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I. INTRODUCTION 
 

Based on the review of the quality, safety and efficacy data, the Member States have granted a 

marketing authorisation for Ceftriaxone AshCure 1 g powder for solution for 

injection/infusion, from AshCure Pharma B.V., Netherlands.  

 

Ceftriaxone AshCure 1 g powder for solution for injection/infusion is indicated for the 

treatment of the following infections in adults and children including term neonates (from 

birth):  

• Bacterial Meningitis  

• Community acquired pneumonia  

• Hospital acquired pneumonia  

• Acute otitis media  

• Intra-abdominal infections  

• Complicated urinary tract infections (including pyelonephritis)  

• Infections of bones and joints  

• Complicated skin and soft tissue infections  

• Gonorrhoea  

• Syphilis  

• Bacterial endocarditis  

 

Ceftriaxone AshCure 1 g powder for solution for injection/infusion may be used:  

• For treatment of acute exacerbations of chronic obstructive pulmonary disease in adults  

• For treatment of disseminated Lyme borreliosis (early (stage II) and late (stage III)) in adults 

and children including neonates from 15 days of age  

• For Pre-operative prophylaxis of surgical site infections  

• In the management of neutropenic patients with fever that is suspected to be due to a 

bacterial infection  

 

• In the treatment of patients with bacteraemia that occurs in association with, or is suspected 

to be associated with, any of the infections listed above  

 

Ceftriaxone AshCure 1 g powder for solution for injection/infusion should be co-administered 

with other antibacterial agents whenever the possible range of causative bacteria would not 

fall within its spectrum (see section 4.4).  

Consideration should be given to official guidelines on the appropriate use of antibacterial 

agents. 

 

A comprehensive description of the indications and posology is given in the SmPC. 

 

The marketing authorisation has been granted pursuant to Article of Directive 2001/83/EC 

with Lithuania as the Reference Member state and Austria, Czechia, Germany, Hungary, 

Latvia, Malta and Slovakia as Concerned Member states. The application is based on essential 

similarity with product marketed by N.V. Roche S.A., under the trade name Rocephin 1 g 

powder and solvent for solution for injection, authorised since 1984-12-05 in Belgium. 

 
 

II. QUALITY ASPECTS 
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II.1 Introduction 

 

Ceftriaxone AshCure contains 1 g of ceftriaxone sodium as a drug substance. Drug product is 

presented as almost white or yellowish, crystalline powder, slightly hygroscopic in a 12 ml 

colourless type II glass vial closed with PTFE partly film coated chlorinated butyl rubber 

stopper and sealed with aluminium flip-off seals and packed in a carton. No excipients are 

added. 

 

II.2 Drug Substance 

 

The drug substance ceftriaxone sodium is described in the Ph.Eur. 01/2008:0991.  

The active substance is manufactured by Qilu Antibiotics Pharmaceutical Co. Ltd., China. 

The Certificate of Suitability of the EP (CEP) procedure is used for the active substance. The 

substance is sterile. The re-test period is 3 years if stored either in a sterile anodized 

aluminium tin with a chlorobutyl stopper and an aluminium tear-off cap or in a sterile 

anodized aluminium tin with a bromobutyl rim, an aluminium cover and an aluminium tear-

off cap. 

The active substance specification used by the finished product manufacturer includes tests 

required by the EP monograph for ceftriaxone sodium and additional tests according to the 

CEP. The quality of specification of the active substance is acceptable. Batch analytical data 

demonstrating compliance with this specification have been provided. 

 

II.3 Medicinal Product 

 

The aim of the formulation development studies was to develop the drug products Ceftriaxone 

1 g powder for solution for injection/infusion, which are similar to the reference product 

Rocephin 1 g powder and solvent for solution for injection, produced by Roche. As the 

finished product is only the substance filled in the vials, no specific formulation development 

studies were conducted. Essential similarity of the proposed product with the reference 

product has been shown.  

The manufacturing process includes the main steps of washing and sterilization of primary 

packaging materials, aseptic filling, stoppering, capping and packaging. The manufacturing 

process is adequately described and has been validated with three consecutive batches of the 

smallest and largest size. 

The product specifications cover appropriate parameters for this dosage form. Validations of 

the analytical methods have been presented. Batch analysis has been performed on four 

batches covering the minimum and maximum batch size. The batch analysis results show that 

the finished products meet the specifications proposed. 

Stability data of the final drug product at long-term (25±2°C/65±5% RH), intermediate 

(30±2°C/65±5% RH) and accelerated (40±2°C/75±5% RH) storage conditions have been 

provided. The conditions used in the stability studies are according to the ICH stability 

guideline. The control tests and specifications for drug product are adequately drawn up. On 

basis of the data submitted, a shelf life was granted of 3 years, with storage conditions “This 

medicinal product does not require any special temperature storage conditions. Store the 

container in the outer packaging to protect it from light.” 

 

II.4 Discussion on chemical, pharmaceutical and biological aspects 
 

Based on the submitted dossier, the member states consider that Ceftriaxone AshCure 1 g powder for 

solution for injection/infusion has a proven chemical-pharmaceutical quality. Sufficient controls have 

been laid down for the active substance and finished product. 
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The Applicant commited to include vials stored in inverted position in stability study, and investigate 

them at 6 month, at 24 and 36 month for long-term condition in 2029 

 

 

III. NON-CLINICAL ASPECTS 
 

 

III.1 Introduction 

 

The literature-based non-clinical overview is adequate, and no additional pharmacological, 

pharmacokinetic, or toxicological studies are required for the well-established active 

substance ceftriaxone. Ceftriaxone inhibits bacterial cell-wall synthesis by binding to 

penicillin-binding proteins and demonstrates stability against many beta-lactamases. 

 

III.2 Pharmacology 

 

No new data have been submitted and none are required for this application. 

 

 

III.3 Pharmacokinetics 

No new data have been submitted and none are required for this application. 

 

 

III.4 Toxicology 

No new data have been submitted and none are required for this application. 

 

III.5 Ecotoxicity/environmental risk assessment (ERA) 

 
The ERA provided by the applicant for ceftriaxone showed a PEC of 0.589 μg/L and a PNEC of 0.331 

μg/L, giving a PEC/PNEC ratio of ~1.8. Cyanobacteria were the most sensitive species, while fate 

studies showed the drug is not readily biodegradable. However, OECD 314B with LC-MS confirmed 

β-lactam ring cleavage and loss of antibacterial activity, so the active form does not persist. 

Ceftriaxone is also highly hydrophilic (logKow ≤ –1), with no bioaccumulation concern. Therefore, 

despite the conservative PEC/PNEC >1, the evidence justifies that no further Phase II Tier B testing is 

needed. 

 

 

III.6 Discussion on the non-clinical aspects 

 

No new pharmacodynamic, pharmacokinetic and toxicology data have been submitted, and 

none are required for this application. Although the conservative PEC/PNEC ratio exceeds 1, 

ceftriaxone’s loss of antibacterial activity following β-lactam ring cleavage and negligible 

bioaccumulation potential justify concluding that no further Phase II Tier B testing is 

required. 
 

 

IV. CLINICAL ASPECTS 
 

IV.1 Introduction 

 

Ceftriaxone is a well-known active substances with established efficacy and tolerability. A 

clinical overview has been provided, which is based on scientific literature. The overview 
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justifies why there is no need to generate additional clinical data. Therefore, the member 

states agreed that no further clinical studies are required. 

 

IV.2 Pharmacokinetics 

 

The generic product, Ceftriaxone AshCure 1g powder for solution for injection/infusion 

contains a same active substance “Ceftriaxone Sodium”, same pharmaceutical form i.e., a 

sterile powder for solution for injection/infusion, and the same strength as that of reference 

product, Rocephin. 

• The generic product has the same qualitative and quantitative composition with regard to 

active substance and no excipients as that of reference product. 

• The route of administration for both is the same, intramuscular and intravenous, after 

dilution with the same solvents. Consequently, no differences in the performance is expected. 

• Pharmacodynamic, pharmacokinetic and toxicological properties of Ceftriaxone sodium are 

well known. As Ceftriaxone sodium is a well-known active substance, based on these 

considerations and taking into consideration, Appendix II of the Guideline on the 

Investigation of Bioavailability (BA) and Bioequivalence (BE) – CPMP/EWP/QWP/1401/98 

Rev. 1, Corr ** of 20th January 2010, it can be demonstrated that Ceftriaxone AshCure 1 g 

powder for solution for injection/infusion is similar to the reference product (Rocephin®) and 

thus conclude that the applicant has not to provided BE studies or additional studies. 

 

IV.3 Pharmacodynamics 

No new data has been submitted, and none is required for this application. 

 

IV.4 Clinical efficacy 

No new data have been submitted. 

 

IV.5 Clinical safety 

No new data have been submitted. 

 

IV.6 Risk Management Plan 
 

The MAH has submitted a risk management plan, in accordance with the requirements of 

Directive 2001/83/EC as amended, describing the pharmacovigilance activities and 

interventions designed to identify, characterise, prevent or minimise risks relating to 

Ceftriaxone AshCure 1 g powder for solution for injection/infusion. 
 

- Summary table of safety concerns as approved in RMP 

Important identified risks None 

Important potential risks None 

Missing information None 

 

The Member States agreed that routine pharmacovigilance activities and routine risk 

minimisation measures are sufficient for the risks and areas of missing information. 

 

IV.7 Discussion on the clinical aspects 
 

For this authorisation, reference is made to the clinical studies and experience with the 

innovator products Rocephin. No new clinical studies were conducted. Risk management is 

adequately addressed.  

This generic medicinal product can be used instead of the reference product. 
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V. USER CONSULTATION 
 

The package leaflet has been evaluated via a user consultation study in accordance with the 

requirements of Articles 59(3) and 61(1) of Directive 2001/83/EC. 

The results show that the package leaflet meets the criteria for readability as set out in the 

Guideline on the readability of the label and package leaflet of medicinal products for human 

use. 
 

VI. OVERALL CONCLUSION, BENEFIT/RISK ASSESSMENT AND 

RECOMMENDATION 
 

The adequate evidence to support an acceptable quality, efficacy and safety profile of 

Ceftriaxone AshCure 1 g powder for solution for injection/infusion for the proposed 

indication has been provided. 
 

The decentralised procedure was finalized with a positive outcome on 2026-07-24. 

 

The following post-approval commitment was made: 
Description Due date 

The applicant commits to include vials stored in inverted position in stability 

study, and investigate them at 6 month, at 24 and 36 month for long-term 

condition. 

In 2029 
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Summary Public Assessment Report 

 

Generics 
 

Ceftriaxone AshCure 1 g powder for solution for injection/infusion 

Active substance: ceftriaxone sodium 

 

This is a summary of the public assessment report (PAR) for Ceftriaxone AshCure. It explains 

how Ceftriaxone AshCure was assessed and its authorisation recommended as well as its 

conditions of use. It is not intended to provide practical advice on how to use Ceftriaxone 

AshCure. 

 

For practical information about using Ceftriaxone AshCure, patients should read the package 

leaflet or contact their doctor or pharmacist. 

 

 

What is Ceftriaxone AshCure and what is it used for? 

 

Ceftriaxone AshCure is an antibiotic given to adults and children (including newborn babies). 

It works by killing  

bacteria that cause infections. It belongs to a group of medicines called cephalosporins.   

 

Ceftriaxone AshCure is used to treat infections of   

• the brain (meningitis).   

• the lungs.   

• the middle ear.   

• the abdomen and abdominal wall (peritonitis).   

• the urinary tract and kidneys.   

• bones and joints.   

• the skin or soft tissues.   

• the blood.   

• the heart.  

 

It can be given: 

• to treat specific sexually transmitted infections (gonorrhoea and syphilis).   

• to treat patients with low white blood cell counts (neutropenia) who have fever due to 

bacterial  

infection.   

• to treat infections of the chest in adults with chronic bronchitis.   

• to treat Lyme disease (caused by tick bites) in adults and children including newborn babies 

from 15  

days of age.   

• to prevent infections during surgery. 
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How does Ceftriaxone AshCure work? 

Ceftriaxone inhibits bacterial cell wall synthesis following attachment to penicillin binding 

proteins (PBPs). This results in the interruption of cell wall (peptidoglycan) biosynthesis, 

which leads to bacterial cell lysis and death. 

 

How is Ceftriaxone AshCure used? 

The pharmaceutical form of Ceftriaxone AshCure is powder for solution for injection/infusion 

and the route of administration can be by deep intramuscular injection or intravenous infusion 

over at least 30 minutes (preferred route) or by slow intravenous injection over 5 minutes. 

 

The dose depends on the severity and type of infection; whether the patient is on any other 

antibiotics; patient’s weight and age; how well kidneys and liver are working. The number of 

days or weeks that the patient is given ceftriaxone depends on what type of infection the 

patient have. 
 

The medicine can only be obtained with a prescription. 

 
What benefits of Ceftriaxone AshCure have been shown in studies? 

No additional studies were needed as Ceftriaxone AshCure is a generic medicine that is given 

by infusion/intravenous injection and contains the same active substance as the reference 

medicine, Rocephin. 

 

What are the possible side effects of Ceftriaxone AshCure? 

 

Because Ceftriaxone AshCure is a generic medicine and is bioequivalent to the reference 

medicine, its benefits and possible side effects are taken as being the same as the reference 

medicine. 

For the full list of restrictions, see the package leaflet. 

 

Why is Ceftriaxone AshCure approved? 

 

It was concluded that, in accordance with EU requirements, Ceftriaxone AshCure 1 g powder 

for solution for injection/infusion has been shown to have comparable quality and to be 

bioequivalent to reference medicine. Therefore, the State Medicines Control Agency of 

Lithuania decided that, as for reference medicine called Rocephin, the benefits are greater 

than its risk and recommended that it can be approved for use. 

 

 

What measures are being taken to ensure the safe and effective use of Ceftriaxone 

AshCure? 

 

A risk management plan has been developed to ensure that Ceftriaxone AshCure is used as 

safely as possible. Based on this plan, safety information has been included in the summary of 

product characteristics and the package leaflet for Ceftriaxone AshCure, including the 

appropriate precautions to be followed by healthcare professionals and patients.   

 

Known side effects are continuously monitored. Furthermore new safety signals reported by 

patients/healthcare professionals will be monitored/reviewed continuously as well. 
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Other information about Ceftriaxone AshCure 

 

The marketing authorisation for Ceftriaxone AshCure was granted on 2026-07-24. 

 

The full PAR for Ceftriaxone AshCure can be found on the website https://mri-

production.cts-mrp.eu/home?domain=h. For more information about treatment with 

Ceftriaxone AshCure, read the package leaflet (link) or contact your doctor or pharmacist. 

 

This summary was last updated in 09/2026. 
 

https://mri-production.cts-mrp.eu/home?domain=h
https://mri-production.cts-mrp.eu/home?domain=h
https://mri-production.cts-mrp.eu/home?domain=h
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Viešojo vertinimo protokolo apžvalga 

 

Ceftriaxone AshCure 1 g milteliai injekciniam ar infuziniam tirpalui 

ceftriaksono natrio druska 

 

Trumpa kokybinės dalies apžvalga 

Vaistinė medžiaga ceftriaksono natrio druska aprašyta Europos Farmakopėjoje (EP). 

Veikliosios medžiagos gamintojas pateikė veikliosios medžiagos atitikties Europos 

farmakopėjai sertifikatą (CEP). Veiklioji medžiaga yra yra sterili. Pakartotinio tyrimo 

laikotarpis yra 3 metai, jei laikoma sterilioje anoduotoje aliuminio skardinėje su chlorobutilo 

kamščiu ir aliuminio nuplėšiamu dangteliu arba sterilioje anoduotoje aliuminio skardinėje su 

bromobutilo apvadu, aliuminio dangteliu ir aliuminio nuplėšiamu dangteliu. Gatavo produkto 

gamintojo veikliosios medžiagos ceftriaksono natrio druskos specifikacija yra tinkamos 

kokybės ir atitinka ES gairių reikalavimus. Pateikti serijų analizės sertifikatai atitinka 

patvirtintos specifikacijos reikalavimus. 

Vaistinis preparatas Ceftriaxone AshCure 1 g milteliai injekciniam ar infuziniam tirpalui yra 

beveik balti arba gelsvi kristaliniai milteliai, šiek tiek higroskopiški 12 ml bespalviame 

stikliniame flakone, užkimštame PTFE plėvele iš dalies padengtu chlorinto butilo gumos 

kamščiu ir užsandarintame oranžinės spalvos aliuminio nuplėšiamu dangteliu. Flakonai 

supakuoti į dėžutes po 10 vnt. Gamybos procesas yra tinkamai aprašytas ir validuotas. Gatavo 

produkto išleidimo ir tinkamumo laiko pabaigos specifikacijų kokybė atitinka ES gairių 

reikalavimus. Analizės procedūrų aprašymai pateikti, metodai validuoti. Serijų analizės 

sertifikatai atitinka specifikacijos reikalavimus. Gatavo produkto stabilumo tyrimai atlikti 

pagal ES gairių reikalavimus. Remiantis stabilumo tyrimų duomenimis nustatytas 3 metų 

tinkamumo laikas ir laikymo sąlygos “Šio vaistinio preparato laikymui specialių temperatūros 

sąlygų nereikalaujama. Flakoną laikyti išorinėje dėžutėje, kad vaistinis preparatas būtų 

apsaugotas nuo šviesos.” 

 

 

Trumpa ikiklinikinės ir klinikinės dalies apžvalga 

 

Ceftriaxone AshCure yra receptinis vaistinis preparatas skirtas suaugusiųjų ir vaikų, įskaitant 

naujagimius (nuo gimimo), tokių infekcinių ligų gydymui: 

• bakterinio meningito; 

• visuomenėje įgytos pneumonijos; 

• ligoninėje įgytos (hospitalinės) pneumonijos; 

• ūminio vidurinės ausies uždegimo; 

• intraabdominalinių infekcijų; 

• komplikuotų šlapimo takų infekcijų (įskaitant pielonefritą); 

• kaulų ir sąnarių infekcijų; 

• komplikuotų odos ir minkštųjų audinių infekcijų; 

• gonorėjos; 

• sifilio; 

• bakterinio endokardito. 

 

Ceftriaxone AshCure gali būti skirtas: 

• suaugusiųjų lėtinės obstrukcinės plaučių ligos paūmėjimo gydymui; 

• suaugusiųjų ir vaikų, įskaitant 15 parų ir vyresnius naujagimius, diseminuotos Laimo 

boreliozės (ankstyvosios (II stadijos) ar vėlyvosios (III stadijos)) gydymui; 

• operacijos srities infekcijų profilaktikai prieš operaciją; 

• karščiuojančių pacientų, kuriems yra neutropenija, kai įtariama, kad ją sukėlė 

bakterinė infekcija, gydymui; 
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• pacientų, kuriems yra bakteriemija, susijusi (ar įtariama, kad yra susijusi) su bet kuria 

iš anksčiau nurodytų infekcijų, gydymui. 

 

Ceftriaxone AshCure turi būti vartojamas kartu su kitais antibakteriniais vaistiniais 

preparatais, jei galima ligą sukėlusių bakterijų padermė nepatenka į vaistinio preparato 

poveikio spektrą. 

 

Paraiška registruoti vaistinį preparatą pateikta pagal direktyvos 2001/83/EB 10 str. 1d. 

(„generinis“). Pareiškėjas įrodė, kad vaistinis preparatas Ceftriaxone AshCure 1 g milteliai 

injekciniam ar infuziniam tirpalui yra iš esmės panašus į referencinį vaistinį preparatą 

Rocephin 1 g milteliai injekciniam ar infuziniam tirpalui. 

 

Ceftriaksonas, prisijungęs prie peniciliną prijungiančių baltymų (PBP), slopina bakterijų 

ląstelių sienelės sintezę. Taip nutraukiama ląstelės sienelės (peptidoglikanų) biosintezė ir 

įvyksta bakterijos ląstelės lizė bei žūtis. 

 

Ikiklinikiniai centriaksono farmakodinamikos, farmakokinetikos ir toksinio poveikio aspektai 

anksčiau atliktais referencinio vaistinio preparato tyrimais su gyvūnais yra gerai ištirti. 

Centriaksono toleravimas tirtiems gyvūnams geras, jo saugumo ribos priimtinos. 

 

Ceftriaxone AshCure 1 g milteliai injekciniam ar infuziniam tirpalui yra į raumenis arba į 

veną leidžiamas vaistinis preparatas, jo kiekybinė ir kokybinė sudėtis tokios pat kaip 

referencinio vaistinio preparato Rocephin 1 g milteliai injekciniam ar infuziniam tirpalo. 

 

Remiantis pateiktais kokybės, saugumo ir veiksmingumo duomenimis, decentralizuotoje 

procedūroje dalyvaujančios referencinė valstybė narė (Lietuva) ir pripažįstančios valstybės 

narės (Austrija, Čekija, Vokietija, Vengrija, Latvija, Malta ir Slovakija) nutarė, kad vaistinį 

preparatą Ceftriaxone AshCure 1 g milteliai injekciniam ar infuziniam tirpalui registruoti 

galima ir europinė fazė buvo sėkmingai baigta (210 dieną) 2025-06-03.  

 

Lietuvoje vaistinis preparatas užregistruotas 2026-07-24. 
 


