cofrac

Convention MY 633

Section Labaralalres

ATTESTATION D'ACCREDITATION
ACCREDITATION CERTIFICATE
N® 1-1021 rev. 14

Le Comité Frangals d'Accréditation (Cofrac) attesta que :
The French Commitlee for Accreditation (Cafrac) cerdifies that

LABORATOIRE ICARE
N® SIREN @ 4028468917

Satisfait aux exigences de la nome NF EN ISOAEC 17025 : 2017
Fulfils the requirements of the standard

et aux régles d’application du Cofrac pour les activités d'analyses/essaig/étalonnages en ;
and Cofrac rifes of application for the activilies of festing/calibration in;

ENVIRONNEMENT ! ENVIRONNEMENT CONTROLE (AIR, EAU st SURFACES) - QUALITE DE
L'EAL - BIODCONTAMINATION

ENVIRONMENT | CONTROLLED ENVIRONMENT (AIR, WATER and SURFACES) - WATER QUALITY
= BIOCONTAMINATION

EQUIPEMENTS INDUSTRIELS ET PRODUITS DINGENIERIE | SALLES PROPRES ET A
ENVIRONNEMENT MAITRISE

INDUSTRIAL EQUIPMENTS AND ENGINEERING PRODUCTS | CLEAN ROOMS AND ASSOCIATED
CONTROLED ENVIRONMENT

FRODUITS CHIMIQUES ET EIOLOGIQUES, EQUIPEMENTS MEDICAUX | DISPOSITIFS MEDICAUX
- PRODUITS BIO-ACTIFS (MEDICAMENTS, COSMETIQUES, ANTISEPTIQUES ET
DESINFECTANTS)

CHEMICAL AND BIOLDGICAL PRODUCTS, MEDICAL DEVICES | MEDICAL DEVICES - BIOCIDES
AND HYGIENE PRODUCTS (MEDICALS, COSMETICS, ANTISEPTICS AND DISINFECTANTS)

réalisees par/ performed by:

LABORATOIRE ICARE
Bilopdle Clermont-Limagne
Rue Emile Duclaux

63360 SAINT BEAUZIRE

et précisément décrites dans ['annexe technigue jointe
and precisely desoribed in the sifached fechnical appendix

L'accraditation suivant la norme intemationale homologuée MF EN ISOAEC 17025 est la preuve da |a
compétence technique du laboratoira dans un domaine d'aclivités clairement défini et du bon
fonctionnement dans ca laboratoire d'un systéme de management adapté (of. communigué conjoint 150-
ILAC-AF en vigueur disponible sur le site intermmet du Cofrac www. cofrac. fr)

Accredifalion it accordance with the recognised infernational standard NF EN ISOAEC 17025 demonsiratas the
tachmical competence of the laboratory for 8 defined scope and the proper operation in this labombory of an
approprate managomernt Sysiam fseo curment Joint 1SOGLACIAF Communigus avalfable on Cofrac web sito

www. cofrac.ir) .
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Comsantion M= 533

Le Cofrac est signataire de I'sccord multilatéral dEA pour laccréditation, pour les activités objets de 1a
presante attestation,

Cofrac is signatory of the European co-operalion for Accraditation (EA) Multlateral Agreemaent for acoreditation far
the achvities covered by this ceriicate.

Date de prise d'effet / granting date:  01/08/2024
Date de fin de validitad / expins dafe;  31/07/2029

Pour le Directeur Géneral et par délégation
Ot behalf of fhe General Director

La Responsable du Péle Biclogie-Agroalimentaire,
Pole manager - Biology-Agri-food,
Safaa E_I::-Eﬂ_i ABIL

N b

e a

La présente atlestation n'est valide qu'accompagnée de l'annexe lechnigue.
This cerfificate is only vaid ¥ associated with fe lechrical agpendt,

L'aceréditation peut &tre suspendus, modfide cu retrés 4 tout moment. Pour une utilization appropriée, la potee de
I'accréditation et sa validité doient &tre vérifiees sur la site intermet du Cofrac (www cofrac. fr).

The accreditation can be suspended, moaified or withdrawns af any fime. For a proper use, fhe scope of accredifabion ard iis
walicily shouwld be shecked on fe Cofrac website fwsw, cofrac. fil,

Cetle attestation annule et remplace Pattestation N° 1-1021 Rév 13.
Thiz cerlificate cancals and replaces the cortificate AP 1-7021 Réw 13,

Seul e texte en frangais peut engager |a responsabilité du Cofrac.
The Coffac’s Mabilly appifes oy fo the french faxt.

Comité Francaks dAcoréditation - 52, rue Jacques Hillsirst 75012 PARIS
Tal 433 (G 44 868 82 20 = Fax | 33 ()1 44 88 52 2% Siret § 38T 878 487 00031 e cofrac it
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cofrac

Corvenion N 633

Laboratories Section

TECHNICAL ANNEX
to accreditation N° 1-1021 rev. 14

Accreditation relates to the services performed by:

LABORATOIRE ICARE
Biopédle Clermont-Limagne
Rue Emile Duclaux

63360 SAINT BEAUZIRE
In its units:
- ICARE
= PHYSICO-CHEMISTEY/PACKAGING
- MICROBIAL STRAINS
It covers:
TECHNICAL UNIT: ICARE
FIXED SCOPE
l # ENVIRONMENTICONTROLLED ENVIRONMENT (WATER) / Sampling = Collection
(Environmenial fesfing— HP EAY)
CHARACTERISTIC MEASURED OR
SURJECT ACRiei METHOD PRINCIPLE METHOD REFERENCE
Watar
fimciuding wafers descrbead
= Sampling of watar for i Imitarmal method
a5 per (e Phatmacopei, ; s Instarfanenus s=ampling
prrified walsrs, sterile water mr:nrabﬁcgcal ard endotoxin (oingle tun) I{':.EKT.F"|"".,-'.E|.!.|
for injaction, ghly-pertied | @ alyses S0 14638-1
| waferm)

Fixed scope: The labomatory Is recogmzed to e compsient fo pedormn dhe methoos descabed v sifel complansa with the
frathods rmantioned i the scope of acereditalion, Teoimical Changes fo the goerating procedune dve nol permmiied

FIXED AND FLEXIBLE (FLEX1) SCOPE

ENVIRONMENT/IBIOCONTAMINATION / Sampling = Collection
Tests for sesessing asrcbicconiamination — Sampling strategy
CHARAGTERISTIC MEASURED
SUBIECT OR SOUGHT RETHOD PRIMCIPLE METHOO REFERENCE
Salection of sampling and
R — aat: Estaklishment of tha anahrss mathads 1o ba used
o e T R ing sirategy for Detarminaticn of Ehe aurmbes
- Health facitity iclean ampling
| , operating roomj ABESELNG . of samples E;eg;lr;ﬂkﬁﬂ INTO25
it asrcbhoeontaminaton Chioics of measursinet
envirariment, laboratory lacations and periods IR Tena-1
Eetabiishrment af diagnosis Dretermination of
in SR of air microorganism concentrations

Fixed scops: The laboralry is recognized fo be competent fo perfarm the methods described in sinct compliance with the.
rmeftods menfiomad in ihe zeops of eocrediation. Technizal changes o fhe aperaling procedure are mad peymited

* Flaxible scope (FI EX1): The abaraiony is recognized ag compefent fo pefom the mferenced mefhoos and Bair subsegie
rEvisks
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Comantion WN© G33
FIXED AND FLEXIBLE (FLEX1) SCOPE

ENVIRONMENT/BIOCONTAMINATION/Sampling = Collection
 (Tests for assessing aerobioconlaminaton)
CHARACTERISTIC
SUBJECT MEASURED OR METHOD PRINCIPLE METHOD REFERENCE
SOUGHT
Copirolled environment:
. '""EE'::'E:““"W (clean 100M, | \ioble serobic flora Yeasts - | Directimpact sampling (agar | Iniemal method INTO2S
g FOTY Melds culbune mediu] MF EM 17141°
laboralony

- The laboratary is recognized to be competent to perform the methods desciibed in sivict compliance with the
medtads mentionad i e soope of sccreditafion. Techmoal changes o Mhe operalivg prooedure dee ol peoriiod

® Flaxibie scope (FLEXT]: The boralory is moogiized o be corpetent fo perfonm tha refersncen methods snd their subsenue
PSRN,

FIXED AND FLEXIBLE (FLEX1) SCOPE

ENVIRONMENT/BIOCONTAMINATION/Sampling — collection
{Teats for aesassing surface biocentaminalion — Samiping etrategy)
CHARACTERIETIC
SUBJECT WMEASURED OR SOUGHT METHOD PRINCIPLE METHOD REFERENCE

Controlied snvironment: Definition of the measursment
- Heafh faciity {clean target

room, oparating room) | Estabiishmend of the sempling | Selection of samgling and
- Produdiion sbateqy fos assessing surface analysls methods 1o be used

snyiecrmant, bigcantamination Determination of the number of :mg:ﬁd Ll

laborafory samples ifi :
Type of suriace (work Choica of locations A8
SUMACES, parsonnel, 1
lexlies, foor, Estabishment of diagrasis in Detamunation of microarganizm
equipmant) CFLUY surface samipled concentratiane

Fixed geopa: The labomshory 2 eoeagrized fo he compadent fo pedern e methods descibad i 2ol compliasss with he
rretfiods msliangd o e Soope of acoreditalion. Technica) chamnges fa fhe grerafing procedune am nof permitied.

* Flexible scope [FLEX1): The laboratory is recognized o be compedent fo perfom the referenced methods and thelr subsequent
revisans

FIXED AND FLEX1 SCOPE

ENVIRONMENT / BIOCONTAMINATION ! Sampling— Collection
(Tesls fov aesessing sudace hosonfamination)
CHARACTERISTIC I
SLBJECT MEASURED OF SOUGHT METHOD PRINCIFLE METHOD REFERENCE

Controfed enviegnment.
= Health faciiity {clean room,
aparating room) |
- Production emircnment, Viakle asobic llora Yeasts - Callection by conact j Internal method IWTO22
iaboratory Mokds plate appication MF EM 1714%*
Typa of surface {aark 1501 1=
surfaces, parcannel
taxtibas, nmr aq-:lpman'l:l :

W ﬂmfabumr-:lr}' i m:agm'ndm [ -::c:rmp-ursrrri to peviorm the mathods descrbed i sincd complianes with tha
rmedihods mentioned N e 2oope of scorecitation. Technical changes o the operating procedure are ml pemmiiied

® Flexibile scope iﬂEHﬂ.‘ The Inboralony &5 eoogrized o be connpelerd o perfonmn he referenced maffocs and hear sabse goem)
FELLSARS,
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Convertion M 633
FIXED AND FLEXIBLE (FLEX1) SCOPE

ENVIRONMENT/BIOCONTAMINATION/Microbiological analyses
[Tests for as5essing SINTace hiooomanminanion)
CHARACTERISTIC
b MEASURED OR SOUGHT METHOD PRINCIPLE METHOD REFERENGE

Controlled amvironnmant:
- Health facility {clean
room, operating rocm) Viahila Sascbie R Enuwmeration from disect- | intemal nmlhr::d INTO2S
- Produsction Yeasts - Molds kmpact samping (agar NF EN 17141
arviranmenl. culture meadium) IS0 148081+
laboratory
Fivad acope: The laborafory iz recegnized o be compoian! o perfarn the methods described i sidc! compliance with the

maltrods menfiored in the scope of acemdifation. Technical changes o e operating proceaeys are mml pammiffed
* Hexaibie scope (FLEXT): The irboraiory iz recogmizad lo be competent o perform the referenced methads and heir subsaguend
FEVIEIITE.

FIXED AND FLEXIBLE {FLEX1)} SCOPE

ENVIRONMENT/BIOCONTAMINATION/Microbiclogical analyses
{Tests for assessing surmsce hiocontsmination) -
CHARACTERISTIC
e MEASURED OR SOUGHT METHOD PRINCIPLE METHOD REFERENCE
Controlled endronment
= Heslth fadiity (dean room,
operating room) B i
- Production environment, Yiable aerobic flora Yeasls - numeratior from Infernal method INTO25
appiication ISC 14898-1*
Type of purdace (work
surfacas, parsonnal, tacdtibes,
floor, equipmant)

Fixed scope: The laboratary is mcognized f be competent to perforrn the methods described in strict compliance with the
mathails mestioned in the scope of saccredifation. Techmical changes to the operaling procedua ams nof pemmiffed.

* Flexibie scope (FLEX1): The laboratory is recognized 0 be competent to perform the referenced melfrods and their subsequent
rEwiEan g,
FLEXIBLE (FLEX1) SCOPE
# ENVIRONMENTWATER QUALITY! Microbiclogical analyses
(hMiarobinlpgizal analyses of waler — LAZ GTA 23]
CHARACTERISTIC
SLRIECT SRS O AN METHOD PRINCIPLE METHODO REFERENGE

Water from health faciities | Enurneration of iotal viable Enumeration uskig Applicable pharmacopesia:
ardd pharmaneutical and aerabic germs, rem yeasks rnembrane filtration 2.8.12 or USP =G1=
cosmelic grade water and malds Incubation Monographs

Delerminaton of

bactesial endoboxin ;

concentration Applcable

i - RhErmAacopoes:
Water from health facilifies wrsing the Bimulus M .
onagraphs n~ 1187

and MEM|M and Bacterial endotoxins mhﬂﬂ"m |}'$a|ﬂ= ﬂ.lul.l..:l 2814 or USP <85= and
cosmetic grada water lest <161=

Fhoiomeinc methods wilh

bk for itk ; Mathod D

Kinalic colorimatry

Flexible scope (FLEXT)! Tha Jaborsfory (s rmeognized fo ba competant (o perform e referanced melthods amd thed sabiseguan

FRVSTNG,
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FLEXIBLE (FLEX 1} SCOPE

Conventon M* 633

CHEMICAL AND BIOLOGICAL PRODUCTS /BIOCIDES AND HYGIENE PRODUCTS/IMICROBIOLOGICAL TESTS
{Microbiclogical fesls appWed fo phammaceaticals and cosmetics - LAB GTA 19)
AR CHARACTERISTIC
MEASURED OR SOUGHT METHOD FRINGIFLE METHOD REFERENCE
Bactedad endotoxin 1esls
. Determination of the concentration | Photometric method {kinetic Current phanmacoposia
Ernmaruml I sl of bacleral endotoxing usng the colorimedry] with Interference Eg;fﬂg d <i81>
limulus amosbacyte fpsate (LAL} ickenification b
IMethod D
bt
Sterility tese: _
Starila pharmaceuticals | - &=arch for asrobic and anaerabic E’“'a'd_m':"“ '*"“”ﬂm Cusrent phanmacopoela
products hacleria - direct nccalation EP 2.6.1 or USP < 71>
- gaarch for yeasts and molds - membrane fitration Monagraphs
Determination of the number of
] 2 iable rmacr- i
Starila phamaceuticals | Tests on biological indicators for | HEE0 1 mn:rg:wmmmm‘ Inhibiticn | MF EMN IS0 111381
prosd uets etfybene oxide sterilzation Determinafion of value D Strvival- HF EM 133 11138-2
destruclion responss characteristic
Deterrination of the nurmber of
Sterilz phammaceuticals | Tests on bidlogical indicators for | ¥Ae MiCro-organisme NF EN IS0 11138-1
products damp heat sterlization PonreRon S i iR | HFEN 180111383
dazlruclion responss charmckrisks
Determination of the number of
Sterils phamaceuticals | Tests on biclogical indicators for | Yiabie micro-or e hikiion | MF EN 150 11138.1
peaducts diry heat sterdization Do o o TR | NE EN B0 11383
daslruclion responss chasacierslc
Flexible scope (FLEX1): The labarstory is recogrized fa be competent {o perfor the refirenced methods and their subsequant
revisians

FLEXIBLE [FLEX 1) SCOPE

CHEMICAL AND BIGLOGICAL PRODUCTEMEDICAL DEVICES! MICROBIOLOGICAL TESTS
fiflcrobiclogical fests appied to medical devices - LAB GTA 19)
CHARACTERISTIC
RORNELT MEASURED OR SOUGHT METHOD PRINCIPLE METHOD REFERENCE
Bacteral endotoxin tesis )
Destermination of the Photometrie methods with EF';";"* Phﬂﬂfﬂﬂ;mﬂﬂ
Medical devices eoncentiation of backsrial detection of inerference: kinetic | EF ZE14 orUSP <85>
endoloxing using the Limulus colonmedny Methad T
amoebocyle vsate (LAL) lest
Microbial contamination
check: Immersion or alubion then
- Yalldation of the meathod enumaration wsing:
Medical devices far estimating the population - fittration NF EN 150 117371
of micro-orgenisrme - inchusion
- Tests: application of - MPH and athers
the vabidaied method
Slerility tesls carried oul whila
’ - validating & stenksation process: Crirecl inooulaton
Sterile medical devices Helaclion of micr- Saarchusing menbrane St NF EMN IS 11737-2
QrgRNiEm
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Conwention " G353

CHEMICAL AND BIOLOGICAL PRODUCTEMEDICAL DEVICES! MICROBIOLOGICAL TESTS
(Microbiclogical tests applied fo medice) devices - LAB GTA 18)
CHARACTERISTIC
ST MEASURED OR SOUGHT METHOD FRINCIPLE METHOD REFERENCE
Bactenal endoloxin tests:
Datarinlnsticn of the Fhaotarnetric methods with
; : . detaction of inlerfarenca:
Medical devices mnr,ml:[ulm nT bactenal kinatic: colorimetry. I ' ME IS0 11737-3
endotoxins using the Limulus colorimetry
amoebocries lysate (LAL) test
Sterilfty tests outside e context
of slerilisation proosss Current pharmasaposia
validation: Search for asnohic EF 2.5.1 or USSP = T1=
E:::h&aml and aneerobic becters, pessts | SO NIRRT oo [ With validaton of the
and molds {check in partcular oy ' SIP (Sample ltem
thia expiry date parion)
of 8 product)
Cefermmination af the namber of
viable micro-organisms
Medical devices Tests on biokogical indicators for | DRBITIRAION Of growth NF EN IS0 11138-1
ethyleine axide storilizalion Delarmination of valis MF EM 80 11138-2
Survival-destiruction responsa
charactensac
Dretermination of the number of
viabse m-wanlm
Cratarmidnation of growth
Tests on Mologcal indicatorn: for ;
Medical devices dismp hesl @ikrization inhibition MF EN IS0 11138-1
Datarmination of valus D MF EN IS0 11136-3
Survival-destruction responss
charactesishic
Detarmination of the number of
viable micro-organisms
: : Tests on béological Indicetors for | Determination of growth NF EN IS0 11138-1
Medical devices ! inhiblinen
oy heal slenlizetion Detarmination of valius D MF EN 150 11136-3
Survival-destruction response
charachensic

"E- mﬂ seope (FLEXNTL The labosalory is recagmzed o be oompebend is padoern the mefeserced mathods and ther sobsaaquan

TEVISAONS,

FLEXIBLE [FLEX 1) SCOPE

CHEMICAL AND BIOLOGICAL PRODUCTS, MEDICAL EQUIPMENT/MEDICAL DEVICES

Physico-chemical tests

{Tesks for defermining the foxicify of medica! matenaiz and cavices)

{in contact with the patient) | Sthylene hydrochioride and

CHARACTERISTIC
SUBJECT MEASURED OR SOUGHT METHOD PRINCIPLE METHOD REFERENCE
Madical devices Ethylens cxide sterlization Simulated uee sxtraction
sterilizad with ethylans owide | MESHues {ethylens oxide, MF EN IS0 100037

rnethad: Deterrmination by
ERC

| sthylens gycal)
I
Medical devices | Eihylene gxide sterlization Exhaustive tharmal
sterilized wih ethylene oxide | rtues {eihylene oxide, exlraction method: MF EN 1SC 10993-7
{in contact with the patient) | Sthylene hydrochlcrdide and Determmination by GPC
| | Ehiene o)
Haxible scope (FLEXT)E The labotalony is recognized to be compslsnt fo perform e referenced meitods and thelr subsaguend
rEviEions.
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FLEXIBLE (FLEX 1) SCOPE

Convention N® 633

INDUSTRIAL EQUIPMENT ANMD ENGINEERING PRODUCTS/Clean rooms and associated controlled environmant |
Fhysical tests, Performance or proficiency tests

CHARACTERIETIC MEASLURED OR

MEASUREMENT RANGE

METHOD PRINCIPLE

METHOD REFEREMCE

TEST LOCATION

SOUGHT
MF EM |50 1464£-1
Number of particles as a function of =505 Measuramant using an optical particle MF EN |50 14644-3
diameter 2 Class & courtar Good Manufacturing Praclices
(GMP 2022)
BEC type 2 MaatLrarsnt wi : MF EN 12460
biclogical safety Dowmnepesai 0.15 m/a 1o 30 mis e Wil url‘ml. S Good Menufaciuring
b plcia Practices (GMP Z022) On site
cakvingt
Calculsetion following velocily Tampargtura from 0°0
Yolume fiow rale 50 mih 1o 10000 mih measuraments with & hot wine or bo 4070
propeder type anemometar
NF EN 12489 Hurnidity from 5%
o B0%
Diffarantial pressure 0 Pa be 500 Pa Moasurement with pressure gauge
Generation of an aerosol and
Filter integrity 0.01% to 100% dm“:r:':g Lp;”m:‘r’mﬂ”a HF EN 12404

photometer

NF EN 150 14544-3

ELEX] Haxible scope The labaratory is meognized fo ba compedant do perform fhe mfamneed mathods and thair subseguent rewisiong,
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FLEXIBLE (FLEX 1} SCOPE

Comvendion N® §33

INDUSTRIAL EQUIPMENT AND ENGINEERING PRODUCTS/Clean rooms and associaled controlled environment /
Physical tasts, Performance or proficiency tests

of tha filtar with & photomsedar

SUBJECT CIAEAG n::mgunm MEASUREMENT RANGE NETHOD PRINCIPLE METHOD REFERENCE TEBT LOCATION
MF EM IS0 145441
Number of pariclas as a function of =805 Measurament using an opfical particla MF EM IS0 145443
diarmatar = Class 4 codirtar Good Manufacturing Practioas
{GMP 2023y
Counding panicies al reguls Gme
Recovary tima = 3 min intervals afier conjamination with an MNF EM 150 14844-3
asrosnl

Measursmant with a hot wire

——— Q.15 mds 1o 30 mis AT . Hr:EHiEDHEH-I-E
- ved Manufacturing Practices
Measurasmant with a far
0.30mis to 30 mfs S IEFFI'H-PEI (GMP 2022}
Differential pressurs -500 Pa to 500 Pa Measurement with pressure gauge Un aike
Clgan rooms and Temperatuire from
med Temperaiure O'C to 40°C Measurement with a thermametar 0P o 40°C.
cantrodled
anwirommants B% to 90 Hurmiclily from 5%
Febative hurmidity tlar T behaeen 3°C and heeasurament with a hygrametar o S04
407G
B0 mAh o 3500 mAth Measuramani with & balomeater

i MNF EN |50 14844-3

Calculation following velacity

Al Mo 50 mh 1o 10000 it measuramenis with & hot wire type
anemomsaier
Caleulation fallewing velacity
100 m¥h 1o 10000 mih messurements with a propeller type
anemomeisr
Ceneration of an asnssal and
Filter infmgrity Frorm 00196 ba 100% measurament of pensdration downatresm

FLEX flexible scope The laboratory is recognized fo be compeient io penoum the eferenced mathods and their subseguent rewisions,

LAB FORM 37 - Revigion 08 — 08 January

Paga 511




TECHNICAL UNIT 2: PHYSICO-CHEMISTRY/PACKAGING
FIXED AND FLEXIBLE (FLEX1) SCOPE

CHEMICAL AND BIOLOGICAL PRODUCTS, MEDICAL EQUIPMENT/MEDICAL DEVICES/
Physico-chemical tests
CHARACTERISTIC MEASURED
SURIECT OR SOUGHT METHOD PRINCIPLE METHOD REFERENCE
MF IS0 18227
Preparation: Extraction:
Tatal Organic Carban Solidfiquid extraction Intemal method® INT147
Wedical devices (TOC) Determination: Detesmminalion
TOS meter Courrent pharmacopoeia EF
024022044
Solidfiquid axtraction Extraction:
hedical devicas Total hydrocarbons (THC) Determimation: irbermal metiod * INT 102
{388 phage Determination:
chromalography MNF EM 150 2377-2

"Fixod scopa: Th#famrmmﬂﬂgmdhbnwfwﬁhpm’anﬂﬂhﬂmaﬁhﬂdsdascrfbﬂn'mﬂdﬂcunﬁuiwm with tha
methods mentioned in the scope of secreditefion. Technica! chenges fo e aparmiing procedure ane nol pammiied.

Flaxible scope (FLEX1): The laboratory is recogrizad fo be compatent in perform the refeenced methods and their sibsequant
FEFAISTONS,

FLEXIBLE (FLEX 1) SCOPE

=r ENVIRONMENT/WATER QUALITY/Physical-chemical tests

CHARACTERISTIC MEASURED
SUBIECT METHOD P
OR SQUGHT PRINCIPLE METHOD REFERENCE

Currant pharmacopasia EP
2244 and LSP <G5>
Tetal Crganic Carbon {TOCE) Determination: TOC meber | Ewopaan Pharmacoposis
MO00E Purfied water
MO169, Water for injection

Furified water,
Water for injection,
Process watar, pure
sleam

Flexible scope (FLEX1): The inbarriony is recogrized o be compaten io parform the refeenced mathods and thelr subsequent
rawiaians.

TECHMNICAL UNIT 3: MICROBIAL STRAINS
FLEXIELE (FLEX 1) SCOPE

[ CHEMICAL AND BIOLOGICAL PRODUCTS, MEDICAL EQUIPMENTIMEDICAL DEVICES!
Microbiological tests

(20-8 microblological parion)

SUBJECT 5 e =i METHOD FREINCIPLE #ETHOO

OR B0BEHT REFERENCE

Praparation of & celibrated Sfaphylococeus
Addrenus maculum

o Waculm aspiration of & bacleral asrasal
Mask for Determinabon of bacteral through the mask material and a six-stage NF EN 14583
medical usa filiration efficiancy (BFE| impactor (AMNEX B}
Incubation at 37 C Colomy enumeration
Galculation of the efficlency of bactedal
fittradion

Flrﬁ.l'l'b.rl'!t_ﬂ‘! fELEXT): Tha laboratary is ncognised bo ke compefant o parfarm the refarenced mebthods and thair 3|rhsgq|:.r_9.l1! :
TEVTEIENS,
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¥ Accreditation made mandalory under French law, as detailed in the lext cited in refarence in document
Cofrac LAB INF 99 and available from www.colrac.fr.

Granting date: 01/08/2024 Expiry date: 31/07/2029

This fechnical annex cancels and replaces ledhnical annex 1-1021 Rew. 13,

| Comité Frangais d'Acuréditation - 52, rus Jacques Hillsre) 75012 PARIS. '
Tel.: +33 0)1 44 BB 82 20 - Fax: 30 {0)) 44636221 Siret: 367 870 467 00031 wvw.cofrac.ir
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