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1 Oznake, standardi in opisi Cistosti pri analitskih kemikalijah
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2 Razredi kakovosti proizvajalca Merck
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4 Terminologija in razlaga rokov uporabe kemikalij
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5 Kakovostni program proizvajalca Merck- M-Clarity (MQ100-MQ600)
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MEDNARODNE OZNAKE IN
STANDARDNI PREDPISI NA
PODROCJU ANALITSKIH
KEMIKALLJ
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mednarodni kriteriji zaanalitske
reagentnekemikalije Vsakz

NJ | { poaadgrkol avsi
zagotavljajazanesljivaanalitsko

kakovost

AACS- American Chemical Society

AReag. Ph. Eur.— Reagent, European
Pharmacopoeia

AI1SO- International Organization for
Standardization

Standard Kratek opis Uporaba / poudarek
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ACS Reagent

Chemical Society);
Reagent Chemicals

literaturi; zagotavlja
GAaG2a0 AY

Reag. Ph. Eur.

Evropska farmakopeja
poglavje o reagentih

Primeren zanalitkse
metode po Ph. Eur.; ne
za farmacevtsko
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ISO (ISO 6353)

Standardnternational
Organizatiorfor
Standardizationanalitski
reagentnistandard
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konsistentnost med
serijami; sledljivost In
ponovljivost




31434-M ™ Sigma-Aldrich

Sodium chloride

puriss. p.a JJRGSIEEGENN reag. 15O, reag. Ph. Eur, 299.5%
ACS REAGENT

Oznaka ACS Reagent pomeni, da kemikalija ustreza
kriterijem Ameriskega kemijskega drustva (ACS) iz
publikacije Reagent Chemicals.

V ZDA pogosto uporabljen standard za analizno cCistoco.
Pri metodah iz ameriske literature, ki zahtevajo “use ACS-
grade reagents”, oznaka zagotavlja skladnost s

standardom.

Vecina priporocil USP svetuje uporabo ACS reagent grade.




31434-M ¥ Sigma-Aldrich A

Sodium chloride = | » o
puriss. p.a., ACS reagent, reaqg. ISE‘.I— =99.5% |

REAG. PH. EUR

Oznaka Reag. Ph. Eur. pomeni, da kemikalija ustreza zahtevam
poglavja o reagentih Evropske farmakopeje (Ph. Eur.)

Ne pomeni nujno, da reagent izpolnjuje vse zahteve
farmakopeje za uporabo kot sestavina v zdravilu.
Sklicuje se le na skladnost z zahtevami za laboratorijske
reagente (npr. raztopine, indikatoriji, soli)

Zahteve so pogosto podobne ACS standardu, a ne vedno enake

Reagent oznacen z Reag. Ph. Eur. je primeren za analize po
Evropski farmakopeji, kjer je predpisan ta reagent

Pomembno: To ne pomeni farmacevtske kakovosti za uporabo
kot zdravilo — gre za reagent za laboratorijske analize.



31434-M " Sigma-Aldrich

Sodium chloride

puriss. p.a., ACS reagent- reag. Ph. Eur, =99.5%

Oznaka ISO pomeni, da kemikalija izpolnjuje
zahteve standarda ISO 6353.

Standard je izdala Mednarodna organizacija za
standardizacijo (ISO) in je namenjen analitskim
reagentom

ISO 6353 doloca:
Aminimalne zahteve za kemijsko &istost,
Adovoljene meje nedisto¢,

A standardizirane analitske metode
testiranja,

A zahteve za doslednost kakovosti med
serijami.




Oznaka Pomen Opombe .

L yFEAGal2 p-a- prls.

p.a. pro analysig(za analize)| tradicionalno evropska ACS
ozhaka reagent |
Ph.Eur. -
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reagentneizdelke

31434-M ¥ Sigma-Aldrich
- Oznake tipa p.a., puriss, purum niso mednarodno . .
Pap-a., p ' P Sodium chloride

standardizirane
o o ACS reagent, reaq. ISQ, reaq. Ph. Eur, =99.5%
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RAZLDELITEV BLAGOVNIH ZNAMK MERTK

Merck KGaA Darmstadt, Germany

Merck/MilliporeSigma

Sigma- :
Aldrich® BioReliance®

e.g. Cerilliant®, Mobius®, Amicon®,
Certipur=, ) Clarisolve™,
LiChrosolv®,

Spectroguant®,

TraceCERT®

Trizma®

Ponudimo vam lahko celoten nabor blagovnih znamk Sigma-Aldrich, Supelco in Millipore.



Supelco® je analitska blagovna znamka znoté¢rck Life Science, namenjena
S u p e I c 0 ® Iaboratgrijeql, Ki izvajgjanalitske, raziskovalne in regulirane laboratorijske postopke.
t 2 NI TSt #isold dista topitd, akxalitske standarde, kromatografske kolone in
Analytical Products reagente za zanesljivo laboratorijsko analizo.

Analitski standardi s Topila za instrumentalno analizo
AT A NG A g i xe T Al 2 LIAGCIHPLE, UHPLC in LC-MS
AL FSNB Y 6V Kalibfdcijo is RNIntifikadijo | | ANITEAGYA NITNBRA 6Aa02a

Astandardi zavalidacijo analitskih metod

& Kromatografske kolone
AIPLC in UHPLC kolone
AGCkolonel I NI T t A6YS | LI A C

Reagenti za analitske postopke
Aeagenti zaitracije, spektroskopijo in klasiéne mokre
analize
Aemikalije za rutinsko laboratorijsko analitiko

Karl Fischer reagenti
ANB I 3 Sdblaéanje Usébnosti vode

Testni kompleti in hitra analitika 52§ dzy 8 fic ﬁe}friﬁne X Q’u 2R &

Aompleti zaanalizo vode, hrane in okoljskih vzorcev
AB O A biwb3Jaboratorijsko testiranje



MERCK SUPELCO 1

RAZREDI KEMIKALIJ

EMSURE EMPARTA

Regulations ACS, ISO (6353), Reag. Ph Eur ACS None
Regulatory  support ACoAbS ACoAbGS ACoAbS

A MSDS A MSDS A MSDS

A BSE/TSE certificates A BSE/TSE certificates

A EMSURE® Quality

Documentation

Purity 99,7 T 99,9% 99,0 T 99,5% 99%
Number of  specified Upto 70 ~ 10 4-5
parameters
Customer Segments All regulated industries Less regulated industries Non regulated industries

A Pharma A Chemical A Research

A Food A Academia

Example Highly demanding lab Routine lab applications Basic lab applications (e.Q.
Applications applications (e.g. Pharma QC) Cleaning, Extraction, synthesis,

purification)
Chemical Production




EMSURE® - Najvisja kakovost Merckovih reagentov

tons! oarametere EMSURE® A kakovostni razredMiQ300 ali vet ] ) ]
for EMSURE® A~ANRT1S AQLISOAFALFOAZCS AYy AGISO,RY 2 &
Additional parameters

A DokumentacijasDS, CoA, dodatno izjava o poreklu sestavin, BSE/TSE
OSNIATFALIG 066S NBESOlIyily20 L2 L

for IS0 6353

Additional parameters
for Reag. Ph Eur

Zakaj EMSURE:

A Za zahtevne analize: farmacevtska @didiranemetode

- At NBRYZ2&4UAY T YFy20lLyl @FNRFIOALYZ2a
LIZ2Y I gt 2l yel 2 tF02S NBYGAI AZSS
Slogan:
"Whenyouwant to be morethan sure,chooseEMSURE"
Sodium chloride for analysis 1.00014 W Supelco
EMSURE®™ ACS, IS0, Reaqg. Ph Eur

(Cat. No. 106404) Acetone

for analysis EMSURE® ACS,ISO,Reaq. Ph Eur



EMPARTA® - Standardna linija Merckovih reagentov

.« ge s EMSURE® EMPARTA®
AVierckovasrednja linija reagentov S etandard
A f | SAESH Ypto analysis” kakovost grade grade

ASkladnost ACS zahtevami za reagente

AVianj specificirani parametri kot EMSURE, vendar povse |y«

dovolj zarutinsko laboratorijsko delo

Specification

Kdaj uporabiti EMPARTA: Cortificate of
Aanesljivi reagenti za vsakodnevno delo analysis
Mrimer: priprava pufrov, pH meritve, rutinske analize BSE/TSE Certificate

Arimerna za laboratorije fivilski, kemiéni industriji, Enhanced

akademske laboratorije documentation
(on request)*

1.07021 9 Supelco

Acetone

for analysis EMPARTA® ACS




EMPLURA® — Osnovna, ekonomicna linija Merckovih
reagentov

hayz20yl fAYyA2lIEZ S12Y2YAGY

EMPLURA BRAVAYIEYS 5LISOAT

Laboratory reagent 2ay20yS yS6Aa0G26
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empLura EMPLURA

Laboratory reagent

Laboratory reagent

Kdaj uporabiti EMPLURA:
AVanj zahtevne aplikacij@reparativnoR St 2 X 6 A O
Al LIANF y2Ss 02f aiugd2z LINBAI ¢

8.22251 W Supelco

Acetone

for preparative purposes, EMPLURA®




EMSURE®

Additional parameters

for EMSURE® MQ level*® Regulatory support

Additional parameters
for ISO 6353

CoA's

MSDS

BSE/TSE certificates

Special documentation on request

EMSURE?® MQ300

Additional parameters
for Reag. Ph Eur

CoA's
EMPARTA® MSDS
BSE/TSE or AQ certificates

ACS

CoA's
MSDS

MQ200

Sodium chloride for analysis
EMSURE™ ACS, ISO, Reag. Ph Eur
(Cat. No. 106404)



Certificate of Analysis Certificate of Analysis Certificate of Analysis

1.00014.0000 Acetons for analysis EMSURE® ACS, 150, Reag. Ph Eur 1.07021.0000  Acetone for analysis EMPARTA® ACS 8.22251.0000 Acetone EMPLURA®
Batch 11464014 Batch 11464021 Batch 11464051
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Sigma-Aldrich.

Lab & Production Materials

>

{ A IV RNAOKBS Ra G gt 21 ASNPRYBMSREGIZ LENLSFS (el Y yasy NJI)\alEQIf
RALFIY280A6YAYS AYRAZAUNRSEALTAY AY LINBAI G2RYAY £ 062N G2NA2SYO®
OAZ2E201AK Z2ZNRRAZ2 1T} fF0o2NXO02NA2a]l2 AY LINRPOSay2 dzLl2Nl o2 o

<) Raziskovalna orodja
CRISPR/agehnologija za urejanje
genoma

reagenti za molekularno biologijo
RAFIy2adA6yL
reagenti

Laboratorijski materiali
YSRAZA T
KAadazt 2071
reagenti za mikroskopijo in diagnostiko

LINRGAGSE Sal

s Kemikalije in reagenti

1SYATFEtAS T 2NHIyAal?2
fFOo2NF G2NRA2all G2LACL L
ACSfeagenti2 / 2 DBNXA 1 EA2S T 1 NITAA&aj]
FLX A1l OA2S

* Specialni produkti
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Sigma-Aldrich uporablja ve¢ konvcencionalnih ali lastnih oznak (Purissp.a, ReagentPIus,
Reagent Grade), kiso formalno standardizirane kot ISO ali Ph. lBorpak so dobri industrijski
Kriteriji za izbiro reagenta glede mamen uporabe,;

Sigma-Aldrich oznaka

Pomen kvalitete

Primerjava z Merck Supelco linijo

vIiagroal FyFtAaGgaglr 1t

objavljive rezultate.

Puriss p.a. % E6AA026 EMSURE®
Mednarodni standard. Ta visokokakovostna top
ACS reagent In anorganski reagenti zagotavljajo ponovljive if EMPARTA®

ReagentPlus®

X PF:Z pLINA YSNY 2 T &aLXd 2
manj strogimi specifikacijskimi zahtevami

DYSugad X A1 OARS Ay (1S4

Reagent Grade

Bop: 6Aa02a0P t NARYSNY

STALISNAYSYyOlFtyS LI &l dEMPLURA®

aplikacije.
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NaCl

All Photos (36)

Compare

Product Mo.

746398

59888

59625

53014

57653

55886

793566

71376

51679

204439

31434-M

56191

71383

Sodi

um chloride

Synonym(s): Halite, NaCl

Linear Formula: NaCl

CAS No.:

7647-14-5 Molecular Weight: 58.44

Description

anhydrous, Redi-Dri ', free-flowing, ACS reagent, >99%

ACS reagent, =99.0%

ReagentPlus®, =99%

Molecular Biology, DNase, RNase, and protease, none detected, =99%
(titration)

BioXtra, =99.5% (AT)

BioReagent, suitable for cell culture, suitable for insect cell culture, suitable
for plant cell culture, =99%

anhydrous, free-flowing, Redi-Dri ', ReagentPlus®, =99%
BioUltra, Molecular Biology, =99.5% (AT)

meets analytical specification of Ph. Eur, BP, USP, 99.0-100.5%
99.999% trace metals basis

puriss. p.a., ACS reagent, reaqg. IS0, reaqg. Ph. Eur, =99.5%

BioPerformance Certified, =99% (titration), suitable for insect cell culture,
suitable for plant cell culture

tested according to Ph. Eur.

Beilstein No.:

3534976

5D5 Pricing
A Expand
4 Expand
i Expand
4 Expand
4 Expand
i Expand
i Expand
A Expand
i Expand
N Expand
i Expand
N Expand
4 Expand

Ime na etiketi pogosto nakazuje
namen uporabe ali posebne lastnosti
reagenta — Cistost, biolosko
primernost, odsotnost vode ali
sledljivost.

Sigma-Aldrich dodatne oznake
reagentov:

Anhydrous ¢ brez vode, za reakcije
206dz0ft 2A QS yI @t 32
MBioUltra / BioXtra / BioReagent ¢
o0A2Et201S ILX ALl OA2S
6AaA026S

AraceCERTCOS NI A FTAOA NI Yy A
materiali, sledljivi standardi

AUSP / Ph. Eur. / 1SO ¢ skladnost z
uradnimifarmakopejskimali

mednarodnimi standardi

AIPLC, UV-Vis spektroskopija, NMR-

Vsak izdelek je opremljen z

namenjenimi specifikacijami, ki

I F324F gt 2kre2 LINRAYSN
analitske aplikacije.



Sigma-Aldrich.

Lab & Production Materials

ACSReagent s

StandarrBasi c Gr ade, Pricel Per
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Anhydr cSwod vent s

Supelco.

Analytical Products

e.g. EMSURE ®

Premium Grade
For demanding and regulated analytical applications

A Highest quality and  reliability

A Specified according to the most important
International norms

A Huge variety of pack sizes and packaging
materials

A Premium grade for all regulated and
demanding lab  applications

Supelco.
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30 let izkusenj na podrocju
laboratorijskega
pohistva.

ACrnNsAe " At AY?0dAd WNOQ tena

3000 projektov.

A Reden razstavljalec na sejmih Analytica in

Achema .

Nasa vizija: postati TOP 5 proizvajalec
laboratorijskega pohistva na svetu.



https://labinterior.de/en/
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Datumi in roki izdelka - pregled

Kaj pomeni Primer

Datum proizvodnje Prvo polnjenje izdelka v primarno embalazo 01.05.2024 h
(Manufacture Date)
Datum sprostitive Serija je prestala analize in je odobrena za prodajo ~ 10.05.2024
(Release Date)
Rok HPOr. abe Obdobje stabilnosti ob pravilnem shranjevanju 24 mesecev > <
(Shelf Llfe) e
Dat.um izteka roka Do kdaj se izdelek sme uporabljati 05/2026 A
(Expiry Date) (do zadnjega dne)

- . | o - ; | - =
Datum ponovnega testiranja Po tem datumu je potrebna ponovna analiza Retest after 48 months ﬁ
(Retest Date)
Brez roka / brez retest datuma Stabilni izdelki — naveden le datum sprostitve Garancija 1 leto od odpreme z

Rok uporabe posameznega produkta bo naveden (v
primeru da obstaja) bodisi na embalazni enoti ali na
analiznem certifikatu.



PREGL
DIGITAL

Novi standard za transformacijo
digitalnega laboratorija .




: : PREGL
mikrogvpold D) pitita

VAS PARTNER ZA LABORATORILJ

PRVI TE VRSTE

Pregl Digital ekrani so prvi vgradni , povezani In

energijsko ? Od At ezdsthmi dzalab net ds.A W

Narejeni za laboratori.

Vgradni ali nadometni.

secdt A d 5 A “ NAdss

e

All Good

Fume hood 2
L.FHT.120.000.270

Booking

05.08.22 | 14:30 -15:30 Erika
08.08.22 | 08:30 -11:00 Max
08.08.22 | 11:00 -15:00 Erik

AKAxEBd dA kaEeN' " dOAA neW N' AW ASs

NeeAnté&r Ae AR DZrAaenAer A
AAANGEAL AW ANARCRes YA

d A

Abnormal Conditions

Drawer Contents

0 Potassium phosphate monoba... 900g 202109
1 Starch 80 g 2024-07
2 Tris 940 g 202206
3 SACHAROSE 1000 g 202206
4 ETHYLENEDIAMINETETRAA... 428 g 2024-07
5 MAGNESIUM SULFATE HEP... 477 g 2026-07

There are more items, check the Pregl Digital App ...




PREGL
mikreapold =) piciTaL

VAS PARTNER ZA LABORATORIJ

PREGL DIGITAL APP

DADZORNA PLO /ALARM @ Enostavno prepoznavanje alarmov

@ﬂec/\er/\ DZi/\AB(lQ/\“IA Add Alarm
A A A G -B A E .B E f E Q A S Selier s aninens 2 .; QO Expiration date

(® Quantity percentage

@ Alarme lahko nastavite
P Aek AAANe ' A Dz A
artikle glede na datume

AAdo LEACLQCL/\NS

Drawer Contents

0 Potassium phosphate monoba... 900
1 Starch 509
2 Tris 940 g
3 SACHAROSE 1000 g 20224
4 ETHYLENEDIAMINETETRAA... 428g 2024-(
5 MAGNESIUM SULFATE HEP... 477 g 2026-(

There are more items, check the Pregl Digital App ...

uporabo in enostavno

nastavitev.

Half of the stock

Dashboard

StOCk nol (Sigm fls=

[34863-1L

[ Quantity @ Date Time AR User Q@ Mode 53 Type =] Location

x | 1 nol (Honeywell) ~

[34865-5L-M] @ Sml 23.11.2021 11:34 Janez Novak Automatic Kern KDP 3000-2 DEMO Lab 1/ P03-01 /11
Chemicals below minimum
_—_—_—n—————— 49239432 - DEMO Lab 1 > @ 10ml 03.11.2021 15:34 Janez Novak Automatic Kern KDP 3000-2 DEMO Lab 1/ P03-01 /11
xa 0 49239432 - Agitron Lab > @ 5ml 02.11.2021 12:34 Janez Novak Manual /] DEMO Lab 1/ P03-01/11
Chemicals close to expiration date

49239432 - Pregl Digital Lab > @ 300 ml 02.11.2021 10:34 Miha Primerek Manual / DEMO Lab 1/ P03-01 /11

X ’ 3 49239432 - M+P Lab >

Chemicals exceeding expiration date

g 0
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https://www.sigmaaldrich.com/deepweb/assets/sigmaaldrich/marketing/global/documents/367/995/m-clarity-brochure-br3925en-mk.pdf

M-ClarityProgram
A M-Clarity* (MercK) ¢ jasna struktura kakovosti
A Standardizirana razvrstiteMerckovihkemikalij po kakovostnih razredih
A 6 segmentov: MQ13MQ600
A+A02A NITNBR I' aG4NRO2A VIRI2NE OJS6 Gl ftARI OA23
A Pregledna informacija o sledljivosti, specifikacijah in podpori
Ahy2326F OAfa2y2 Al O0ANR NBIFIASYyGl 3t SRS yI | LI A
A Transparentnost brezdomnew I G y 6y 2 @SaiSs (2 LR Y

PRIMER

Properties

Acetone
O Linear Formula: CH3COCH;

PN

HsC CH3  cAsNo. 67-64-1 Molecular Weigh 58.08

grade ACS reagent
Quality Level 300

Agency reag. ISO
reag. Ph. Eur.

t:

All Photos (20) . .
vapor density 2 (vs air)

Compare Product No. Description vapor pressure 184 mmHg (20 °Q)

1.00014 for analysis EMSURE® ACS,ISO,Reag. Ph Eur

- description for analytical purposes

8.22251 for preparative purposes, EMPLURA® for extraction



https://www.sigmaaldrich.com/SI/en/product/mm/100014

MQ100 - osnovni laboratorijski razred
Osnovne kemikalije za rutinsko rabo, brez dodatnih regulativnih zagotovil

MQ200 - konsistentnost brez regulative

wtTAa120FtyS AY AYyRdAAGNRA2E1S FReX A1FOA28Y 1 2S8NJ

MQ300 — nadzorovane laboratorijske aplikacije
Zavalidiranemetode in okolja z visokimi zahtevami po sledljivosti

ANFI T OANBSY Il Gab dxYIS31id O A2 | LI2ZONS | t dz=
Borimeren za farmacevtski QC in uradne laboratorije
S22l 1{2yYUNREIl &LINBYSYO

o

2Raziayz2aid ySé6

AY @S62F UNIYAaALI NByly?2

MQ400 - kriticne in regulirane aplikacije
Strog nadzor proizvodnega procesa, dodatne procesne In serijske kontrole

A 1fedzyA NBIFISYIGA T FFN¥YIFOAZ?2
A minimalna toleranca za variabilnost med serijami

AY RAFIAy2a0A

M9400 = zagotovljene dodatne izjave in certifikati
LT 92 NJ) adz2N2JAY S O NYy2ad
M LINA YAO2AK NIT NBRAK

V4

- P02
Y S

m< C:\

Oy LIN® ¢{9k.
tS yI T KC(

MQ500 & MQGOO — najvisja raven kontrole

A0yS Of dzi SYSft 2S
LIZYSYOYAK &ALINBYS
GA@G2 AY LINRAGI

daSK
I NXB3Idzm |

5
y

—

Chemicals and Consumables

Discriminating Attribute

Quality Standard IS0 9001

Speciiications avallabla

Certificate of Quality or Certificate of Analysis available

A ¢

Release testing 5 performed using established protoool

Written 308 for process controd

Supplier approval process in line with corporate quality programs

Change notification available as an opt-in for individual produwcts.
Motifiable events differ between Quality Segments

Release testing 5 parformed using established or published protoool

Site quality salf-assessment available

Shelf lifefexpiration date is identified if applicable

Audits can be requested by oustomer

Product can be added to a Quality Agreement

Analytical method s verfied

Analytical method may e shared upon request

Quality declarations as required by regulation or product application

Process contral is werified

Supplier approval by paper audit of questionnalre

Original manufacturer discioswre may be requested with slgmned
confldentiality commitmeant

Controls for subcontracting are established

Primary packaging componant control

Original manufacturer discloswre available with signed confidentiality
commitment

Analytical method (s walkdated

Process control |s valkdated

Supplier approval by on-site audit for critical suppliers

Shelf lifefexpiration date is defined by stability study

Risk based approach to controlled conditions for warehouse &
shipping

Original manufacturer disclosure available without {I:If‘ﬁIZIEI"'tiElllt':.'
commitmment

*For selected product groups

O«
[ I‘Ly I\ I\ (< N\E

1 J\JI\ JI 1\ 1



Namen in zahtevnost uporabe

AvQi1o00/maQ200Y aLJX 20yS fFo0o2NY G2NA_2A1S yIf23S oNBI A0NRIAK NBIdZA |
ONMzIAYAT1S IyFftAT ST NIT AaA120fy2 RSt2X AT 20NY OS@lya2So

AVIQ300: napredne laboratorijske analize z nadzorom

(interne validacije metod, potrebe po zanesljivi dokumentaciji)

AviQ400/MQ500/ MQ600Y { NAUGAGYS AY dzNF Ry 2 yIRI2NRGlIYS FFLX AT OAZCS
(zakonsko zahtevane preiskat@makopejskeanalize, certificirane metode)

Dokumentacija in certifikati

AVQ100: osnovna dokumentacija (SDS, osn&od

AvIQ200Y NJ ICorx deBashiyhi analiznimi parametri

AMa30o0Y R2RFOGYA R21dzYSyadaAa o6Al 2F @ 2 L2 NG {sardapreshjtmataO S NI A FA L I G L
AVIQ400 in visje: zagotovljeni certifikati za izvor in varnost surovin

(npr. TSE/BSE izjave za regulirane aplikacije)

M LINA YyAO2AK NIT NBRAK &2 0AcirnddwicSagotbvijehil K12 R23a0G2LIWYA €S yI

Rok uporabe in stabilnost

AVIQ100 / MQ200: praviloma brez navedenega roka uporabe

(velja standardna garancija; izjema so znano nestabilni reagenti in SUPELCO EMPARTA, EMPLURA linija)

AVIQ300 in visje: uradno definiran in naveden rok uporabe

AMQ500/ MQ600Y NP ] dzLl2NJI 6S GSYSfte2A yI adloAatyz2aidyAK OudzRAZH K



- o s Nadzor & . Regulativna
MQ razred Tipicne aplikacije konsistentnost Dokumentacija primernost
Rutinske Specifikacija, osnovr
MQ100 laboratorijske Osnovni hadzor Cg A 4, Ne-regulirano okolje
aplikacije
MQ200 Raziskave, Konsistentnost serij ([wl T OA NBSY Ne-regulirano, a
industrijske aplikacije J I KiSgySal
Q300 Validirane metode, |t 2 S 6 y Yy | CoA+ dodatne izjavel Nadzorovana
farmacevtski QC sprememb OAl @2 NE v §laboratorijska okolja
f x4 oA Obvezni certifikati, .
e O St et qosane komvo, | ETACHE,
PHKacy P TSE/BSE J
. . fOF0Af Y24l .
MQ500 V|spko regullrana Validiraniprocesi obvezna obvestila 0 GMP, regulativni
proizvodnja nadzor
spremembah
bl 21 I KiSOybl 20A 02! Popolna sledljivost +{ YNRA G A 8y S |
MQ600 . . . . .
aplikacije kontrole lifecycle nadzor aplikacije




HVALA ZA POZORNOST
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