 4




fppt.com

Fenofibrate - nhiéu t& HDSD

Liéu lwgng va cach ding

Picu tri fenofibrat nhat thiét phai phoi hop véi ché dd dn han ché lipid. Phai udng
thudc cung véi bira in.

Nguoi Ién: 300 mg/ngay (1 vién 300 mg, uéng vao mot bira in chinh hodic uéng 3
lan, mdi lan 1 vién 100 mg cung véi C4c bira in). Liéu ban dau thwong 12 200 mg
mot ngay (uéng mot 1an hoic chia lam 2 1an). Néu cholesterol toan phan trong mau
van con cao hon 4 g/l thi c6 thé tiang lidu 1&n 300 mg/ngay. Can duy tri lidéu ban dau
cho dén khi cholesterol mau tré lai binh thwong; sau d6 c6 thé giam nhe liéu hang
ngay xudng. Phai kiém tra cholesterol mau 3 thang mét 1an. Néu cac thong sé lipid
mau lai tang lén thi phai ting liéu Ién 300 mg/ngay.

Tré > 10 tudi: Can nghién ciru ky dé xac dinh cin nguyén chinh xac caa ting lipid
MAu & tré. CO thé diéu tri thir két hop véi mét ché do dn dwoce kiém soat chit ché
trong vong 3 thang. Liéu téi da khuyén dung 1a 5 mg/kg/ngay. Trong mét so truwong
hop dic biét (ting lipid mau rat cao kém theo ddu hiéu 1am sang ciia vira xo' dong
mach, cha me cO biéu hién tim mach do xo vira trwéc 40 tudi, cO dam dong
xanthom...) thi c6 thé ding liéu cao hom nhung phai do thay thudc chuyén khoa chi
dinh.
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Fenofibrate — Martindale 36t"- M6t sé to HDSD

Uses and Administration

Fenofibrate, a fibric acid derivative, is a lipid regulating drug with actions on plasma lipids similar to those
of bezafibrate (Go to Uses and Administration).

Itis used to reduce low-density lipoprotein (LDL)-cholesterol, total cholesterol, triglycerides, and
apolipoprotein B, and to increase high-density lipoprotein (HDL)-cholesterol, in the management of
hyperlipidaemias (Go to Hyperlipidaemias), including type lla, type llb, type lll, type IV, and type V
hyperlipoproteinaemias.

Fenofibrate is given orally. It is usually given with food to improve bioavailability although this may not be
necessary with all preparations (see Bioavailability, Go to Bioavailability). It is available in a range of
formulations with differing bioavailabilities and the dose is therefore specific to the preparation.

Standard micronised formulations of fenofibrate are available as 67-mg capsules to be taken several times
daily, or as 200- or 267-mg capsules for once daily dosage. The usual initial dose is 67 mg three times daily
or 200 mg once daily; the dose may be reduced to 67 mg twice daily or increased to 67 mg four times daily
or 267 mg once daily according to response.

Preparations with improved bioavailability may be given in doses of around 40 to 160 mg once daily.

Non-micronised formulations may also be available and are given in an initial dose of 200 to 300 mg daily in
divided doses, adjusted according to response to between 200 and 400 mg daily; 100 mg of non-micronised
fenofibrate is therapeutically equivalent to 67 mg of the standard micronised form.

The dose of fenofibrate should be reduced in renal impairment (see Go to Administration in renal
impairment). For the dose of fenofibrate in children, see also Go to Administration in children.




D'ugs@ 'm FAQ | Instructions | Glossary | Contact Us

FDA Approved Drug Producls

Search Results for 'fenofibrate’

Products listed on this page may not be equivalent tc one another.

Click on a drug name for more Information:
Click on a column header to re-sort the table:

Drug Name Active Ingredients

ANTARA (MICRONIZED) FENOFIERATE

FENQFIERATE FENQFIBRATE

FENQFIERATE (MICRONIZED) FENOFIERATE

FEMCFIERIC ATID CHOLINE FENOFIERATE

FENCGLIDE FENOFIBRATE

LIPIDIL FENOFIERATE

LIPGFEN FENOFIEBRATE

TRICOR FENOFIERATE
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Drug Detalls

Drug Name(s) LIPOFEN

FDA Application No. {NDA) 021812

Active Ingredient(s) FENOFIBRATE

Company CIPHER FPHARMS INC

Original Approval or Tentative Approval Date January 11, 2006

Chemlecal Type 3 Naw desage farm

Review Classification 5 Standard review drug

# Thara are no Tharapautlc Equivalants » Label Informatlan
* Approval History, Letters, Reviews, and Related Documents

Froducts on Application (NDA) #021612
Clliek on a column haader ta ra-zort the table:

Drug Name Active Ingredients Dosage Form/Route Marketing
Status

LIPOFEN FENOFIBRATE CAPSULEIORAL Prescriptian
_IPOFEMN FENOFIBRATE CAPSULEORAL Clscantinued
LIPOFEMN FENOFIBRATE CAPSULE.ORAL Prescriptian

Eack w0 Top | Back to Previous Page | Back 1o Drnugs@FDA Homs
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Drug Detalls

Drug Name(s) ANTARA (MICRONIZED)
FDA Application No. {NDA) 021693

Active Ingredient(s) FENOQFIBRATE

Company LUPIN ATLANTIS

Criginal Approval or Tentative Appraval Date Nevember 30, 2004
Chemlcal Type 3 Naw dozage farm

Review Classification 5 Standard review drug

* Tharapsutlc Equlvalents » Labeal Informatlan
« Approval History, Letters, Reviews, and Related Documents

Products on Application (NDA) #0216935
Click on a eolumn haader ta ra-zort tha table:

Drug Name Active Ingredients Strength Dosage FormiRoute Marketing
Status

ANTARA (MICRONIZED) FEMOFIBRATE 43MG CAPSULE:ORAL Prescriztion
ANTARA (MICRONIZED) FEMOQFIBRATE arTMG CAPSULEORAL Discontinued
ANTARA (MICRONIZED) FEMOFIBRATE 130ME CAPSULE;ORAL Prescription
ANTARA (MICRONIZED) FEMOFIBRATE JOMG CAPSULE.ORAL Prescriztion
ANTARA (MICRONIZED) FEMOFIBRATE SOMG CAPSULE.ORAL Prescriztion
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HIGHLIGHTS OF PRESCRIBING INFORMATION
These highlights do not include all the information needed to wuse

LIPOFEN® safely and effectively. See full prescribing information for
LIPOFEN®.

LIPOFEN® (fenofibrate capsules, USP) for oral use
Imitial U.S. Approval: 1993

2.2 Primary Hypercholesterolemia or Mixed Dvslipidemia: The dose
of LIPOFEN 1s 150 mg once daily.

2.3 Severe Hvpertriglvceridemia: The mitial dose 15 20 to 1230 mg per
day. Deosage should be mndividualized according to patient response, and
should be adjusted if necessary following repeat lipid determination at 4 to 8
week mtervals.

The maximum dose of LIPOFEN 15 120 mg once daily.

2.4 Impaired Renal Function

In patients with mild-to-moderate renal impaimment, treatment with
LIPOFEN should be imtiated at a dose of 50 mg per day. and increased only
after evaluation of the effects on renal function and lipad levels at this dose.

fppt.com
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HIGHLIGHTS OF PRESCRIBING INFORMATION

®
These highlights do not include all the information needed to use ANTARA
safely and effectivelv. See full prescribing information for ANTARA.

ANTARA (fenofibrate) Capsules, for oral use
Imitial U.S. Approval: 1993

2.2 Primary Hypercholesterolemia and Mixed Dyslipidemia

The mitial dose of Antara 1s 90 mg per day.

2.3 Severe Hypertriglyceridemia
The mitial dose 1s 30 to 90 mg per day. Dosage should be individualized according to patient

; T t lipid determinations at 4 to 8
week intervals. The maximum dose is 90 mg per day.

2.4 Impaired Renal Function

Treatment with Antara should be initiated at a dose of 30 mg per day in patients having mild
to moderately impaired renal function, and mcreased only after evaluation of the effects on
renal function and lipid levels at this dose. The use of Antara should be avoided in patients
with severe renal impairment [see USE IN SPECIFIC POPULATIONS (8.6) and CLINICAL
PHARMACOLOGY (12.3)].

2.5 Geriatric Patients
Dose selection for the elderly should be made on the basis of renal function [see USE IN
SPECIFIC POPULATIONS (8.0) and CLINICAL PHARMACOLOGY (12.3)].

fppt.com



Cach ghi nhan thudc (to HDSD thudc)

Vé Than trong khi dung thudc (canh bao va than

trong)

a) Cac tinh trang can than trong khi dung thudc:

- Cac xét nghiém hoac tinh trang can danh gia truwéc
khi st dung thudc, cidc bién phdp can thiét dé
gidm thiéu nguy co ADR;

- Cac ADR nghiém trong can canh bao cho CBYT;

- Cac bién phap du phong va phat hién sém cac
triéu chirng cua ADR nghiém trong;

- Cac nguy co lién quan dén khdi dau hodc tam
ngirng diéu tri;

fppt.com



Cach ghi nhan thudc (to HDSD thudc)

Vé Than trong khi dung thudc (canh bao va than

trong)

a) Cac tinh trang can than trong khi dung thubc(tiép)

- Cac doi twong dac biét cé6 nguy co cao ADR
(nghiém trong hoac thuong gap);

- Cac dau hiéu, trieu chirng 1am sang hoac xét
nghiém can theo d&i trong qua trinh diéu trj.

- Cac xét nghiém bj anh hwdng do st dung thudc;

- Canh bao va than trong trén TE lién quan dén do
an toan dai han;

- Cac canh bao, nguy co vé ta duoc;

- Cac nguy co lién quan dén duong dung thubc
khéng chinh xac.

fppt.com
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Cach ghi nhan thudc (to HDSD thudc)

Vé Than trong khi dung thudc (canh bao va than

trong)

b) Cac khuyén cdo dung thudc cho PNCT&CCB:

- Vé viéc str dung thubc & phu nit co kha nang
mang thai hodc dang tranh thai, s&r dung thudc
trong cac giai doan thai ky. (C6 thé cé khuyén cdo
theo d&i thai nhi va tré so sinh, néu cé théng tin);

- Khuyén cdo dung thudc cho phu nitr CCB: nglrng
hodc tiép tuc cho con bu va/hodc ngirng hodc tiép
tuc diéu trj (néu cé day du thong tin);

- B6 sung théng tin vé dnh hudng cla thudc 1én
thai nhi. Néu khong c6 théng tin vé ddc tinh trén
thai nhi, phai ghi ro.
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Cach ghi nhan thudc (to HDSD thudc)

Vé Than trong khi dung thudc (canh bao va than

trong)

c) Anh hudng clia thudc déi véi cong viéc (van hanh

may mac, lai tau xe, lam viéc trén cao ....):

- Ghi r6 : khong anh hudong/ anh hwong khong
dang ké/nhe/trung binh/nang.

- Truong hop chua cé bang chirng: “Chua ghi nhan
dwoc bao cao ADR hoac chua cé nghién clru nao
vé anh hwdang cta thudc 1én kha nang van hanh
may mog, .....”;

- Cung cap thém cac thong tin khac (néu cé) nhu:

khoang thoi gian nhitng ADR nay thuyén giam va

kha nang dung nap thudc khi ti€p tuc st dung.

fppt.com



Cach ghi nhan thudc (to HDSD thudc)

Vé Tuong tac thudc
a) Ghi day du cac twong tac clda thudc voi

cac thudc khac va cac loai twong tac khac

(thirc &n, d6 ubng...).

b) Doi vai thudce thang, thudc ddng y hodc
thudc tir duoc liéu phai néu cac truong
hop kiéng ki khi dung thudc (néu cd).

fppt.com



Cach ghi nhan thudc (to HDSD thudc)

Vé Tuong tac thudc

c) Doi vdi thude hda duwoc ké don: thém

- Twong tac thudc cd y nghia [dm sang dua trén
nhirng dac tinh DLH va DDH;

- Hiu qua cla tvong tac thudc: cac biéu hién 1am
sang (néu cd), anh hudng |én ndng dd thudc trong
mau, cac thdng s6 DPH (thudc/chat chuyén héa cé
hoat tinh), 1én cac két qua xét nghiém;

- Co ché cua tuwong tac da rd rang. Néu khong cé
nghién clru vé twong tac thudc, can ghi ro.

- Tinh twong ky hoéa hoc, vat ly khi tron 1an / dung
dong thoi thudc khac, sy hap phu thubc vao bao bi
ddng goi, bo tiém truyén.
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Cach ghi nhan thudc (to HDSD thudc)

Vé TDKMM

- V&i doi twong TE: mo ta: cac dac diém vé tudbi va
murc d6 ctia ADR trén TE (néu cd); su khac biét co
y nghia 1am sang gitta nguwoi |&n va TE vé dd an
toan cua thudc (néu cd). Néu di dugc dé cip
trong muc khac cda t& HDSD, phai chi dan dén
muc c6 thong tin;

- Néu rd su khac biét cé y nghia 1am sang (vé tan
suat, mirc do nghiém trong, kha nang hoéi phuc va
yéu cau can theo ddi) & nhirng BNDPB (nguwoi cao
tudi, suy gan, suy than, nguwdi bénh cé bénh mac
kém khac) (néu cd).
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Cach ghi nhan thudc (to HDSD thudc)

Vé TDKMM

a) Ghi rd cac truvong hop ngirng sir dung thubc, cac
trwong hop phai thong bao cho bac sy, duoc st
cac ADR c6 thé gap phai khi dung thudc.

b) D6 vdi thudéc hoa duwgc ké don: bd sung
cac ADR theo bang tdm tat (néu cd) : phan
nhdm theo tan sudt: rat thuong giap (ADR >
1/10), thwong gap (1/100 < ADR < 1/10), it gap
(1/1000 < ADR < 1/100), hi€ém gip (1/1000 < ADR
< 1/10000) va rat hiém gap (ADR < 1/10000);
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Cach ghi nhan thudc (to HDSD thudc)

Cac thong tin vé an toan: Cac van dé thuwong gap:

- Thi€u cac thong tin trong muc CCD/ than trong/

twong tac thudc/ tac dung khéng mong mudn...”

- Thi€u cac bién phdap giup phat hién sdm, giam sat,
han ché cac ADR nghiém trong,....

- Cach ghi thong tin cda nhiéu thubc chua phu hop

fppt.com



Cach ghi nhan thudc (to HDSD thudc)

Cac thong tin vé an toan: thiéu thong tin:
Ly do:
-Néu thong tin trong to HDSD dugc tham khao tir

cac sach (DTQG, Martindale,...) thi thuong khong cé
du cac thong tin do khong cap nhat hodc khong du
dung lwvong dé chuyén tai hét thong tin vé an toan
-Vi du: DTQG: chi c6 muc than trong nhung dung

lvong it.

fppt.com
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Oseltamivir- DTQG

Than trong
Vd&i ngudi bénh suy gan

V3&i nguGi bénh suy than vua hoac nang: giam liéu, theo doi
ngudi bénh. Néu db thanh thai creatinine la 10 -30 ml/phut
thi giam liéu diéu tri con 75 mg/ngay udéng trong 5 ngay.

V&i ngudi bénh mac bénh bam sinh khéng dung nap fructose
vi lugng sorbitol cé trong thanh phan ctua ché phdm dang
nudc cao hon liéu gidi han (liéu 45 mg, ngay 2 lan chla 2,69
sorbitol).

Theo ddi ngudi bénh vé cac biéu hién than kinh- tdm than vi
da co bao cao 6 Nhat Ban cho thay co ngudi bénh bi réi loan
than kinh - tam than nhu ty gay thuong tich, hoang tudng,

U lan, co hanh vi bat thudng, dong kinh




fppt.com

Tamiflu - FDA

5 WARNINGS AND PRECAUTIONS

31 Serious Skin/Hypersensitivity Reactions
Cases of anaphylaxis and serious skin reactions mcluding foxic epidermal necrolysis, Stevens-Johnson
Syndrome, and erythema multiforme have been reported mn postmarketing experience with TAMIFLU.

TAMIFLU should be stopped and appropriate treatment mstituted if an allergic-like reaction occurs or 1s
suspected.

3.2 Neuropsychiatric Events

Influenza can be associated with a variety of neurologic and behavioral symptoms that can mclude events such
as hallucinations, delirrum, and abnormal behavior, i some cases resulting in fatal outcomes. These events may
occur in the setting of encephalitis or encephalopathy but can occur without obvious severe disease.

There have been postmarketing reports (mostly from Japan) of delirum and abnormal behavior leading to
mnjury. and in some cases resulting in fatal outcomes, in patients with influenza who were receiving TAMIFLU.
Because these events were reported voluntarily during clinical practice, estimates of frequency cannot be made
but they appear to be uncommon based on TAMIFLU usage data. These events were reported primarily among
pediatric patients and often had an abrupt onset and rapid resolution. The contribution of TAMIFLU to these
events has not been established. Closely monitor patients with mfluenza for signs of abnormal behavior. If
neuropsychiatric symptoms occur, evaluate the risks and benefits of continuing treatment for each patient.



Tamiflu - FDA

3.3 Bacterial Infections

Serious bacterial mfections may begmn with mfluenza-like symptoms or may coexist with or occur as
complications during the course of influenza. TAMIFLU has not been shown to prevent such complications.

54 Limitations of Populations Studied

Efficacy of TAMIFLU i the treatment of mfluenza m patients with chronic cardiac disease and/or respiratory
disease has not been established. No difference m the incidence of complications was observed between the
treatment and placebo groups in this population. No mformation is available regarding treatment of mfluenza in
patients with any medical condition sufficiently severe or unstable to be considered at mmminent risk of
requiring hospitalization.

Efficacy of TAMIFLU for treatment or prophylaxis of mfluenza has not been established m

immunocompromised patients.

Safety and efficacy of TAMIFLU for treatment of mfluenza m pediatric patients less than 2 weeks of age have
not been established. Safety and efficacy of TAMIFLU for prophylaxis of influenza have not been established
for pediatric patients less than 1 year of age.
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Cach ghi nhan thudc (t& HDSD thudc)

Vé Duoc luc hoc, duoc dong hoc

(thudc hda duoc va sinh pham diéu tri).

a) Duoc lwec hoc

- Nhém duwoc ly va m3 ATC cda thubc;

- M0 ta co ché tac dung cta thubc twong &rng vaoi
cac chi dinh duwoc phé duyét va cac ADR cé kha
nang xay ra;

- Tém tat nhirng két qua chinh th{r nghiém |am
sang (néu cd).
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Cach ghi nhan thudc (to HDSD thudc)

Vé Duoc luc hoc, duwoc dong hoc

(thudc hda duoc va sinh pham diéu tri).

b) Dugc déng hoc

- P3c tinh DDH (ADME, tuyén tinh/khdng tuyén
tinh) t/u liéu dung, néng d6 va dang bao ché.
N&u khodng cd, cé thé cung cap théng tin twong
&rng ctia nhirng duwong dung, dang bao ché hoac
liéu dung khac dé thay thé;

- M0 ta su khac biét gitra cac yéu td anh hudng
dén cac thong s6 DDH. Néu cd y nghia |am sang,
phai ghi rd bang cac thdng sé dinh lwong duwoc;
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Cach ghi nhan thudc (to HDSD thudc)

Vé Duoc luc hoc, duwoc dong hoc

(thudc hda duoc va sinh pham diéu tri).

b) Dugc déng hoc

- M@i lién quan gitra liéu, ndbng do, thong s6 DDH
va dac diém clha quan thé;

- V@i TE: néu tdm tat cac két qua tir nhirng nghién
cttu DDH trén tré em va so sanh vdi nguoi lon
(néu cd). Phai chi rd cac dang bao ché duoc st
dung cho cac nghién ctru DDH/TE.
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Cach ghi nhan thudc (to HDSD thudc)

Vé Duoc luc hoc, dugec dong hoc: Cac van dé
-Thong tin DLH chua phu hgp vdi chi dinh cua
thuéc...

-Théng tin DPH khéng phu hop vdi dang bao ché
cua thuéc...

-Nhiéu thudc thiéu théng tin vé DDH trén nhém BN
dac biét.



Dudc dong hoc

Fenofibrat dudc hap thu ngay 6 dudong tiéu héa cung vai thirc an.
Hap thu thudc bi giam nhiéu néu uong sau khi nhin an qua dém.
Thuoc nhanh chéng thuy phan thanh acid fenofibric cé hoat tinh;
chat nay gan nhiéu vao albumin huyét tuong va cé thé day cac
thudc khang vitamin K ra khéi vi tri gan. Néng do dinh trong

huyét tuong xuat hién khoang 5 gid sau khi uéng thuoc. O nguoi
c6 chifrc nang than binh thudng, nira ddgi trong huyét tuong vao
khoang 20 giéd nhung thdi gian nay tang Ién rat nhiéu 6 nguadi
mac bénh than va acid fenofibric tich lily dang ké & ngudi bénh
suy than udng fenofibrat hang ngay. Acid fenofibric dao thai chu
yéu theo nudc tiéu (70% trong vong 24 gid, 88% trong vong 6
ngay), chu yéu dudi dang lién hgp glucuronic, ngoai ra con co
acid fenofibric dudi dang khu va chat lién hgp glucuronic cua no.
Khong thay xay ra diéu gi nghiém trong khi ngung dung fibrat,
tham chi sau khi da diéu tri ldu ngay va cat thudéc dot ngot.




.3 Pharmacokineftics
The extent and rate of absorption of fenofibric acid after administration of
150 mg LIPOFEN capsules are equvalent under low-fat and high-fat fed

conditions to 160 mg TriCor™ tablets.

" The absorption of fenofibrate 1s increased when administered with food.
With LIPOFEN., the extent of absorption 15 increased by approximately 58%
and 23% under high-fat fed and low-fat fed conditions as compared to fasting
conditions, respectively.

In a single dose and multiple dose bioavailability study with LIPOFEN
capsules 200 mg the extent of absomption (AUC) of fenofibnc acid, the
principal metabolite of fenofibrate, was 42% larger at steady state compared
to single-dose administration. The rate of absorption (Cp.y) of fenofibric acid
was 73% greater after multiple-dose than after single-dose admimstration.

fppt.com



Cach ghi nhan thudc (to HDSD thudc)

Vé dang bao ché - Han dung

1. Dang bao ché clda thudc: Ghi ding theo ho so.

2. Han dung:

- Nhuv quy dinh trén nhan;

- Han dung sau khi m& nap bao bi truc tiép (cac
dang thudc chwa phén liéu);

- Han dung sau khi pha ché dai vai thubc bot,
thudc ¢cdm can pha thanh dung dich/hon dich
trudc khi st dung;

- Han dung sau khi m& nap bao bi truc tiép lan
dau déi véi thude dang 1dng da liéu dé udng
hoac dang vién dong chai, lo c6 quy cach dong
gbi l&n (néu cd).
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TOm tat lai vé
ol Cach ghi nhan thudc (t& HDSD thudc)

Viéc chuan bj thong tin HDSD theo huwdng dan
clia thong tw 06/2016/TT-BYT kha nhiéu kho
khan do:

- Yéu ciu bd sung nhiéu théng tin hon so voi
trwdc day, dac biét doi vdi cac thudce cap
phép tu trudc.

- Nén tham khao HDSD thuéc phat minh/
thudc biét dwoc goc/ thudec dwoc cap phép
& cac qudc gia tham chiéu dé cd day du
thong tin

fppt.com
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