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Reformulando temas candentes en estabilidad de
medicamentos elaborados en los Servicios de Farmacia
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ACapacidad que tiene un medicamento para_mantener en el tiempo

las propiedades y caracteristicas propias, dentro de margenes de
calidad establecidos

AEI periodo de tiempo debe de contemplar desde su fabricacion, y
abarcar el tiempo de almacenamiento y de uso (vida util)

AEstamos hablando de conservar las propiedades fisicas, quimicas,
microbioldgicas y biofarmacéuticas que definen a los medicamentos.

The United States pharmacopeia, 40nd rev., and The national formulary, 35th ed. Rockville (MD):Unit&h&tatasopeiaConvention; 2017:166@6.
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Quimica Cada ingredientt_activoconserv&uintegri_dad quim_i_cey lapotencia
declaradeen laetiqueta,dentrode los limitegspecificados

Fisica Seconservardaspropiedadedisicasriginalesentre ellas,aspecto,
palatabilidad, uniformidad, disolucigncapacidadie suspensioén

Microbiolégica Seconservda esterilidado resistenciaa laproliferacionmicrobiana segufos
requisitos especificadokosagentesantimicrobianos(si lo estangonservara
eficaciadentro de los limitesespecificados

Terapéutica No sealterael efectoterapéutico

ToxicolGgica No seproduce ningun aumento significatide latoxicidad

The United States pharmacopeia, 40nd rev., and The national formulary, 35th ed. Rockville (MD):Unit&h&tatasopeiaConvention; 2017:166@6.
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Factores que afectan a la estabilida

Hidrdlisis
Epimerizacién
Descarboxilacion
Deshidratacion
Oxidacién
Descomposicion fotoquimica

Fuerza idnica

Temperatura

The United States pharmacopeia, 40nd rev., and The national formulary, 35th ed. Rockville (MD):Unit&h&tatasopeiaConvention; 2017:166@6.
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A ICH: International ConferenceOn Harmonisation of Technical Requeriments For
Registration of Pharmaceuticals For Human Use.

A Far macopeas: RFE, EP, USP, J P, BP, é
A Guias de sociedades cientifica§ GERPAC
A FDA: Stability testing of drugs substances anddrugs products.

A OMS: Guideline forstability testing of pharmaceutical ingredients and finished
pharmaceutical products.

A Bibliografia : American Journal Health - SystemPharmacy, IJPC, Pharmaceutical
Development and Technology,...
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Home \ ICH Guidelines \ Quality Guidelines

Quality Guidelines

Harmonisation achievements in the Quality area include pivotal milestones such as the conduct of stability studies, defining relevant
thresholds fer impurities testing and a more flexible approach to pharmaceutical guality based on Good Manufacturing Practice (GMP) risk

management.

QIA - QIF Stability

Q2 Analytical Validation

Q3A - Q3E Impurities

Q4A - Q4B Pharmacopoeias

QSA - Q5E Quality of Biotechnological Products

Q6A- Q6B Specifications

Q7 Good Manufacturing Practice

Q8 Pharmaceutical Development

Q9 Quality Risk Management

Q10 Pharmaceutical Quality System

Q11 Development and Manufacture of Drug Substances

Q12 Lifecycle Management

Q13 Continuous Manufacturing of Drug Substances and Drug Products

Q14 Analytical Procedure Development
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Guidance for Industry
Q1A(R2) Stability Testing
ICH HARMONISED TRIPARTITE GUIDELINE of New Drug Substances
and Products
Study Storage condition Minimum time period covered
STABILITY TESTING OF by dafi af submiseion
NEW DRUG SUBSTANCES AND PRODUCTS Longtem* | 25°C - 2'C/O0% RIT& S%RIT |12 mons
or
30°C 4 2°C/65% RH + 5% RH
1AR2
Q ( ) Intermediate** | 30°C + 2°C/65% RH + 5% RI 6 months
Accelerated 40°C £ 2°C/75% RH + 5% RH 6 months
Study Storage condition Minimum time period
covered by data at Study Storage condition | Minimum time perio!] FO\'(’I‘N] by data
submission at
25°C = 2°C/60% RH = 5% RH Long-term °C+3°C 12 months
m* 5°C = 2°C/60° 5% g
Long term 01? . 12 months Accelerated 25°C +2°C/60% RH | 6 months
30°C = 2°C/65% RH + 5% RH 3% RH
Intermediate®* | 30°C = 2°C/65% RH = 5% RH G months © World Health Organization
WHQ Technical Report Series, No. 953, 2009
Accelerated 40°C £ 2°C/75% RH £ 5% RH 6 months
Annex 2
Study Storage condition Minimum time period covered Siabi_lit_v testing of active _pharmaceutical ingredients
by data at submission and finished pharmaceutical products
_ Study ‘Storage condition Minimum time period covered
Long term 3°C=3°C 12 months by data at submission
Long-term® 25°C + 2 °C/40% RH = 5% RHor | 12 months
y 9ro(t L 99 0 s0r 6 months 30 °C + 2 °C/35% RH = 5% AH
Accelerated | 25°C = 2°C/60% RH = 5% RH Intermediate | 30 °C + 2 “C/g6% RH = 5% RH & months
Accelerated 40 °C + 2 °C/not more than & months
(NMT) 26% RH
Study Storage condition Minimum time period covered
7 by data at submission
Long-term 5°C+3°C 12 months
Accelerated® 25°C £ 2 °C/60% RH + 5% RH or
'] 30°C = 2°C/65% RH = 5% RHor | 6 months
30 °C + 2 °C/75% RH = 5% AH

8 http://www.ich.org/fileadmin/Public_Web_Site/ICH_Products/Guidelines/Quality/Q1A_R2/Step4/Q1A_R2__Guideline.pdf

https://www.fda.gov/downloads/drugs/guidances/ucm073369.pdf
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ICH: TEST DE FOTOESTABILIDA

http://www.ich.org/fileadmin/Public_Web_Site/ICH_Products/Guidelines/Quality/Q1B/Step4/Q1B_Guideline.pdf
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