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GMP system implementation and
certification to manufacture
seawater ampoules as a dietary
supplement under ISO 5 air quality

Maria Pellin Amoros !
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Who are we?

. Seawater products

-Dietary supplements

~-Cosmetics )
| | = quinton [~
~-Medical devices isotoniC J
e g
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Who are we?

. Rene Quinton, Biology and Physiology.
. /8 different elements in seawater.
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. Salt concentration of the product

- 3,3% Hypertonic (only seawater)

- 2,1% Hypertonic (seawater + spring water)

- 0,9% Isotonic (seawater + spring water)
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GMP dietary supplements

If these are dietary

supplements, what GMP did

you apply?




AfoZIindex | FollowFDA | FDA Voice Blog

I@A\ U.S. Food and Drug Administration T SEARCH

Protecting and Promoting Your Health Most Popular Searches

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

CFR - Code of Federal Regulations Title 21

© FDA Home © Medical Devices & Databases 'g' ail

New Search Help | More About Z1CFR

TITLE 21--FOOD AND DRUGS
CHAPTER I--FOOD AND DRUG ADMINISTRATION
DEPARTMENT OF HEALTH AMD HUMAM SERVICES
SUBCHAFPTER B--FOOD FOR HUMAN CONSUMPTION

PART 111 CURRENT GOOD MANUFACTURING PRACTICE IN MANUFACTURING, PACKAGING
LABELING. OR HOLDING OPERATIONS FOR DIETARY SUPPLEMENTS

Subpart A-—-General Provisions
£ 111.1 - Who is subject to this part?
5 111.3 - What definiions apply to this part?
% 111.5 - Do other statutory provisions and regulations apply?

Subpart B--Personnel
5 111.8 - What are the requirements under this subpart B for written procedures?
5 111.10 - What requirements apply for preventing microbial contamination from sick ar infected personnel and for hygienic practices?
5 111 .12 - What personnel qualification requirements apply?
5 111.13 - What supervisor requirements apply?
5 111.14 - Under this subpart B, what records must vou make and keep?

Subpart C--Physical Plant and Grounds
£ 111.15 - What sanitation requirements apply to your physical plant and grounds?
5 111.16 - What are the requirements under this subpart C for written procedures?
5 111.20 - What design and construction requirements apply to your physical plant?
5§ 111.23 - Under this subpart C, what records must you make and keep?

Subpart D--Equipment and Utensils
5 111.25 - What are the requirements under this subpart D for written procedures?
5 111 27 - What requirements apply to the equipment and utensils that you use?
£ 111.30 - What requirements apply to automated, mechanical, or electronic equipment?
5 111.35 - Under this subpart D, what records must you make and keep?

Subpart E--Requirement to Establish a Production and Process Control System
5 111 .55 - What are the requirements to implement a production and process control system?
5 111.60 - What are the design reguirements for the production and process control system?

http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm?CFRPart=111
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Application during process

. Raw materials.

How do we apply the GMP in this case»
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. Raw materials.
— Transport
- Sample

— Storage (3-8 °C)
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Application during process
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Application during process

ting Scie

Clean
Weigh and mix Microfiltration water
raw material in 0,22um (Bioburden

1000L reactor




4
OMICSGroup

Conferences

Accelerating Scientific Discovery

Application during process

Dry hot oven >
1202C 6h
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Bioburden
free water

Bioburden
free water

ISO 5 air
quality

Sterilize

Sterilize
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Application during process

. Filling process.

How do we apply the GMP in this case»
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Application during process

. Annual calibration of the . Annual clean room
reactor. validation.

Clase de particulas contenidas en el aire para salas limpias segun

norma UNE-EN-ISO 14644-1

NO clasificacion Valor méximo de la concentracién de particulas
NdeISO  oum o2m  03um  OSm  10um  50um

Clase 1S0 4 10000 2370 1020 352 83

Clase ISO § 100000 23700 10200 3520 832 29

Clase 1S0 6 1000000 237000 102000 35200 8320 293
Clase IS0 7 . : = 352000 83200 2930

| Clase S0 8 = - - 3520000 8320000 29300
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Application during process

. Filtration.

— Sterilize the filters
—- Bubble point after
manufacture
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Application during process

. Oven validated annually

Esterilizacion por calor seco

Tiempo (minutos)

120 150 170 180
Temperatura (" C)

Ref. Manual de cirugia menor (ISBM 84-95913-16-X)
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. Final product

validation

KunTon

LABORATOIRES QUINTON INTERNATIONAL

I INFORME DE ENSAYO : IMQ12'14

DATOS DE LA MUESTRA

Matriz: COMPLEMENTO ALIMENTICIO

Produeto (deseripeién): QUINTON HYPERTONIC 10mL
Referencias (Lote): JEH-01

Fecha de fabriczeion: 10/01/2014

N* Muestra: N.A_

N® Andlisis: 14/22

Fecha de Recepeiin: 27/01/14

Fecha Inicio de Analisiz: 27/01/2014

Fecha Fin de Analisis: 03/02/2014

Recogido por: Juin Francisco Seller

ENSAYOS MICROBIOLOGIA

PNT [DETERMINACIONES UNIDADES RESULTADO CRITERIO
M-604 |Aerobios mesofilos a 37 °C, Recuento ufic/ml| =1 = 10.000
M-604 |Aerobios mesofilos a 22 °C, Recuento ufc;"mli <1 = 10.000
M-604 [Hongos y Levaduras, Recuenfo ufc/mi] <1 <100
M-604 |[Enterobactenaceas, Recuento ufic/ml| =<1 = 100
M-604 |Escherichia coli, Investigacion — AUSENCIA| AUSEI\TCIA}'D]]{
M-604 |Salmoanella/Shighella spp, Tovest. | AUsEnCIA|  AUSENCIA/10m

|Staphylococcus aureus, Investigacion
|Pseudomoena g i nvestig.
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Audit and non-conformities

USLF108

Dietary Supplement cGMP Certification
Audit Report

Organization:

LABORATOIRES QUINTOMN INTERMNATIONAL

Address:

Fol. Ind. Virgen del CarmendC/ Aznar, 6, Cox (Alicante)

Stardard(s):

(<] cGMP Dietary Supplement - 21CFR 111 wersion June 2007
[] codex Alimentarious Food Hygiene CAC/RCF 1-1965

Accreditation Body(s) :

Representative: Maria Pellin Title:

Site(s) audived: Pol Ind. Virgen del CarmenC/ Aznar, 6, Cox Date(s) of audit(s): 7 and 8/07,/2014
[Alicarte)

No. of Employeas: 40 MNe. of Shifts: b |

Lead auditor:

Eugenia Ligorit

Other team memben(s):

This reportis confidential and distribution is limited to the auditteam, client representative and the 5G5 office.

Tampooo se ha documentado un
rantenimiento preventivo interno para
el sistema de aire de b sala blanca o para
las infraestructuras.

Minor
i t Ca of Mon Confor i Dat Reviewsd &
Mo. Requiremen Details of non-conformity Corrective action taken us " mity 2 ¢
ref. proposed action plan reviewsd Aicepted by
Se detecta gue no se dispone de los
Gltimos registros del mantenimiento
semnanal para algunos equipos dave [por
Iz, la llenadora DOGOMO).
1 11195 ejemp nadora 1
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Audit and non-conformities

Certificade de Conformidad ES1416221
Certificate of Conformity ES1415221

SG5 1G5 bénica. SA (Unipersorad} dacars que
5G5S hedea A fUripersonal) deciane thal

LABORATOIRES QUINTON
INTERNATIONAL, S.L.

Pol. Ind. Virgen del Canmen, GV Aznar, 6

03350 Cax (Alcante}

Spam

Cuimplie con s raquisios establacidos e f2 Squiate nom.:
Resulted conform ko the reqrirements of the fofiowing standandt

GMP - Current Good Manufacturing Practices in Manufacturing,
Packaging, Labelling or Holding for Dietary Supplements

Code of Federal Reguiation Title 21 - Food and Drug Administration

(Rev. April 2012}

Aiance de la avdiboia
Seope of the assessment

Produccidn de compiementos alimenticios en solweiones liquidas
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Conclusion

GIMIP

What is not written is not fact

SOP’s  Records Training
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Thanks for your attention

Maria Pellin Amoros

mpellin@quinton.es

31



