Hwéng dan tra ciru

nguon goc xuat x&r va HDSD thudc

TS. Pham Thi Thuy Van
Pho trwo'ng BM Duwoc 1am sang — PH Dwoc Ha Noi



NOI DUNG

» Cac khai niém: thudc goc (thude phat minh), thude generic

e CAach tra ctru thong tin cua thudce goc (thude phat minh)



Khai niém:

1. Thuodc phat minh (Innovator pharmaceutical product): la
san pham lan dau tién duogc cap gidy phép luu hanh (thuong 13
duoc bao hd ban quyén sang ché) dua trén nhitng tai liéu vé
hiéu qua, do an toan va chat lugng (theo nhitng yéu cau tai thoi
diém cap phép).

(Khi mot chat da xuat hién trén thi truong trong nhiéu nim co thé

khong xac dinh dugc san pham phat minh dau tién).

2. Thuoce generic (Generic product): 1a mét thudc thanh pham
nham thay thé mot thude phat minh duoc san xuat ma khéng can
giay phép nhuong quyén cuia cong ty phat minh va duogc dua ra thi
truong sau khi bang phat minh va cac doc quyén da hét han. (TT
44/2014//TT-BYT vé dang ky thubc)



Tém tit quy trinh nghién ciru phat trién ciia thude phat minh
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Phat trién |Am sang cta dwoc pham

Giai doan | Giai doan Il
20 — 50 tinh nguyén vién khoe manh Thém 256 4000 nhém
Thu thap dit liéu ban dau bénh nhan - dé
xac dinh bién phap an toan
va hiéu qua ngén han

Thi nghiém trén déng vat dé phat hién
ngd doc cap tinh, tén thuong

cdc co quan, d6 phu thudc vao liédu . s
thudc, doc chuyén hoéa thudc, kinetics, AElictEmll Giai doan IV
tac nhan gy ung thu, 150 - 350 chu thé ¢ Nehién ci 'hA duvé
dot bién té bao/quai thai bénh - xac dinh, e S sau phe duyet

xac dinh cac van dé an toan cu thé

khuyén nghj st dung
an toan va lieu dung
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Bao cao
Phat sinh

Cac thi nghiém

: - . Giai doan IV
tién 1am sang Giai doan | Giai doan I

trén dong vat :Sau - Phé duyét 1

Phat trién Sau dang ky
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Nghién ctru phat trién ciia thudc phat minh — Mot vai con so...

Thuong phai phan loai tir 5.000 dén 10.000 loai hoa chat méi dé co
thé xac dinh khoang 250 hop chat dua vao thir nghiém trén dong vat.
Trong 250 hop chat do, trung binh khong t&i 10 loai cho thay c6 du
tiém ning dé duoc thir giai doan | trén nguoi.

Trong khoang 5-10 hop chat thir trén ngudi, madi co khoang 1 hoat
chat dugc cap phép la thudc

Qua trinh nghién ctru va phat trién thuéc méi 1a mot qué trinh rat kho
khin, ton kém thoi gian va tién bac. Udc tinh phai mat 15 nim dé

dua mot hoat chiat méi ra thi truong, véi chi phi udc tinh khoang
800 triéu — 2 ty USD.




Thuoc phat minh
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Toan b§ thong tin sian pham
ciia HOAT CHAT (chi dinh,
lieu lugng, cach dung, luu y
than trong, TDKMM...) la

ciia thude phat minh

- J

(T rong thoi han thudc phéﬁ\
minh con ban quyeén, chi c6
thuéc phat minh duoc luu
hanh (ddc quyén) dé dam

bao doanh thu bu dap duoc
th phi nghién ctru W




Thuoc generic

\_ J
La mot thude thénh pham nham thay thé mét thudc phat minh dwoc san

xuat khong cé giay phep nhwong quyén ciia cong ty phat minh va dwoc dwa
ra thi trwong sau khi bang phat minh va cac doc quyén di hét han.
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Khong trai qua giai doan | | Do khdng truc tiép nghién cuu,
nghién ctru phat trién day du cac thong tin san pham phai
— gia thanh thap hon so véi | | tham khao tir thudc phét
thube phat minh minh

- AN J




Xay dung cong thirc thudc generic

— can tra ctru thong tin cua thude goc (thude phat minh)

« Tra ctru thong tin san pham duogc cap phép ti
cac co quan quan ly

» Tra ctru thong tin tir cAC nguon tai lidu cap 3



-Cuc quan ly dugce Viét Nam
(hién chwa cé thong tin san pham trén website)
http://www.dav.gov.vn/

- Co quan quan ly thudc va thue pham My (FDA)
http://www.fda.gov/

Trang tra ctru thong tin thudc ctia M§: Cho phép tim kiém thong tin vé cac thude va
san pham luu hanh & My¥

http://dailymed.nlm.nih.gov/dailymed/about.cfm

- Co quan quan 1y dwoc chiu Au (EMA)
http://www.ema.europa.eu/ema/

Trang tra ctru théng tin thudc ctia Anh: Cho phép tim kiém thong tin vé cac thude va
san pham luu hanh & Anh

http://www.medicines.orq.uk/EMC/

- Co quan quan 1y Dwgc pham va San pham y té Uc (TGA)
http://www.tga.gov.au



http://www.dav.gov.vn/
http://www.fda.gov/
http://dailymed.nlm.nih.gov/dailymed/about.cfm
http://www.ema.europa.eu/ema/
http://www.medicines.org.uk/EMC/
http://www.tga.gov.au/

Céc tai liéu cap 3 thuong dung
Duoc thu Quéc gia Viet Nam (da co Dugc thu I1 2015)
Martindale
AHFS
BNF/BNFC
Luuy: ,
-Két cau cua mot chuyén luan trong sach khong giong

vdi yéu cau cac phan ciia to huéng dan sir dung
- Cac thong tin c6 thé khong cap nhat



BO Y TE
CUC QUAN LY DUCE

DRUG ADMINISTRATION OF VIETNAM

$ TIN TUC - SU KIEN

Cong van dinh chinh quyét dinh cap sé dang ky thuéc nwéc ngoai

» Danh sach cac cong ty sén xuat thuoc trong nudc dat
tiéu chuan GMP - WHO dén ngay 09/12/2015

* Quyét dinh dinh chi hoat ddng kinh doanh thudc

» Dinh chi luu hanh va thu héi m§ phdm

* Danh sach cac cong ty nuéc ngoai co thuéc vi pham
chat lwong dot 15

» Cong van dinh chi luu hanh thuéc khong dat tiéu chuan

chét luvgng
VAN BAN QUAN LY RSS 2\
D thao Mau ho so moi thau mua thuoc (27/0: » LAy y kién gop y dw thdo Thong tu

sira doi Théng tuw 23/2013/TT-BYT
huéng dan hoat dong gia cong thude.
» Thong tw sb 44/2014/TT-BYT ngay
25/11/2014 Quy dinh viéc Bang ky

thiiAr

Tai ligu vé mau HO so' moi thau mua thudc kém theo Gidy moi
hop ,sé 171/GM-QLD ngay 26/8/2015 cta Cuc Quan Iy Duoc de
chuén bi cho budi hop ngay Thr 2 (31/8/2015)

Trang thong tin Cuc Quan ly Dwoc: http://www.dav.gov.vn/

English Vietnamese

HINH ANH HOAT DONG

|

TIN NOI BAT

i

Céng van dinh chinh quyét din
cap so dang ky thube nwéc
ngoai

v xin, sinh pham y té dot 29
(b0 sung)

thudc trong nudc dat tiéu
chuan GMP - WHO @én ngay

Quyét dinh ban hanh Danh muyf

|

Danh s&ch cac cong ty san xud

09/12/2015


http://www.dav.gov.vn/

Thir tw, 23/12/2015 | 07:18:15
o Trang chu

o Gidi thiéu

o Quan Iy gia thudc

o Van ban quan ly

o Dy thao van ban QPPL

o Ban ISO - Thu tuc HC

o Déng ky thude

o Quan Iy KD Dwoc

o Quan Iy chat lgng thuoc

o Quan Iy m§j pham

o Quan Iy TTQC thude

BO Y TE

DRUG ADMINISTRATION OF VIETNAM

% PANG KY THUOC RSS 2

Trang:12345678

Cong vén dinh chinh quyét dinh cap s déng ky thudc nwoe ngoai

Cong van dinh chinh quyét dinh rit so dang ky

Cuc Quan Iy Dugc ban hanh cong van s 21970/QLD-DK ngay 25/11/2015 vé viéc diéu chinh ndi dung
trong Quyét dinh s6 442/QD-QLD ngay 10/8/2015 clia Cuc trudng Cuc Quan Iy Dugc vé vigc rit s6 dang
ky, dinh chi luu hanh va thu héi thudc chira hoat chat Biphenyl dimethy! dicarboxylat va thudc chira hoat
chét Cefetamet dang Iuu hanh tai Viét Nam

Cong bd danh muc hoat chat da va dang ¢6 s6 dang Ky Iwu hanh tai Viét Nam

Cyc Quan Iy Dugc ban hanh cdng van s 20257/QLD-BK ngay 29/10/2015 vé viéc cong bo danh myc s
Iwgng s6 dang ky thude clia 905 hoat cht da va dang co s dang ky Iuu hanh tai Viét Nam.

Cong vén diéu chinh quyét dinh cap SBK vac xin va sinh pham y té
Céng van s6 19270/QLD-DK ngay 12/10/2015 cla Cuc Quan Iy Dwoc vé viéc diéu chinh mat s6 ndi dung
frong Quyét dinh s6 380/QD-QLD ngay 14/7/2015 clia Cuc trwéng Cuc Quan Iy Duoc ban hanh danh

miie 31 vir xin cinh nham v té dierve cAn <A dana kv e hanh tai Vst Nam dnt 28

English Vietnamese

HINH ANH HOAT BONG

thudc khdng dat tiéu chuan ch
ltrong

Khuyén co lién quan dén cac
thudc diéu tri dai thao duéng
type 2 nhom (¢ ché chat dong
van chuyén natri-glucose 2 (irc
ché SGLT2) cla cac co quan
quan Iy dugc trén thé gigi
Quyét dinh x( phat hanh chinh
vé thude

Minét Ainh thin hAi A tiAn nhAar




BO Y TE

CUC QUAN LY DUTC

DRUG ADMINISTRATION OF VIETNAM

Pang ky thuéc >>

Céng bé danh muc hoat chat da va dang c6 sé ding ky lwu hanh tai Viét
Nam

Nh&m muc tiéu thuc hién Chién lvoc Quéc gia phat trién nganh Duoc Viét Nam giai doan dén nam 2020
va tdm nhin dén nam 2030 da duoc Thu twéng Chinh phl phé duyét tai Quyét dinh 68/QD-TTg ngay
10/01/2014, trong d6 quan tam dau tu phat trién san xuat thuéc generic chat lwong tét, gia ca hop Iy, tang
kha nang tiép can thudc cla ngudi dan, Cuc Quan ly Dugc ban hanh cdng van sé 20257/QLD-DK ngay
29/10/2015 vé viéc cong bd danh muc sd luwgng sb dang ky thubc clia 905 hoat chat da va dang co sb
dang Ky Iwu hanh tai Viét Nam.

Quay lai Lén trén

File dinh kém :
_Danh_muc_hoat_chat_SDK.zip

Cac tin khac

+ Cong van diéu chinh quyét dinh cap SPK vac xin va sinh pham y té

B o Vel U RErcp W ARSI R Ies TN val LA R S S o PSR e ot ey G ki Rl iy



\’

(0/
W, oF
'-\nmw:\“,-

The tw, 23/12/2015 | 07:22:32
o Trang chu

o Gidi thiéu

o Quan Iy gia thudc

o Van ban quan ly

o Dw thao van ban QPPL

o Ban ISO - Thu tuc HC

o Dang ky thudc

o Quan ly KD Dwoc

o Quan Iy chat lwong thuoc

o Quan Iy m§j pham

o Quan Iy TTQC thudc

o Van phong Cuc

BO Y TE

CUC QUANILY DUTC

DRUG ADMINISTRATION OF VIETNAM

Dang ky thudc >>

Cong bd danh muc hoat chit d va dang cé sb ding ky Iwu hanh tai Viét

Nam

Nham muc tiéu thuc hién Chién luoc Qudc gia phat trién nganh Duogc Viét Nam giai doan dén nam 2020
va tam nhin dén nam 2030 da duoc Thd twéng Chinh phi phé duyét tai Quyét dinh 68/QD-TTg ngay
10/01/2014, trong d6 quan tam dau tu phat trién san xuét thudc generic chat Iwong tét, gia ca hop 1y, tang
khd nang tiép can thudc clia nguai dan, Cuc Quan Iy Dugc ban hanh cong van s6 20257/QLD-DK ngay
29/10/2015 vé viéc cong bd danh muyc sb legng s6 dang ky thude clia 905 hoat cht da va dang co sb

dang ky Iwu hanh tai Viét Nam.

File dinh kém :
_Danh_muc_hoat_chat_SDK.zip

Cac tin khac

+Cong van diéu chinh quyét dinh cp SBK vac Xin va sinh pham y té
+ Théng bao Ve tinh trang s& hiu tri tué hoat chat Ivabradin
+ Thona bao vé tinh trana sé hiru tri tué cta cac hoat chét lwu hanh

Quay lai Lén trén

English Vietnamese

HINH ANH HOAT DONG

TIN NOI BAT
LOng van ainn cni iwu nann
thudc khong dat tiéu chudn ch
lrong
Khuyén cao lién quan dén cac
thudc diéu tri dai thao dudng
type 2 nhém (rc ché chat dong
van chuyén natri-glucose 2 ((ro
ché SGLT2) clia cac co quan
quan Iy dugc trén thé gidi
Quyét dinh xi phat hanh chinh
vé thudc

Quyét dinh thu hoi s0 tiép nhan



Co quan quan 1y thuoc va thuc pham My (FDA)
http://www.fda.gov/
http://dailymed.nlm.nih.gov/dailymed/about.cfm

5C U.S. Department of Health and Human Services

o ) AtoZIndex | Follow FDA | En Espafiol
m U.S. Food and Drug Administration
r A_ Protecting and Promoting Your Health — Q

Home | Food | Drugs | Medical Devices | Radiation-Emitting Products | Vaccines, Blood & Biologics | Animal & Veterinary | Cosmetics | Tobacco Products

Drugs =

Home > Drugs

Spotlight

 Orange Book Search

« National Drug Code Directory

* Drug Shortages




Co quan quan 1y thuoc va thuc pham My (FDA)
http://www.fda.gov/
http://dailymed.nlm.nih.gov/dailymed/about.cfm

Drugs@ FDH FAQ | Instructions | Glossary | Contact Us

FDA Approved Drug Products

Start Over

Search Results for 'ceftriaxone’

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

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

Drug Name Active Ingredients

CEFTRIAXONE CEFTRIAXONE SODIUM
CEFTRIAXONE AND DEXTROSE IN DUPLEX CONTAINER CEFTRIAXONE SODIUM
CEFTRIAXONE IN PLASTIC CONTAINER CEFTRIAXONE SODIUM

ROCEPHIN CEFTRIAXONE SODIUM

ROCEPHIN KIT CEFTRIAXONE SODIUM; LIDOCAINE
ROCEPHIN W/ DEXTROSE IN PLASTIC CONTAINER CEFTRIAXONE SODIUM

Back to Top | Back to Previous Page | Back to Drugs@FDA Home



Overview

Drug Name

Co quan quan 1y thuoc va thuc pham My (FDA)

http://www.fda.gov/

http://dailymed.nlm.nih.gov/dailymed/about.cfm
Drugs@FDA

FDA Approved Drug Products

Start Over Back to Search Results

ROCEPHIN

FAQ | Instructions | Glossary | Contact Us

-

Active Ingredient(s)

Form(s) and
Strength(s) Available

\_

* CEFTRIAXONE SODIUM

* INJECTABLE;INJECTION: EQ 10GM BASE/VIAL ; EQ 1GM BASE/VIAL ; EQ 250MG BASE/VIAL ; EQ 2GM BASE/VIAL ; EQ

500MG BASE/VIAL

* INJECTABLE;INTRAMUSCULAR, INTRAVENOUS: EQ 1GM BASE/VIAL ; EQ 250MG BASE/VIAL ; EQ 2GM BASE/VIAL ; EQ

500MG BASE/VIAL

Details about drugs are organized by FDA Application Number (NDA or ANDA or BLA).

Click on a drug name or application humber to view drug details:
Click on a column header to re-sort the table:

Drug Name and Label Dosage Form/Route Strength Marketing Status Company
FDA Applicati Info
A mber N
ROCEPHIN Label Multiple Form/Routes Multiple Strengths Discontinued HOFFMANN
N\ (NDA # 050585) Available LA ROCHE
m -Hm/ INJECTABLE:INJECTION Multinle Strenaths Discontinued ROCHE




Co quan quan 1y thuoc va thuc pham My (FDA)
http://www.fda.gov/
http://dailymed.nlm.nih.gov/dailymed/about.cfm

Drugs@ FDﬂ FAQ | Instructions | Glossary | Contact Us

FDA Approved Drug Products

Start Over Back to Details

Label and Approval History

Email Link

Drug Name(s) ROCEPHIN
FDA Application No. (NDA) 050585

Active Ingredient(s) CEFTRIAXONE SODIUM

Company HOFFMANN LA ROCHE

Go to Approval History

Label Information

What information does a label include?
e Nete: Il labels are available in electronic format from FDA.

the label approved on 06/30/2015 (PDF) for NDA no. 0505
To see older, ; go to the "Approval History" section of this page. Older labels are for historical information only

and should not be used for clinical purposes.

Approval History
NDA 050585



Co quan quan 1y thuoc va thuc pham My (FDA)
http://www.fda.gov/
http //dallymed nim.nih.gov/dailymed/about.cfm

A REPORT ADVERSE EVENTS | RECALLS

NIH))

ALL DRUGS ‘ HUMAN DRUGS ANIMAL DRUGS

MORE WAYS T0 SEARCH:

This website contains 81071 drug listings as submitted to the Food and Drug Administration (FDA). sare O] [l 2
At the present time, this Web site does not contain a complete listing of labels for approved prescription drugs.

NEWS FDA GUIDANCES & INFORMATION




Co quan quan 1y thuoc va thuc pham My (FDA)
http://www.fda.gov/
http://dailymed.nlm.nih.gov/dailymed/about.cfm

iA REPORT ADVERSE EVENTS | RECALLS

NIH)} VATIONAL LIBR/ DICINE

D v
DAILYMED ‘ A

ALL DRUGS HUMAN DRUGS ANIMAL DRUGS

ceftr

CEFTRIAXONE
ViAT\i| CEFTRIAXONE AND DEXTROSE TABLET/CAPSULE ID TOOL

CEFTRIAXONE SODIUM

This website contains 81071 drug listings as submitted to the Food and Drug Administration (FDA). siare O] @ 2
At the present time, this Web site does not contain a complete listing of labels for approved prescription drugs.

NEWS FDA GUIDANCES & INFORMATION

NailvMed Annniinrements Nriin Cunidancra Camnlianca 2. Dannlatans Infarmatinn



Co quan quan 1y thuoc va thuc pham My (FDA)
http://www.fda.gov/
http://dailymed.nlm.nih.gov/dailymed/about.cfm

NIH )} OF MEDICIN O

D ALL DRUGS HUMAN DRUGS ANIMAL DRUGS MORE WAYS TO SEARCH ¥

DAI LYM ED ( CEFTRIAXONE Q)

DailyMed is no longer displaying pill images from RxImage. For more information, click here. SHARE D u +
Sort By Relevance n < previous | page |1 of 4 | next> ‘ 20 results/pg n

CEFTRIAXONE (ceftriaxone sodium) injection, powder, for solution

DRUG IMACE NDC Code(s): 76126-007-10
SNV AR Packager: AGILA SPECIALTIES PRIVATE LIMITED

CEFTRIAXONE (ceftriaxone sodium) injection, powder, for solution




Co quan quan 1y duoc chau Au (EMA)
http://www.ema.europa.eu/ema/
http://www.medicines.org.uk/EMC/ (Anh)

AL QUTIHILY VI UIT Luivpcall vinuvii

An agency of the European Union

EUROPEAN MEDICINES AGENCY -

SCIENCE MEDICINES HEALTH

Text size: ceftriaxone smpc

Follow us: a m Yuum

Human regulatory Veterinary reqgulatory Committees News & events Partners & networks About us

p Home P Find medicine P Human medicines
Human medicines

European public European public assessment reports [ Email & Print @ Help &) Share

assessment reports

Home

Patient safety
This page allows you to find the European public assessment reports (EPAR) for human medicines published by

Pending EC decisions the European Medicines Agency (EMA).

Withdrawn applications The EMA publishes an EPAR for every medicine granted a central marketing authorisation by the European Commission

fallaiiimm mm mnmnmmmimnmn b lais blha EMA'a Pamamaibban fav Madiaimal Neadiiaba fav Liimamm Hlaa /(AUMRY ENANA ava £l aniankifia



http://www.medicines.org.uk/EMC/
http://www.medicines.org.uk/EMC/
http://www.medicines.org.uk/EMC/

Co quan quan 1y dugc chau Au (EMA)
http://www.ema.europa.eu/ema/

€ | 8 https;//www.medicines org.uk/emc/ C Search

e MedicinesComplet & PubMed | | eTG [1] UpToDate 2= MICROMEDEX B Du lich

2 RoboForm * 4 Logins * §¢ Bookmarks * 12 (logins) ‘ @ Setup Form Filling ‘ B! save @ Generate (3) Home

emc® HOME MEDICINES ~ COMPANIES ~ LATESTUPDATES ~ ABOUTEMC  SIGNUP | LOGIN

Start searching the eMC here

ceftria ﬂ

Ceftriaxone nced search >
ceftriaxone disodium, hydrated
ceftriaxone sodium

bing information for licensed medicines -
s) and Patient Information Leaflets (PILs)

EEEI™EE  ALUVE [YICUISTIIYETICHLS. IDUPIVIGT


http://www.medicines.org.uk/EMC/
http://www.medicines.org.uk/EMC/
http://www.medicines.org.uk/EMC/

Co quan quan 1y duoc chau Au (EMA)
http://www.ema.europa.eu/ema/
http://www.medicines.org.uk/EMC/ (Anh)

emc®

Ceftriaxone ﬁ Advanced search >

Search results for Ceftriaxone

MEDICINES COMPANIES LATEST UPDATES ABOUT EMC SIGN UP | LOGIN

7 results found | All displayed — Save this search @ Discontinued Y Black Triangle (&) Show history
NARROW IT DOWN MEDICINE NAME ACTIVE INGREDIENTS COMPANY NAME
Sort by \ Medicine Name Ato Z v Ceftriaxone 1qg and 2g powder for ceftriaxone sodium
solution for injection or infusion

Stravencon Lid

DOCUMENT TYPE [ P PR I ¥l Y LaTaP I f_‘i
[ Patient Information Leaflet i

[ ]Summary of Product Characteristics

Ceftriaxone 1g Powder for solution for  ceftriaxone sodium
DOCUMENT ATTRIBUTES 1) injection Wockhardt UK Lkd

[JIncludes X-PIL Updated 14-Dec-2015 (9

LEGAL CATEGORIES
[LJPOM - Prescription Only Medicine Ceftriaxone 2q Powder for solution for ~ ceftriaxone sodium

ACTIVE INGREDIENTS : injection/infusion Wockhardt UK Ltd
[ ] ceftriaxone disodium, hydrated Updated 14-Dec-2015 (&)

[ 1eeftriaxnne sodinm


http://www.medicines.org.uk/EMC/
http://www.medicines.org.uk/EMC/
http://www.medicines.org.uk/EMC/

emc®

Co quan quan 1y dugc chau Au (EMA)
http://www.ema.europa.eu/ema/

HOME MEDICINES COMPANIES LATEST UPDATES ABOUT EMC

\Enter medicine name or company

Last Updated on eMC 14-Dec-2015 View changes | Wockhardt UK Ltd Contact defails

1. Name of the medicinal product

2. Qualitative and quantitative
composition

3. Pharmaceutical form

4, Clinical particulars

4.1 Therapeutic indications

4.2 Posology and method of
administration

i o

Bookmark Related Medicines Report Side Effect

1. Name of the medicinal product

E Advanced search >

Ceftriaxone 1g Powder for solution for injection

SIGN UP

LOGIN

Ceftriaxone 1g Powder for solution for injection

2. Qualitative and quantitative composition

Each vial contains ceftriaxone sodium equivalent to 19 of ceftriaxone.
Each gram of ceftriaxone contains approximately82 mg (3.6mmol) of sodium.

For a full list of excipients, see section 6.1.


http://www.medicines.org.uk/EMC/
http://www.medicines.org.uk/EMC/
http://www.medicines.org.uk/EMC/

Co quan quan 1y duoc chau Au (EMA)
http://www.ema.europa.eu/ema/
http://www.medicines.org.uk/EMC/ (Anh)

emc® HOME MEDICINES ~ COMPANIES LATESTUPDATES ~ ABOUTEMC  SIGNUP | LOGIN

Enter medicine name or company m Advanced search >

Rocephin 250mg Powder for Solution for Injection, 1g
Powder for Solution for Injection or Infusion, 2g Powder for
Solution for Injection/Infusion

Last Updated on eMC 03-Sep-2015 View changes | Roche Products Limited Contact details

® s A = &

Summary of Product
Characteristics

Print Bookmark Email Related Medicines Report Side Effect



http://www.medicines.org.uk/EMC/
http://www.medicines.org.uk/EMC/
http://www.medicines.org.uk/EMC/

Co quan quan 1y duoc chau Au (EMA)
http://www.ema.europa.eu/ema/
http://www.medicines.org.uk/EMC/ (Anh)

Package leaflet: Information for the Patient

Rocephin 2 g Powder for solution for injection/infusion
Rocephin 1 g Powder for solution for injection or infusion
Rocephin 250 mg Powder for solution for injection

Ceftriaxone (as Ceftriaxone Sodium)

Read all of this leaflet carefully before you are given this medicine because it contains important
information for you.

- Keep this leaflet. You may need to read it again.

- If you have any further questions, ask your doctor, pharmacist or nurse.

- This medicine has been prescribed for you only. Do not pass it on to others. It may harm them, even if
their signs of illness are the same as yours.

- If you get any side effects, talk to your doctor, pharmacist or nurse. This includes any possible side
effects not listed in this leaflet. See section 4.

What is in this leaflet

‘What Rocephin is and what it is used for

What you need to know before you are given Rocephin
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Possible side effects
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Contents of the pack and other information
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2, What you need to know before you are given Rocephin

You must not be given Rocephin if:

o You are allergic to ceftriaxone or any of the other ingredients of this medicine (listed in section 6).

e  You have had a sudden or severe allergic reaction to penicillin or similar antibiotics (such as
cephalosporins, carbapenems or monobactams). The signs include sudden swelling of the throat or
face which might make it difficult to breath or swallow, sudden swelling of the hands, feet and ankles,
and a severe rash that develops quickly.

o Youare allergic to lidocaine and you are to be given Rocephin as an injection into a muscle.

Rocephin must not be given to babies if:

o  The baby is premature.

o The baby is newborn (up to 28 days of age) and has certain blood problems or jaundice (yellowing of
the skin or the whites of the eyes) or is to be given a product that contains calcium into their vein.
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