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Summary

Several updates were registered in November, including the addition of new reimbursed medicines and expansions of indications for
existing therapies, updated therapeutic protocols, and the National Catalog of medicine prices was updated, while the Ministry of
Health and the National Health Insurance Fund received significant budget increases to ensure continuity of medical services,
personnel payments, and insurance benefits. Looking ahead to December, new and updated therapeutic protocols are expected, new
and updated prices in the Public Catalog of medicine prices, as well as prices for infusion medicines included in CANAMED, and a
Government decision establishing national cancer screening registries for breast, cervical, and colorectal cancers could be adopted
and published.



November Highlights

List of reimbursed and free medicines updated: Approximately 40 new molecules were included in the reimbursement system for the first
time, while for others, the therapeutic area for which they can be prescribed and reimbursed was expanded starting December 1. The
medicines include new therapies and as well as indication extensions for serious chronic diseases, neurological, endocrine, metabolic,
rheumatological, pulmonary diseases, oncological conditions, and rare diseases, which will be available to patients reimbursed.

Therapeutic protocols amended: Almost 20 therapeutic protocols for prescribing and monitoring the treatment with medicines that are
given to the insured on the basis of a medical prescription were updated in November, for medicines that are used to treat conditions such as
type-2 diabetes, acute leukemia, chronic lymphocytic leukemia, renal cell carcinoma, breast cancer, or venous thromboembolism.

National Catalog of medicine prices updated: The National Catalog of medicine prices authorized for marketing in Romania which can be
marketed by entities that are in contractual relations with health insurance houses, county public health departments or with the Ministry of
Health, was updated, with prices for 8 medicines authorized for special needs that required inclusion in CANAMED on an emergency basis,
which entered into force on November 25, and 42 other new prices for medicines, along with price updates and prices removed starting with
December 1.

Second budget correction: The budget of the Ministry of Health was supplemented in the second budget revision of this year, by RON 1.51
billion compared to the level established in the first budget revision, while the budget of the National Single Fund for Social Health Insurance
was increased by RON 1.596 billion, on the revenue side, and by RON 2.233 billion, on expenses for ensuring continuity in the provision of
medical materials and services, for the payment of salary influences for personnel employed in public health units and for the granting and
settlement of sick leave and social health insurance benefits.


https://issuemonitoring.ro/initiatives/cca4667a-1f36-40b9-8abd-166e2c040a65?X-Temporary-Token=eyJhbGciOiJIUzUxMiJ9..BDyHdfMT2oVVNR8PIEKOlY62uLv5IBbgJqBt7sk9gd0ZyuDcKFvIXvrIaKlx_DcWGVw0x9SRR3zOjSqsrHTdZg
https://issuemonitoring.ro/initiatives/00b83fb2-bb5d-40d6-bd8d-4f6ff93da598?X-Temporary-Token=eyJhbGciOiJIUzUxMiJ9..jsvvchXxahd4E7YyVv_WoFKl2Ac-ccrAnXsJU7-cd9iX3C0TRJca9GF6YfpT_Rwa4GcB7jix8YeEi_jQ422ffA
https://issuemonitoring.ro/initiatives/5610afe4-04ee-4b65-8d87-7f095891d68f?X-Temporary-Token=eyJhbGciOiJIUzUxMiJ9..yx2OXmqd3V1Uugbkw5S2WzCEqwW5VKymams4vHW5EDVeZ5B8uoebXKZQqH2jElHbYeXMHXIX7nvxYIuVobGf6g
https://issuemonitoring.ro/initiatives/7f01d695-524f-4c8f-b956-2ed2f00ec9b8?X-Temporary-Token=eyJhbGciOiJIUzUxMiJ9..yGJS9oyZnjIf6TZUGmXO0HChA0qiwfGmJqCI-0Y25__s6lEFn7Z7X2rb39oBVnXlF5JRk5goisYG6ogcEGhbdg

What to expect in December

New therapeutic protocols: After several protocols for prescribing and monitoring the treatment with medicines that are given to the insured
based on a medical prescription were updated last month, approximately 14 new protocols should be introduced in December, and more
than 10 other protocols updated. The list of conditions includes chronic primary immune thrombocytopenia, chronic obstructive pulmonary
disease, renal carcinoma, spinal muscular atrophy, severe asthma, or metastatic breast cancer.

Public Catalog of medicines updates: The National Catalog containing the maximum prices of medicines which can be marketed by
pharmacies or other entities that are not in contractual relations with health insurance houses, county public health departments or the
Ministry of Health, will be updated with approximately 40 new prices to be included and over 20 amended, and other removed.

Prices for infusion medicines could be approved: The maximum prices of infusion medicines intended for healthcare units, valid in
Romania, which can be used/marketed by marketing authorization holders or their representatives and wholesale distributors, in accordance
with the new grid of manufacturer price ranges and mark-up rates, could be approved this month, as a draft order is in consultation since
November. Thus, a new annex will be included in CANAMED, containing the respective prices.

Q3 2025 clawback classification: The list relating to the third quarter of 2025, which contains the classification of human medicines
authorized for marketing in Romania and reported by medical service and medicine providers, supported from the National Health Insurance
Fund and the budget of the Ministry of Health, into type I and type II medicines, for which marketing authorization holders owe a quarterly
contribution calculated differentially, should be published in December.

Breast, cervical and colorectal cancer registries: A Government decision that proposes the establishment of the National Breast Cancer
Screening Registry, the National Cervical Cancer Screening Registry and the National Colorectal Cancer Screening Registry, as well as
regulating the modalities for carrying out activities for the establishment of databases resulting from the collection, registration, storage and
classification of data and information on persons eligible to benefit from screening services, for monitoring participation in screening, the
incidence of precancerous and cancerous lesions, assessing the quality of screening medical services and the impact of these medical
services, could be adopted and published in the Official Gazette in December.


https://issuemonitoring.ro/initiatives/93f5d419-2fb0-49da-9400-ed13bac261ad?X-Temporary-Token=eyJhbGciOiJIUzUxMiJ9..wOpNGuBP-qvLvE0rzkPJPJ6G43vy4uLsrzs3BohugUZORpgDYRF0_hQRedfw6XbyNRYZK9_LqS6ftuVu34fcDQ
https://issuemonitoring.ro/initiatives/703fa4a4-fc96-4ea5-9e23-bb75e606c73b?X-Temporary-Token=eyJhbGciOiJIUzUxMiJ9..Fxy0tFkeTbSCz7sRYx1TXe5-3IWiBs7b4nv0RTSk1LlV5ZLTnAmwQ9oQzDqSKF3fd52IrfGA42HdjRlQCnhFIQ
https://issuemonitoring.ro/initiatives/10ba9103-cc2a-461b-bdbf-e671ff433342?X-Temporary-Token=eyJhbGciOiJIUzUxMiJ9..dF8rjfDy2tlOXBWc5nnTtWOPwrWX_e9AFFj9Za2NSp6SJk4JYENZb9T_gjGKIzwrzrnvmQ_8Xg6S1pKoLd9fxQ
https://issuemonitoring.ro/initiatives/8c2f3ccf-d0a8-4d3e-8477-b3e74a98310a?X-Temporary-Token=eyJhbGciOiJIUzUxMiJ9..iKF32FGzKp4DnEqpjoM8e8xzX73XmflrzZXq1BWEuYazklcsIZ41HdPbcgrS9F6wJaCWvyp_iAEQDkRHTb80SA
https://issuemonitoring.ro/initiatives/c8f2e2fd-731f-4f71-91ff-008d0bc3d860?X-Temporary-Token=eyJhbGciOiJIUzUxMiJ9..CkiJfylM2nT3amC74wkKhaHV60QuKC3wq-83hfT45JiwpBz34xsTIIKP8S8PiBzTYG6DaRAkD2sw7rw5HCJ-Yg

