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NcTopua CcTaHAapTOB

MepBbin PepepanbHbIN cTaH[apT 209
(CWLWA) BbinyweH B 1963 r.

e Tun nomeweHmnmn (0bblYHbIE, C
OAHOHanpasB/IeHHbIM NMOTOKOM BO34YyXa)
e [logcyéT vactumy pasmepom =0.5 um c
NCMOIb30BAaHWUEM OMTUYECKNX CYHETUNKOB

Penakummu

> 209A - 1966
> 209B - 1973
> 209C - 1987
> 209D - 1988

> 209E - 1992 (pekoMeHaaumMm no MUMKpobrnoaormyeckomy
3arpsa3HeHunio)

CeroaHst YNCTble NOMELLEHMNS
KrnaccuuumpyroTcs no YncToTe
Bo3ayxa no 1S0-14644-1. 310
MEXOYHapPOAHbIN CTaHaapT, OblfT NPUHAT
EC B 1999, B CLWWA B 2001. OgHako,
Hanboree NOHATHOM Knaccudukaumen
YUCTbIX NomeLleHun octaetca PC 209
CLA,




HopMmaTuBbl

KBaJ'Il/ICbMKaLI,MFI N OUEHKA YMNCTbIX MOMELLEHUN OMUCBLIBAIOTCS B cneayrowmnx

cTaHAapTax:
- ISO 14644
- ISO 14698

- EN 17141-2020

Ob6Lwas nHpopMaunsa CoaePKNTCSA TaKxXe B:
« USP <1116>

« FDA CFR 211.42

« WHO 823

« PDA Technical Report 13 (rev 2001)

[JononHnTenbHy MHPOpMaLUIO MO acenTUYeckKnM 30HaM MOXHO Hantu B EU GMP
Annex 1 n FDA aseptic processing guide 2004

— R enc




EN 17141-2020 vs ISO 14698

Application Note MK_ANG6557EN Ver. 1.0

Mi“ipﬂre.w Application Note

Preparation, Separation,

Filtration & Monitoring Products

Impact of the new EN 17141 on the 1SO
14698 Validation of MAS-100%® Air Samplers

General Requirements and Validation

The scope of the new norm is to establish the The basis for an efficient microbial air sampler is a good
requirements, recommendations and methodology physical and biological efficacy:

for microbiological contamination control in clean
controlled environments. The document is limited to
viable microbial contamination and refers to 1S5S0 14644
about non-viable contamination. IS0 14698 is valid
throughout the rest of the world while EM 17141 2020
will replace it in the European Union.

"The physical colfection efficiency is the cut-off size

(d50 value) which defines the aerodyvnaimic egquivalent

particle diameter size at which the sampler coffects 50

%% of the partides in the air f12] f132]. The average

equivalent diameters of microbe-carrying particles

FMOP<) thar form the ofisr are deneraliv larader than | ' 'ERCK



EN 17141-2020 vs ISO 14698

Table 1. Comparison of requirements for sampling devices and microbial air samplersin EN 17141 and
IS0 14698:

Requirements EN 17141 Corresponding Requirements out of 150 14698

Accessibility into the clean controlled environment for the sampling device + Ease of deaning and disinfection or sterilization

+ Ease of handling {weight, size) and operation (ease of
Use, auxiliary equipment, dependence on vacuum pumps,
water electricity, etc.)

Effect of the sampling device on the process or environment to be monitored + Disturbance of unidirectional air flow by sampling
apparatus

+ The exhaust air from the sampling apparatus should not
contaminate the environment being sampled or be re-
aspirated by the device

+ Possible intrinsic addition of wiable particles to the
biocontamination to be measuread

Efficiency and precision of the sampling method + Collection accuracy and efficacy
. a d5i0 walue smaller than 2 pmis wonsidered appropriate . /. For all active + Approprigte suction flow rate for low levels of viable
micrabiological air samplers, the effed s of impact stress and the effect of the airborne particles

media dehydration during the sampling period are further considerations « Appropriate impact/airflow velocity

+ mensitivity of the viable particle to the sampling procedure

BebuHap:

https://www.sigmaaldrich.com/technical-documents/articles/microbiology/short-webinar--the-new-en-17141-and-its-implications-for-
culture.html?&utm_source=rapidmicrobiology.com&utm_medium=sponsored%_?20content&utm_campaign=em®%_20pharma-tid-2020055062

MERRUK




BebuHap 18 HOa6pA

MERRCK The recent 2_020 draft of EU GMP
Upcoming Webinar Annex 1, which regulates the

RORDMRAP TO COMPULIANCE - manufacture, control and release

How the new EU GMP Annex 1 (Draft 2020) is Or‘;dtle,lgi ﬁ]h?ggqgaeustilcsgls that
likely to impact your aseptic manufacturing P ! g

there are comprehensive changes
November 18, 2020

8:00 am EST, 2:00 pm CET to come. This webinar will outline
_ a holistic approach to ensure

continued compliance, taking into

5 : account the expected changes,

peakers: ) .

Aram Montazami including the need for EM

it Dulloie programs and procedures based

on risk analysis.

’

Dr Anne-Grit Klees
Merck KGaA

Register here: https://reqister.gotowebinar.com/reqister/1696808535066850827

Y enc



https://register.gotowebinar.com/register/1696808535066850827

YpPOBHU MUKPOOGBMOTIOrMYeCKOM KOHTaAaMUHALUNKN

Cormparizon of guidelines and regulations of microbial lewd = for clesn rooms

Clezn Clezm Clezn Active air =ampling Settle plates Cort=ct plates
roon rond [cfudrn3]
room grade grade (dizm. S0mm [fuiplate,
grads [EL's (LR skl hours] =urface 24- 30 cmz)
Fed. Stdz0
IS0 Gk 3E]
El's USSP 36 FOA El's UsSP 26 FOA EU's UsP 25 FOA
GhP =1116= 2004 G P =111E= 2004 GhAF =<1116= 2004
I=al=tor / ':'Df_el;t STES (150 5o M < 0,1% MA2, M 201% M, M2 = 0,1% M,
100
& A =1 = %4 1 =1 = %4 1 =1 = %4
[k 25
1000
E = 10 = 30%q T 5 = 30%q 3 5 = 304
[k 5]
10 Qo0
T [ 100 = 504 10 50 = 504 & 25 = 504
[k 55
100 Qo0
g 1] 200 =100 a0 100 - a0 &0 - -
(MES] NACRRC K




NMporpammMa

Llenb - noaTeepanTb:
« CooTBeETCTBME HOpMaTUBaM

« 2dPdheKTUBHOCTb Ae306paboTKN NMOBEPXHOCTEN,
NpoOu3BOACTBEHHOW 30HbLI U 060pyAOBaAHNSA
« (CBeaeHne K MMHMMYMY PUCKOB KpOCC-KOHTaMUHauunmn

Heob6xoaAMMO yuynTbIiBaTb:
 [1pouecchbl B noMeLleHnmn
* PUCK 3KCno3numm NpoayKTa
« TemnepaTypa
« CTagma npouecca
* [1poA0/IKNTENBHOCTb MPOLLECCOB
* [IpMeHnMble MeToAabl

U.S. Phermacopeia
The Standard of Quality™

‘ Environmental Monitoring - PAT 2016

9
r
I

AN

Laboratory

Class C

‘=
s

Sterility Suite

Ineaming
Airl ook

Pre-Gowning Room

Class B
L]

Gowning Area
Class B

. -
Freparation Room

P Class A Dressing Bench

Class A

-
Exit Airlode '

De-Gowning Room
Class B

Laboratory

Class C

+ Each Clean Room class has different limits
+ |50, GMP and local mact & can have different limits

+ Ensure you check which limits you should be using

MERRUK


http://www.google.de/imgres?imgurl=http://www.mitsubishielectric.de/eng/img/iso_logo.gif&imgrefurl=http://www.mitsubishielectric.de/eng/auto_sicherheit.php&usg=__0XaoqdghzFvJG1X67Z38h-kIOcg=&h=205&w=223&sz=5&hl=en&start=1&um=1&itbs=1&tbnid=xAcsF2kvNuq21M:&tbnh=98&tbnw=107&prev=/images?q=ISO+Logo&um=1&hl=en&tbs=isch:1
http://www.google.de/imgres?imgurl=http://www.qiccpl.com/admin/products/gmp.gif&imgrefurl=http://www.qiccpl.com/category.php?q=GMP&usg=__b_y1yiqC_fozeWr6ynSuPzIMip4=&h=609&w=570&sz=126&hl=en&start=2&um=1&itbs=1&tbnid=I3rsybDlfpYAwM:&tbnh=136&tbnw=127&prev=/images?q=GMP&um=1&hl=en&sa=N&tbs=isch:1
http://www.google.de/imgres?imgurl=http://lab.mt.com/images1/USP_seminar_header.jpg&imgrefurl=http://fr.mt.com/fr/fr/home/events/seminars/test.html&usg=__s5ifMjJtl2eW2_zW5b5OQ6bMIaQ=&h=240&w=240&sz=20&hl=en&start=21&um=1&itbs=1&tbnid=QboGD8-XVHPdUM:&tbnh=110&tbnw=110&prev=/images?q=United+States+Pharmacopeia&um=1&hl=en&tbs=isch:1

NMporpamMmmMa

Konuyecmeo rpob 8o spemsi MOHUMOpPUHa2a YUCmbIX
nomeuweHuUU moxem 8 10 pa3a ripesbiluame 6ce
ocmaribHble MUKpobuosioauvyeckue aHanu3ssl.

90% npob ombuparomcsi 8 Yucmaix
komHamax Knacca A/ 100

MERRUK




n PU4YNHbI KOHTaMUWHaAUUMN BO3AyXa CKOMLKO 4aCTHL 0.3 MUKPOH «TepAeT» 4enoBex 3a 1 MuHyTY?

3a oAuH JeHb YenoBek «TepseT» 1 Mnpa YacTudek koxm (1)

AKTUBHOCTb Yactuy B

MUHYTY

Cuaawmmn YyenoBek 100,000

[BunxeHne pyKon 500,000

MeaneHHas xoabL6a 5,000,000

BeHTUNAUMNA €pCOoOHan

Xopb6a B cpegHeM Temne 7,500,000

0%

7
O6opynoBaH ’

Bo3ayx

KOHAULIMOHUPOBAaHNA

MERRUK




HopMmaTuBbl U MeTOoAbI

[CCT UCG 14644-1-2002 MEXTOCYLAPCTAEHHb COBET 10 CTAHIAPTVIALIAY, METPOIOT W i CEPTHOKALIM
INTERSTATE COUNCIL FOR STANDARDt.Ir;A('?lON. METROLOCY AND CERTIFICATION
Mpynna T58 (18]
EBPASMIMCKMIA COBET MO CTAHIAPTU3ALMM, METPONCIAK rocT Uco
MEXIOCYAAPCTBEHHLIA
W CEPTUOMKALIAN (EACC) TR EART ;3_3593_1_

Eurc-asian council for standardization, metrology and certification (EASC)

MEXXTOCYJAPCTBEHHLIA CTAHOAPT
Yucrtoie noMelleHMA U CBA3aHHLI
C HAMU KOHTpOnMpyeMble Cpeibl
YACTBIE TMOMELLEHWA W CBSSAHHBIE C HUMA KOHTPCIMPYEMBIE KOHTPOIb BUO3ATPASHEHNN
CPE,E“:J Hacte 1
O6wue NpUHLMNLI U MEeTOAbI
YacTb 1 ISO 14698-1:2003

Cleanrooms and associated contrelled envirenments —
Blocontamination control — Part 1: General principles and methods
(IDT)

Kraceuehukauua “ueTaThl BO3AYXA

'nt' Hapanwe shuumancyos
Cleanrooms and assaciated confrolled environments - Part 1: E * )
Classification of air cleanliness ¢
MKC 13.040.30
CKCTY 6300
8400 Wosma
& e

Jata eeengnmna 2004-04-01

MERRUK




Metoabl — ISO 14698

Yactb 1 - O6wme npuHUMNbl N MeTOAbI

1Ba OCHOBHbIX MeTOoAA:
PeweHnsa ans naccmeHoro otbopa npob (ceaMMeHTaUMOHHbIE YallKN)
[Mpnbopsbl Anga akTnuBHoro npobootbopa Bo3ayxa (MMNaAKToOpbl 1 Ap.)

XapakTepucTmkm npo6ooTbopHNKOB:

CKOpOCTh 3aKauyku BO3ayxa M eé B/IMSIHME Ha NUTaTesbHYI0 Ccpeay n

XXM3HECNnoCcoObHOCTb MUKPOOPraHM3MOB - 3TO KOMMPOMUCC MexAay:

- HeobxoAMMOCTbIO UCMOSIb30BaHUS BbICOKOM CKOPOCTU ANSA yAepXaHUs Bcex
vactuy (pusmnyeckas apPeKTUBHOCTD)

n

- TpeboBaHMeEM NO OrpaHMYEHUI0 CKOPOCTM AN NpeAoXpPaHEHUS
MUKPOOPraHM3MOB OT MeXaHUYeCKNX NoBpeXaeHnn npu nonagaHun Ha
arapusoBaHHyto cpeny (buonormnyeckada aPeKTUBHOCTD)

O6bbem oTbmpaemon Npobbl - 3TO KOMMNPOMUCC MexXAay:
-HeobxoANMOCTbIO 0THopa 60bLIOro Konndectesa Npobbl ANss GUKCUPOBAHUS
MUHUMasbHbIX YPOBHEN 6Mo3arpa3HeHni

7
- UCMOMb30BaHMs Hebonbworo obvema npob otbmpaemoro Bosayxa ans
n3bexxaHmsa GuUsnyeckon nam XMMMUYeCcKon gerpajgaunmm arapmsoBaHHOW cpeabl

Air Stream

Microparforated
Faceplate

Microorganisms

| T Microorganisms




MeToAabl

Llenb — c6op 6onbLLIMHCTBA/BCEX MMKPOOPraHM3MOB M3 BO34yXa onpeaeneHHoro obbema ¢
AanbHENLINUM KYJIbTUBUPOBAHNEM MUKPOOPraHM3MOB U MNOACYETOM BbIPOCLUMX KOJTOHUMA.

sCegumeHTaymnsi (naccmBHoe ocenaHume
yacTuy Ha Yawkwu lMNetpun)

sIMnnHaKkepb! (bapboTax)

"QuibTpayums (yaepxaHue 4yactuu Ha
dunnbTpe)

BxoaAawmn
<—— noToK
Bo3gyxa

<«— Yawka Merpu

=/IMraKLmus — CUTOBas UNN LUEeHTPUDYIKHaAN
(NpUHYAUTENBHOE OCaXAeHMe YacTuL, Ha
NOBEPXHOCTb arapa C NOTOKOM BO34yXa)

<— AHemomeTp

& 1 N\ Bentunarop

s

> .

/\ Ucxogawmmn
\/ <—— noToK

BO3AyXa

Y menc




NMpo6ooT6opHukn cepun MAS 100

MAS 100
NT/Ex

Portable Air
sampler

Top seller of
VNS
portfolio

MAS 100
Eco

Portable Air
sampler

F&B
segment

MAS 100 VF MAS 100
CG

Volume flow Air Compressed
sampler ES

monitoring

MAS-100
Regulus

Calibration
device

MERRUK



NMpo6ooT6opHMk Bo3ayxa MAS 100 NT®

Bo3ayxo3abop

MNepdopnpoBaHHas KpbllKa A5
onTUMM3auuM NOTOKA BO3A4yXa Ha
yawky MNeTpu co cpeaomn

BeHTunartop

BecleTouHbIN ABUraTe b CO34AET
NOTOK BO3A4yXa, ynpaBnsieMbli
JAaTUYMKOM NOTOKa

Bo3agyxooTBoz

Ob6ecneumBaeT BbIX04 BO3AyXxa
6e3 HapyLleHNs TaMUHAPHbIX
NMOTOKOB

bnok ynpasneHus

Ovcnnen, naHenb ynpaBneHus,
3/1IEKTPOHMKA U aKKYMYNSATOP

-YaaponpoyHbl KOpPNyC U3 aHOAMPOBAHHOIO astoMUHUS
- PaboTa OT akkyMynaTopa

- ANuTenbHbIN CPOK CyXObl

- Hnskue akcnnyaTtaumMoHHble pacxoabl

- CtaHgapTHble Yyawku Metpu (90 n 55 Mm)

- Camoperynumposka BO3A4YyLHOro notoka Ao 100s/MuH
- BCTpOEHHbI KOMNEHCATOpP BHELWHUX BANSHUN

- XK ancnnen

- Heckonbko pexnmos oTbopa Bo3ayxa

- Ynpasngdwuwee MO

- Kannbposka c ncnonb3osaHmeMm MAS-100 Regulus

- MAS-100 NT Ex (B3pbiBO6E30OMAaCHOE UCMNOSTHEHME)

- Pa3peweH K ucnosibzosaHuio MYK-4.2.734-99 n ISO-
14698, 3aperunctpupoBaH B ctpaHax EC n EASC

- BHecéH B Peectp CU PO
- Banupgaumsa (NpoToKos, cepBuc) MNERRCK



CooTBeTCcTBME KpUTEPUAM YUCTOTbI No ISO 14644-1

Mpunbop 6b1n1 pa3zpaboTaH U oTBaNMAMpPOBaH Ha
OYEHb HU3KME YPOBHU reHepaumm yacTumu:

onyctmmoe MakcumasibHoe cogepxaHune 4acTtuvl B
YUCTbIX MOMELYEHNSIX Kacca A/B cornacHo
craHgapty ISO 14644-1 (ans knacca 5):

0,5mMKkM - gonyckaercss 3520 yactuy Ha M3 —
pe3ysbTat no MAS-100 NT - 71 yactuya Ha m3

5,0MKM - gornyckaercs 29 yactuy Ha M3 —
pe3ysbTat no MAS-100 NT - 0 yactuy Ha m3

Mpubop cooTBeTcTBYET TpeboBaHuaAMM ISO 14644-1
Ans nomeweHnn knacca 5. Heobxoammoctum B
MCNO/1b30BAHNN 3aLUNTHOrO OUbTpa Ha BbiIXxoae M3
npnbopa Her.

Ho...

MAS-100 NT - TeCT Ha reHepauuio 4acTuy,

— Y enc




NPOOOOTOOPHMK BO3AYXA MRS 100 NT
Koraa Hy>xeH BbiNnyCKHOU (puUnbTp?

NepeHocC 3arpsa3HeHns Mexay NMoMeLLEHMAMN Pa3HOro Knacca

[ToMmeweHne knacca C/D [ToMeweHne knacca A/B

be3
dunnbTpa

C
BbIMYCKHbIM
dnnbTpoM

YacTuubl yoganawTca u3
BbIXOAALWEro BO34YLLHOMo
noToka. YnucrtoTta

noMeweHna COXpaHAETCAH
LLE€JTOCTHOCTb.

MERRCK:/



C doumnbTpoM mn 6e3 punbTpa

MAS-100 NT MAS-100 NT
c HEPA 1.09191.0001
dunbTpoM

1.17274.0001 28 s . B

KoMmnnekT angd YCTAHOBKH

= S HEPA dunbTtpa :
J =\ 1.17276.0001




NMpo6ooT6bopHuk BO3aYyxa MAS-100 VF

Jlerkni, KoMnakKTHbIN

YAaponpo4HbIi KOpNYyC U3 aHOANPOBAHHOIO aSIlOMUHUS

CTaHaapTHble Yawku MeTpu

OT60p BO3aYyxa oT 1 o 1000n, 5 npenycraHOBNEHHbIX
obbeMoB

- Li-MOHHbIN aKKyMyndaTop

- XK aucnnen

A
- - W 2\

[NpocToe MeHto, KHOMKKN — «[A», «HET» \“““““\‘
- HanoMnHaHue o kanubpoBke MAS-100 VF I

3
- Kannbposka npu nomown aHemomeTpa MAS-100 Regulus. ],.]},7‘,7/?7

- PDF konusa kanmbpoBO4YHOIro cepTuduKaT XpaHUTCS B
npmnbope

-CooTBeTcTBYET TpeboBaHuaM ISO 14698
- BHecéH B Peectp CAN PO

- Bepudumkaums (NnpoTokon, cepsuc)

‘Active Air Monitoring | 03 Jun 2013 MERCK




NMpo6ooT60pHUK BOo3ayxa MAS 100 Eco

- Jlerkuin n KoMnakTHbIn Npob600TO6OPHMK

- YaponpoyHbii KOpPMNyC U3 aHOAMPOBAHHOTIO
antoMnHNA

- CTaHpapTHble Yyawku lMeTpu (NnacTtuk, CTeksno)
- PaboTta oT 6baTapeeKk n akkymynstopa
- XK auncnnen

- [lpocToe MeHto, KHoMkn — «[A», «HET»

- KannbpoBo4HbIn 650K, TpeHOra — Aon.onuuu

-KannbpoBoUYHbIN cepTudunKaT, NPOTOKON
KanmbpoBKu

- OT6bop BO3ayxa ot 1 go 1000n, 5
npenycraHoB/EHHbIX 06bEMOB

-Pa3spelieHbl K ncnonbsosaHunio MYK-4.2.734-99
n ISO 14698-1

Y enc




LleHTpudy>xHaa mMnakuusa

- PaboTaeT No NpuHUUNY LEHTPUPYXXHOWN MMNAKLNN

- 2 dekTnBHoEe N bepexxHoe ocaxaeHune
MWKPOOPraHnM3MoB

- [0TOBbIE K MCMO/Ib30BAHMIO MOJIOCKU C arapom
(cTpunsbl)

- OT60p Npobbl A0 1000 1 3a 10 MMH CO CKOPOCTbIO
ocaxaeHunsa m/o (1-8) M/c

- KoHCTpyKkuusa obecneumBaeT npeaoTBpalleHne
NoBTOpHOro otbopa yxe oTpaboTaHHOro BO34yXa U
TYpbyneHumio

- BanupgmposBaH B cootBeTcTBMM C ISO 14698

- BO3MOXHHO IOKYMEHTMPOBAHNE PE3YNbTATOB
MOHUTOPUHIra 6narogaps WTPUX-KOAMPOBAHUIO CTPUMOB

-Bpemsa 6ecnpepbiBHOM paboTbl OT 6aTapeek — 5-6
4acos

- BHecéH B PeecTp cpeacts namepeHunmn PO

- Banngauma (NpoTokon, cepBuc)

Rotor
opening

Rotor blade

I

(fixed)

Agar Strip

(fixed)

Fig.1: lllustration of the Reuter Centrifugal Impaction Principle

) _Rotor body
(rotating)

MERRUK
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NMpo6ooT6opHukn MAS 100 ana nsonsatopos u RABS

MAS 100 ISO NT MAS 100 ISO MH

MERRUK




NMpo6ooT60opHk MAS-100 Iso NT®

o [IpnHUMN paboTbl — CUTOBAs UMMNaKkLUms

« PaboTaet c UCrnosib30BaHNeEM CTaHAapTHbIX Yaluek lletpu

» [Ipoctasi cbopka

» OnumoHasibHoO — yCcTaHoBKa 3aumntbl IP54

 UHTYynTMBHO rnoHsaTHoe 0O (napametpbl oTtbopa, ypOBHU
AocTyrna, KainbpoBKa,...)

« [IByKnarnaHHass cCUTeMa 3aLynTsbl

 BO3MOXXHOCTb pacriosioxXunTb rnpobooTbOpHYO ro/IOBKY Ha
paccTosiHun 1o 9 MeTPOB OT caMoro ripmbopa.

Bo3MOXHOCTb Bblbopa Npob600TOOPHON rosIOBKU

CraHpoapTHad

«  Yawkwn lNetpu 90 mm

« [Opu30oHTaIbHasA u
BepTuKasbHas yCTraHoOBKa

« ABTOK/1aBuUpyeMble

MoHonuntHasa (Easy-Clean)

Yawkwn Netpu 90 MM

TOJIbKO ropn30HTasIbHasi yCTaHOBKa
ABTOK/1aBUpyeEMbIE U JIEMKO
CaHUTuU3npyemble (HeT
TPYAHOAOCTYIMHbIX MECT)

MERRUK



TexHnyecKkme XapakTepucTtukm

e KOMMNAKTHbIK N MOHONUTHbLIN AU3aWH

« Bec npunbopa (B cbope) - 0okono 9 Kr

« [lpnbop 6b1n paspaboTaH U oTBAaNMANPOBAH B 230 mm
cooTBeTCcTBMU C TpeboBaHnamn GAMP4

* [1OCTOSAHHBIN KOHTPOJ/1b CKOPOCTM NOTOKaA
BO34AyXxa

*  YHUKanbHas pyHKUMUS UMKNa Ae3nHdeKkunm

« @ukcnpoBaHMe BCEX AaHHbIX Ha UMPPOBOM
HocuTene

e [1OCTynHbI pa3Hble BapMaHTbl NOAKOYEHUSA
npmnbopa (USB, RS-232, ProfiBus, Ethernet)

*  lVMeeTcsa BO3MOXXHOCTb NOAKTHOYEHUSA
npuHTEpA

« CkopocTtb notoka 100 nutpoB / MUH = 2.5%

« CtaHpapTtHble 06bembl npobbl 50, 100, 250,

500, 1000 n (CBoboaHO 3anaBaeMblie 06bEMBI

npobbl 1 ao 2000 n, 06beEMbI MHANBUAYATBHO

3agatotcsa ot 0 go 2000 n. Hynesble 06BbEMBI

He oTobpaXatoTcs)

TpuKNamMnoBble COeANHEHMUS

Y enc
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lNMpuMep YCTAaHOBKMU - U3OJZIATOP

Mpob6ooTbopHbIN 610K

Bo3aywHbI puibTp

Mpn6op MAS 100 ISO NT

MERRUK




NMpuMepbl YCTaHOBKU — RABS n nusonatop

MERRUK




NMpo6ooT60opHuk MAS-100 Iso MH®

* MpuHUMN paboTbl - CUTOBAS UMMAKLMM AnvHa po 1
« PaboTaeT C MNONb30BaHWEM CTaHAAPTHbIX Yallek METPa
[MeTpu

* [Mo3BongaeT noakn4yaTb 40 4 Npobo0oTOOPHbIX ;

ro/I0BOK.

e Linkn H,O, AeKoOHTaMWHauuUU B COOTBETCTBUU C
AnnHon Tpybok

e PaccTosiHMe OT Hacoca A0 MaHudosig4a MOXHO
yBenmuntb fo 1 metpa

e PaccTtosiHMe OT KNlanaHa MaHudonga Ao
Npo600TO6OPHOMN FONOBKU MOXHO YBENNYUTb A0 9
MeTpPOB

e J1OCTYnHbI pasnnyHbie TuUnbl coeanHeHnda (USB,
RS-232, Ethernet, ProfiBus)

OnvHa no 9
MeTpoB

Y enc




Banvpauma no I1S0-14698

lTlpobooTtbopHukn MAS-100 NT, VF, ISO oTtBasimanpoBaHbl B cOOTBETCTBUMN C ISO 14698 ¢

ncriosib3oBaHnem rotosbix cpeq ICR
Ousnyeckas 3¢ppeKTUBHOCTb !
CriocobHoCTb rpob00TOOPHMKAE Y/1aB/INBATh YacTuLlbl
pas3/IMYHOIro pasMepa v MpoUCXoxaeHUs (BHE 3aBUCUMOCTH OT MAS-100 systems Physical Efficiency
TOro, MEXaHU4YecKasl 3To 4Yacrtmua ujim MUKpoopraHu3M)

120

buosornyeckas 3¢heKTMBHOCTb !
CriocobHoCTh rpob600TOOPHMKAE Y/1aB/INBATb MUKPOOPraHu3Mbl C 100
COXPaHEHNEM MNX XXMIHECTOCOBHOCTHU

Particle |MH(1) |MH(9) NT ISO
size

=—MAS-100 Iso NT

[02]
o

=E—=MAS-100 NT

Average % Physical Efficiency
(@)
o

60.41  62.58 60.20 MAS-100 VF
1 78.77 84.18 MAS -100 Iso MH 1
1.3 71.68  82.60 76.91 84.10 85.81 40 meter
==MAS-100 Iso MH 9
22 96.90  91.54 91.96 91.76 94.22 meter
20
5.4-6 90.04  93.27 90.24 92.65 99.65

12-13 50.56 61.19 53.20 64.49 69.67 0 5 4 6
Particle Size (Mass mean diameter, Microns)




Banvpauumsa no 1S0O-14698

Public Health England

@ Microbiology Services
. Porton Down
Public Health Salisbury
Wiltshire

England SP4 0JG

Physical and Biological Efficiency Testing of MAS-100
NT® Microbiological Air Sampler Using Techniques
Described in ISO14698-1

Report No. 14/013 E

Report Prepared For: Merck Millipore
Issue Date: 27" January 2015

Executive Summary

The physical efficiency of the MAS-100 NT® air sampler for collecting small bacteria laden particles of
various sizes has been compared with membrane filter samplers using the techniques described in
1S014698-1. The samplers were operated simultaneously in a controlled room where they were challenged
with airborne bacteria. Uniform sized particles of different diameters containing bacterial spores were
generated into the room. The results showed that the MAS-100 NT® sampler was approximately 60.2%
efficient for collecting particles containing bacterial spores in the 0.8 micron size, in comparison with the
membrane filter samplers, rising to over 90% in the range of 2 to 6 micron size. The results indicate a 50%
cut-off of below 1 micron, making the sampler suitable for use within a clean room environment.

The biological efficiency of the MAS-100 NT® was compared to that of the Casella slit sampler, a commonly
used reference sampler. The biological efficiency was measured as the comparative efficiency of collection
of Staph epidermidis, a common human-associated clean room contaminant, and the extremely aerostable
B. atrophaeus spore. The biological efficiency measured was found to be 82.62% that of the Casella
sampler when using the total counts, indicating the sampler is effective at sampling bacteria laden particles,
without loss of viability.

Physical Efficiency of the MAS-100 NT® Sampler Particle Size

% Efficiency
8

o 2 4 6 8 10 12 14
Particle Size (Mass mean diameter, Microns)

Report Written By

Name: Mr Simon Parks
Title: Senior Biosafety Scientist

Name: Mrs Sara Speight
Title: Senior Biosafety Scientist

P ublicHesalth England

i&: ticrobiology Services
) Parton D own
Public Health Salisbury
Wiltshire

England SP40JG

Physical and Biological Efficiency Testing of MAS-100

1SO MH® (9 m Extension Tubing) Microbiological Air

Sampler Using Techniques Described in 1I5014698-1
Report No. 14/013 C

Report Prepared For: Merck Millipore
Issue Date: 27" January 2018

Executive Summary

The physical efficiency of the MAS-100 1s0 MH® air sam pler, with 9 metres of tubing attached, for collecting
amall bacteria-laden partices of various sizes has been compared with membrane fiter samplers using the
technigues desaibed in 150146951, The samplers were operated simultaneously in & controlled room whene
they were challenged with aitborne hadera. Uniforn sized paricles of different diameters containing bacterial
spores were generated into the room. The results showed that the MAS-100 120 MH® sam pler wes approxmately
625 — §26% efficient for collecting particles containing bacterial spores in the 0.8 -1.3 micron =ize, in
com parizon with the membrane fiter samplers, ising to 93.3% in the range of 5-6 micron size. The results
indicate a S0% cut-off of below 1 micron, making the sam pler suitable for use within a clean room environment.

The hiclogical efficiency of the MAS-100 150 MH® wa s compared to that of the Casella dlit sampler, & commonly
uszed reference sampler. The biclogical efidency was measured as the comparstive efidency of collection of
Staph epldermilis a common human-associated clean room contaminant, and the exdremely aerogtahle B
attephaens spore. The biological efidency measured was found to be 73.47% that of the Casella sampler when
using the total counts, indicating the zampler iz effedive at sampling badeda-laden padices, withowut loss of
wighility .

Physical Efficiency of the MAS-100 1SO MH® (with 9 meter extension) Sampler Particle Size

= T T
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IUnsigned Copy. For approval signatures please refer to original copy

Marme: Mr Simon Parks Marne: Mrs Sara Speight
Title: Senior Bios afe ie rti: Title: Senior Bios afety Scientist
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HopmaTtuBbl - ISO 8573

®EAEPANBLHOE ArEHTCTBO
MO TEXHUYECKOMY PEMYNIMPOBAHMIO U METPONOI!

HAUMOHANBbHbLIW rOCT P
CORS o
QEANOEPAUMMU 2016

CxaTtbin BO3gyX

YacTtb 1

3ArPA3HEHUA U KNNACCbl YUCTOTbI

(ISO 8573-1:2010, IDT)

Wananne opuumnansuuoe

Mocxea
Crannaprundopm
. 2016

5.1 O6Lymne rnosioxxeHuns

CrtanHgapT npegycMmaTpmBaeT Kjiaccmdpukauymio
YMCTOTbI CXKATOro BO34yXa MO TPEM OCHOBHbIM BuAam
3arpa3HeHnin: TBepabiM 4YacTuuaMm, Boae v mMacny.

Mpn HeobxoaMMOCTK crieayeT 3a4aBaTb
AOMYCTUMble KOHLUEHTpaUMn ApYyrmx 3arpsisHeHumn
HEenocpeaACTBEHHO WM BK/OYATb UX B MapaMeTpbl
CUCTEMbI CXaToro sosayxa (6.4).

5.6 Mukpobuosiormyeckne 3arpsi3HeEHUS
Knaccnpunkayms YNCToTbl MO MUKPOOMONOrMyeckmnm
3arpa3HeHunsIM He rnpeaycMmatpusaeTcd. Nopagok
0603Ha4veHns ypoBHeU 3arpsisHeHun npueeneH B 6.4
(KOE/m3), meToabl koHTpons — B NCO 8573-7.
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HopmaTtuBbl - ISO 8573

®EAEPANLHOE AFEHTCTBO

No TEXHWHECKOMY PEFYMWPOBAHWIO W METPONOIrMW

“AusouATLNMA  rOCTP
POCCUMCKOMW MNCO 8573-7—
OCEAEPALMM 2005

B3 2—2005/231

CxaTbI BO3ayX

YacTte 7

METOA KOHTPOJA 3ArPA3HEHUA
XU3HECNOCOBHLIMXU MUKPOOPITAHU3MAMMU

IS0 8573-7:2003
Compressed air — Part 7: Test method for viable microbiological
contamination content

(ioT)

WapaHne odmumansHoe

Mockea
CrangapTHHopm
2005

4. MeToa KOHTPO/1sSI COAEPXKAHMNST XKN3IHECTOCOOHbIX
MUKPOOPraHn3MoB nyTeM rnapuymasbHoro otbopa rnpob Bo3ayxa

MeToa KOHTPOS HaNU4UMS XN3HECNOCOOHbIX MUKPOOPraHM3MOB B
npobe cxaToro Bo3ayxXa OCHOBaH Ha BO34eNCTBUM BO34yXa Ha
arapoBylo NUTaTesIbHYIO cpeay.

Ona napunanbHoro otbopa Npob Bo3ayxa cneayeTt UCnosib30BaTh
lweneson Npob6ooTbOpHUK (BMA MMNAKTOpa A1 aHanusa Bo34yXa);
NpOBECTN U30KNHETUYECKNN 0T6op Npob U CHU3UTb AaBlEHUE
CXXaToro Bo3ayxa A0 AMana3oHa, YKa3aHHOoro Ans AaHHOro
Npo600T6OpHMKA B MHCTPYKLUMK NponssoamTens. Npn nasectHomn
CKOPOCTM MOTOKa AO/IKHO PerMcTpmpoBaTbCs BPEMS 3KCNO3ULUK

npobbl CXXKAaToro Bo3ayxa C arapoBov NUTaTeNnbHOM Cpeaoun.

Sl ;
7 —

3
I

1 — mxon Boagyxa; 2 — epallaoWERcA Yawsa MNetpy © araposod nuTaTens+Hof cpeapi; 3 — Bex0A BoOAOYHE; 4 — NOTOK BOANYXE

Prcynok 1 — Wenesoi npoBoorbopHne



NMpo6ooT60pHUKM Merck

RCS CG MAS-100 CG Ex

MERRUK




RCS High Flow Touch CG

= RCS High Flow Touch npuMeHdaeTcs kak ans otéopa Bo3ayxa B NOMeELEeHUsX,
TakK N CXaToro Bo3ayxa/rasa

— [Ans 3TOro Ncnosib3yTcsa aganTtepsl
— PekomeHaoBaHHbIN 06beM Npobbl 1m?3
— 6 wTtyuepoB (cones) UCNOMb3YTCA B anana3soHe gasneHusa ot 0.1 go 7.0 6ap

= He Hy>XXeH BHeWHNN KOMMeHCcaTop AaBneHus (MCTOYHUK AOMNOJSIHUTENbHOM
KOHTaMMUHauun)

= AjanTep aBTOK/aBUpPyeMbI, BO3MOXHOCTb Ae3nHdekunn H,0,
= 1ns ot6opa NtobbiX HETOKCUYHBLIX U HEBOCM/IAMEHSAEMbIX Fa30B

Gas pipdine connection

Air outlet channels —




RCS High Flow Touch CG

NcxoaHoe naBneHune rasa
- 0,10 - 0,20 6ap
- 0,20 - 0,40 6ap
- 0,40 - 0,80 6ap
- 0,80 - 1,20 6ap
— 2,00 - 4,00 6ap
- 5,00 - 7,00 6ap

MpnHUMN

Conno 0.15 6ap
Conno 0.30 6ap
Conno 0,60 6ap
Conno 1,00 6ap
Conno 3,00 6ap
Conno 6,00 6ap

» []0TOK rasa yMeHbllaeTca 3a cYeT conJia

= AjanTep YMeHbLIAeT CKOPOCTb NMOTOKA rasa

= Ha npubop nocTynaeT ra3 MeHbLUEro AaBNeHUs

MERRUK
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MAS-100 CG Ex

- OT6Op CXaTbIX ra3oB AN OLEHKM UX M/O
ynucToThl (4o 10 TMNOB ra3os, BKMKOYast BO3OYX,
asoT, YrrekncnbIn ras, aproH, Kncnopos)

- MNpubop nmeeT ABa AaTymMKa: KOHTPONb
ob6beMa NpokayMBaeMoro rasa v ero gaBneHus

-OT160p Npun aByx ckopoctax 100n/MuH n
50n/MuH

- Daenenue ot 1,5 6ap oo 10 6ap

-MNocne otbopa 3agaHHOro obbema gaBfeHnE B
npnbope aBTOMaTUYECKM KOMMEHCUPYETCS

- Mpunbop oTkannbpoBaH cXXaTbiM BO34YyXOM

MERRUK



NMutaTenbHble cpeabl - ISO 14698-1

I. CocraB cpeabl
“futartenbHas cpeaa Ao/HKHa 6bITb HECE/IEKTUBHOM, €C/IN HE NpeayCcMOTpPeHO nHoe.”

II  Heurpannszartopsl

"B csiyyae, ecsin B ToUKe oTbopa 0XuUAaEeTCsl OCTaToOuYHasi aHTnbakrepmasibHass akTUBHOCTb, /151
YCTPaHEHUS U CHUXKEHUST AAHHOIo 3(hexkTa B cpesay c/ieayeT BBOANTb AOMNOJIHUTEIbHbIE
MHrpeaneHTbl”

III PocToBble cBOWCTBA C y4eToM Bnaronortepu (npun otbope Bo3ayxa)

"...0T60p rpobbl C y4ETOM BO3MOXXHOU Aernapatalumm nutatesibHou cpenbl”

IV PUCKM KOHTaMUHaUUu

“Ecnin nutaTtesibHble CPenbl UCMOJIb3YHTCS B YUCTbIX MOMELEHNSIX UJTM OKPYXKAIoLLEN UX CPEJE,
BHELLIHSISI MOBEPXHOCTb KOHTEMHEPOB 0J/IXKHA MOAAEPXXNBATHCS B YUCTOM COCTOSIHUU,
COOTBETCTBYKWLIEM UX HA3Ha4YeHUo”,

“[ns coxpaHeHus ypPOBHSI YUCTOTbl MOXXET rnoTpeboBaTbCs NMpUMeEHEHNE ABYX — UJIN TPEXC/TI0UHOMN
yrnakoBKu.”

V KOHTpO/1b KayecTBa
"KauecTtBo nutatesibHbIX Cpes AOJ/IKHO KOHTPOJIMPOBATLCS COOTBETCTBYHOLNMU MeToA4amm”

‘ Environmental Monitoring - PAT 2018 MERCK




NMUTaTRNMbHLIR TPRRALL A/1S1 MOHMTOPHMHMA YMT TblX NOMERLLRHMM
FotoBble cpeabl Merck — ceAMMEeHTaUMOHHbIE U KOHTAaKTHbIE YalluKu

ICR Products — EquHoe peluerne ang uncTbix KOMHAT U M30NSTOPOB

secure but easy
to tear closure

= hole for hanging
' - during gassing

!
4 ")

: 1R | desiccant
A\ l -
I | A

| : ' outer bag
i 1 %

‘ i : ¥ middle bag

| :
¢ .
’ k4 inner bag
-

OcobeHHOCTH

CrepunuaoBaHHbl ramma-obnydeHuem
(9-20 kI'p)

» B TpoiiHoi ynakoBke

$ XpaHATCA Npu KOMHATHO
Temneparype

» TecT Ha pOoCTOBbIE CBOWCTBA B
cootB. ¢c EP/USP/JP

LUnpokuin cnexkTp nuTaTenbHbiX
cpes (¢ HeWTpanusaTopamu ges.
CPEeAcTB U aHTUOUOTUKOB)

» BHyTpeHHWUI NnakeT HenpoHuuaem
ANs NapoB Nepekucu BoJoposaa

MERRUK



Oe3nHdeKTaHTbl U peKOMeHAYyEeMble HEUTPAIN3aTopbl

[Je3nHdeKkTaHT HelTpanusaTtopbl

Alcohol (e.g. IPA, ethanol) Tween 80 or dilution

(Volatile)

Aldehydes sodium hydrogen sulfite, sodium

Sodium hypochlorite
Biguanides (e.g. chlorhexidine)

(polyhexamethylene biguanides not
included)

Quaternary Ammonium Compounds
(QAC)

Phenols

Per acetic acid

Hydrogen peroxide (VHP)

(non toxic degradation products)

thiosulfate, glycine, histidine
Sodium thiosulfate
Lecithin

Tween 80, lecithin

Tween 80, lecithin
Buffer (e.g. phosphate buffer)
Pyruvate, catalase

Enzymes, e.g. beta-lactamases

Antibiotics, e.g. beta-lactam antibiotics
‘ USP: <61> and <1227>; EP: 2.6.12, ISO 18593



FoTtoBble cpeabl B Yawkax ICR ¢ HeuTpanusatTopamm

R

ICR TSA + LTHThio |

Alcohol

Phenolics

H,O,

Peracetic acid

Hypo chlorite
Aldehydes
Glucoprotamine
Mono-Peroxaphtalate
Dichloroisocyanurate

QAC (approx. <
0.2%)

ICR TSA+LTHTh |

Alcohol

Phenolics

H,O,

Peracetic acid

Hypo chlorite
Aldehydes
Glucoprotamine
Mono-Peroxyphtalate
Dichloroisocyanurate

QAC (approx. <
0.2%)

ICR Neutralizer A f

Alcohol

Phenolics

H,O,

Peracetic acid

Hypo chlorite
Aldehydes
Glucoprotamine
Mono-Peroxyphtalate
Dichloroisocyanurate
QAC (> 0.2%)
PHMBG

MERRUK



NMonocku c arapom ansa npo6oor6opHuka RCS High Flow

TC S50 noaocok 1. 44255 Q0S50
TPrATIH ECKM M COSBEIF arap 4.4 on pegeieH i o0 Wer O Mo M 8T, XpaHUTE npK 2-25°C
S0 noaocor 1.4342 30, pA5SD

1 o, e L PO BHHEINH TRHNTHYECK A COSERIF arsp © HEFHTREN VG 310 DEM 8, 25 W G L Py R LD
CRPEACTE W POCTOBLEE A0GSE 0K, AAA ONpeg encHKa O GWErD N o8 cHETS N PHEOTA MEBEE
SYEASTENBHO N OpSHEHHBEE MHMEPOOPr SHEEMOE, XPSHTE N P 2-25°C

TC-Y 40 noAoCo K 1. 43276 ODa
OGS padoTaHHEIFA ram M a-A%4 2 1 TRMOTEY ECEMIA COSBRIA arap B 4B0MHOF N sk 0BKE ] ana

on pegeneHErEA oSWeEro Nog oy 2Ta B acCenTid SCKMD CRES 2, XPpaHWTE Nk 2-25°C

TCI-¥ A PoOAOCO K 1. 34228, Q4D
DApadoTaHHBIE FrammM aAYU MK TOMNTMY ECEMEA COSERIA arap © HEMTPAaN M3 arop & 1 B 4, B Ol HoH

YN EKOEKE, 407 ONpegencHd OSWEro N oo T3 B SCENTH ECK MK CRE4 X 1M B B OS5 4yXE,

COA DR ALEM NEpOKC A, XPaEHWTE N PK 2-25°C

PEM-Y G noAoCco K 1.<341 05 D40
OSpadoTaHHBIFA Fram M a-A%4 2 14 TRMOTEY ECEMIA COSBRIF &r8p C NeH WY MAAMHEE 0 F [P enase); aaa

on pedeneHk OSLWEr O NOA 0 2T B BOSAYX e, COAE0HALLEM M EHH UMAAMH, B 20 N THY SCKE

Cpen @, XPaHKTE NpKW 2-25°C

LAC ¥ G NOACCO K 1. ki T O En S0

O 5paSoTaHHBIA FE M S AYUSM I TP NTY ECKKME COSBBIA arap ¢ LehanocnopMHE oM W KpaKoro

CNEeLKTR A A EMCTEMA ; 404 ONPAen eHMA OGWErD Mo, T3 B SCENTHH SCKFD CRS, 3, © 04, & DERELLL
BAHTHOMOTHEM, X pPEHKTE N Pk 2-25°C

M eKcTpos Helld arap Caty po © o Mdid L poB SHHO 4 ds 5 i 2k on el Ho H o prasea old; 008

on pEgeneH k. AP OMHGE 2 1M NASCEH M, XPaHMTE NpK 2-25°C

SOy 4 NOACCO K 1.442 34, 040
A ekcTpoz Helld arap Caty po © mog, Mg LI POB aHHD g 20 i 2k onef Ho H go presy aoid; 408

on pE4EAEHKA AP OHHER M NAECEHKM B GCENTHY ECK MK CPEASX, XPaHWTE NpK 2-25 *C

DG-18 25 noaocor 1. 44245 0025
FAMUEPKMHOEBLIA arap © 4100 OpaHoM; 447 ON PEAElSHMA ADOHACEN 1M NASCeHK, XPaHMTE NpK 2-

25°C

Yid S0 noaocor 1.442422 DASD

Arap C GEHNANBCEMMM POSOEBIM M CTREN TOMMU MHOM; 408 ONDEd EAEHHMA 4 PO e
W NAECEH M, XpaHMTE NpK 2-25°C

' 2% noACoO K 1. 48099 0025
Arap MakEoHEK, 808 onpegefdeHitl EoAnofoSHeR SakTephkb, XpaHH-TE Npik 2-15°C

5 25 Ao K 1.4941 02025
MMEHHMTOA-COASEO N arap; 4049 onpegeleH i CTap MA0K OK KO E, XpaHMTE N pi 2-15°C

HaGop MTTHI NOAGCO K S0 noAOCO K 1. 44107 2050

MY CTEIE N OAOCKM 408 N PMIOTOEASH M BEYY HY K0 KYABTY PR b HEDE COES, AAA CrEeL, Maa b HeBE MERCK
M P EHEH L




MHWKPOOHMOTOrMIRTKMA KOHTPOML
nOBEPXHOT TCM

PMERCK



Mukpobunonormyecknm KOHTPOJIb NOBepxXHOCTen/nepcoHana

HopmMmaTuBbl

ISO 14698-1 YwncTblie noMeweHnsa N | INTERNATIONAL ISO

CBA3adHHbIE C HUMU STANDARD 14698-1
KOHTPOJINPpYEMbIE CpEAbI. KOHTpOJ'Ib

buosarpsi3HeHUN.
ISO 14 698-1 O6bLyme rnipuHUnrbl v
MeToAbl

ISO 14 698-2 AHa/in3 AaHHbIX O
bunozarpsi3HeHUSIX

First edition
2003-08-01

Cleanrooms and associated controlled
environments — Biocontamination

ISO 18593:2018 Microbiology of the | control —
food chain — Horizontal methods for | part 1:
surface sampling General principles and methods

Salles propres ef environnements malirisés apparentés — Maitrize de
3 bioccontamination —

Fartie 1: Frincipes généraux of méthodes

FOCYAAPCTBEHHbIA CTAHOAPT CTE ISO 18593-2012
PECMYBNNKKU BENAPYCb

MUKPOBWONOIvA NULLEBLIX NPOAYKTOB
M KOPMOB OnA XXNBOTHbIX

Fopu3oHTanLHbIe MeTOALI OTGOpa Npob ¢ NoBepxXHOCTH
€ MCNONB30BaHWEeM KOHTAKTHLIX YalleK U TAMNOHOB Ha annnukaTtopax

MIKPABIANONA XAPYOBbIX NPALOYKTAY
| KAPMOY AnA XbIBENKI

FapbizaHTanbHbIA MeTaabl an6opy npob 3 naBepxHIi
3 BbIKAPBLICTAHHEM KaHTaKTHLIX Yawak | TaMnoHay Ha annikatapax

(ISO 18593:2004, IDT)

Wananue oduumansHoe

B3 3-2012

FoccranpapT
Munck

al

|



MeToabl kKoOHTpona — IS0-14698

v [MoBEPXHOCTU v [MoBEpXHOCTM
v MNepcoHan v MNepcoHan v [lepcoHan

Y enc




KoHTakTHbIM MeToa — IS0O-14698

The nutrient medium should be applied to the surface for a few seconds with a uniform and steady pressure fo

the whole area, without allowing any circular or linear movement. The device is then retumed 10 ifs container
and the sampled surface is cleaned to remove any nutrient residues.

‘Culture media for Surface Monitoring - Anne Klees - June 2016 NMERRCOC K




KoHTaKkTHblIe yawkum Merck

Formulation

Non-Lockable

Lockable Contact

Contact Plate Plate+
TSA - -
TSA + LT 146195 146552
TSA + LTHThio 146797 146783
Neutralizer A - 146697
TSA w. Penase + LTHThio - 146798
TSA + LT + Cephase - 146539
Veg. Pept. Agar w. LTHThio - 146803
SDA w. LTHTh 146201 146501

55 MM C BbINyKJ/IOMN
NOBEPXHOCTbIO arapa

10 yawek B ynakoBke
(oavHapHas nnun TponHas)
ECTb 4YallKky C 3aMKOM U
6e3 3aMKa

XpaHeHne npu KOMHaATHOM
TeMnepaType
NHaneBuayanbHbln 6apkoa
Ha Ka)oWn YallkKe



KoHTakTHble cnamabl Envirocheck®

C rmbkon nnacTtumHom Aans
KOHTPOJIi NOBEPXHOCTEN U
XUNOKOCTEWN.

Cnana nokpbIT arapoBoW
nuTaTebHON Cpeaown.

OueHka pe3ynbTaToB:

KOHTPOb XNAKOCTU —
CpaBHeHMe Cc Tabnuuen

NAOTHOCTM (ryCcTOTbl) — CM.

NHCTPYKLMIO

KOHTpO/Ib MOBEPXHOCTEN
pacyeT Ha 1cM2 = 4yucno
KonoHun x 2 /7 (S
NAAaCTUHbI)

MERRUK



KoHTakTHble cnauabl Envirocheck®

Product Ord. No. Shelf life Slides
in month per pack

Contact DC 1.02147.0001 8 10
For disinfectant control side A: Tryptic soy agar

side B: Tryptic soy agar with neutralizer
Contact TVC 1.02149.0001 8 10
For Total Colony Counts side A: Nutrient agar with TTC

side B: Nutrient agar
Contact YMIR) 1.02139.0001 B 10
For the detection of Yeasts and Moulds side A: Tryptic soy agar with TTC

side B: Rose Bengal Chloramphenicol agar (R)
Contact E 1.021327.0001 B 10
For the detection of Enterobacteriaceae side A: Plate count agar

side B: VRBD agar
Contact C 1.02126.0001 8 10
For the detection of Total coliforms | E.coli side A: Plate count agar

side B: Chromocult* Coliform agar

MERRUK




CBabbl ICR

= TecT Ha NpUCYTCTBNE/OTCYTCTBME MUKPOOPraHN3MOB

= TpoMHasa ynakoBKa, No3Bonstollas 6e3onacHblii nepeHoc cBaboB B NPOU3BOACTBEHHYIO
30HY

= (QUHMWHAaA cTepunmsaumns ramma-nsnydyeHuem 25 - 35 kGy

= HenpoHuuaemas Ans NapoB NEPEKNUCK BOAOPOAA YNaKoBKa 3alULIAET cpeay npu
JEeKOHTAaMUHaLUUN U30n9Topa

= Xopolune poCcToBble KayecTBa HecenekTuBHom cpeabl (acc. EP/JP/USP)

=  BbianeHue HU3koro yncna KOE Ha noBepXHOCTAX

=  VHaKTUBauUMS OCTATOYHbIX KOJIMYECTB aHTUMUKPOOHbLIX BELLEeCTB Ha NMOBEPXHOCTAX
(Hanp., H,O, B nsonartopax)

NpenBapuTenbHO YBAAXHEHHbIN TaMNOH ANng npobooTtbopa C CyXon NMoBEPXHOCTHU

He ocTaBnslOT HA NOBEPXHOCTU HMKAKUX BELLEeCTB, CMOoCODBCTBYHOLWMX POCTY
MUKPOOPraHM3MoB > HeT Heob6X0AMMOCTU oYUM aTb NOBEPXHOCTb NOC/NE NMPUMEHEHUS

be3onacHble MaHUNynauMn u MUHUMaAbHbIN PNCK KPOCC-KOHTaMMHaUUn




CBabbi ICR

‘Culture media for Surface Monitoring - Anne Klees - June 2016

KoHTenHep ¢ TSB +
lecithin n Tween 80

Snap Valve™

[fpo3payHasa nnacTtmkoBas
npobupka

TaMnoH 13 nonunacrepa,
CMOYeHHbIn p-poM NaCl

MERRUK



NMpoueanypa Ncnosib30BaHUA

N3Bneub cBab mn3
Nnpobupkn U caenatb
CMbIB C NOBEPXHOCTM.

‘Culture media for Surface Monitoring - Anne Klees - June 2016

BcTtaButb cBab obpaTHO
B NpobupKy.
HaanoMunTb KOHTENHEP
CO Cpeaow.

BblaaBUTb MOTHOCTLIO
cpeny U3 KOHTenHepa
B Npobupky c
TaMMNOHOM WU
MHKYBupoBaTb Npu
COOTBETCTBYOLLEN
TemMneparType.
Cneguntb 3a

NOMYTHEHUEM CPEABALARRTK



Ha6opbl Sampler&Swab

KoHTenHep ¢ TaMNOHOM asia otéopa npobbl U KOHTEWHEP C NUTaTeNIbHOMN
cpeanon Ha nognoxke (gpoxxxun/nneceHb, OMY, konnoopmMsbl)

[oTOBble cpeAbl — 3KOHOMUS BPEMEHM

——

« KoHTenHepbl pa3Horo useta (OMY-kKpacHbIN, KONNPOPMbI — CUHUN,
) APOXOKM/NNECEHN — XENTbIN)
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. ) « Ha membpaHe HaHeceHa ceTka ansa obsieryeHnsa noacyeTa KONOHUN
« bBbydepHbIn pacTBOp COAEPXUT HENTPANN3ATOPbl A€3UH(MEKTAHTOB
« TecT npocT B npoBeaeHunmn, yoobeH
« Cpok rogHoctn 18 Mecsues

« XpaHeHune Npu KOMHATHOW TeMnepaType
MnacTuKoBbIN

nepxarens |

" MOANOXKa,
MeMbpaHHbIN PUNBLTP C nponuTaHHas
CeTKon nUTaTeNbHOM Cpeaoi u

BbICyLLUEHHAas




rUrmeHMIRC KM
NMOHMTOPUHI

JKcnpecc-MeToabl

PMERRC K



JlroMmHoMeTp HY-LIiTE® 2

HY-LITE - BbICOKOYYBCTBUTE/IbHAA 2KCNpecc-cnucreMa ans
KauyeCTBEHHOMN OoueHKN 3P EPEKTUBHOCTU MOUKN N Ae3nHPeKLnn

YpoBeHb AT® - nHamkatop 4mncTtoTbl, Relative Light Units (RLU)
nponopunoHanbHbl Konndectesy ATO

A A
r'<

- IamepeHne ATO - cBeveHue

- Pe3ynbTaTt - yepes MUHYTY!

- OUEeHKa YNCTOTbl MOBEPXHOCTEN, XUAKOCTEWN
- [lpoctoTa paboThl, nerkoe ynpasneHne

- HagexxHble pe3ynbTaThbl

- MopT USB ang nepepayn aaHHbIX

- AnnTenbHbIN CPOK FOAHOCTU peareHToB

RRCK



NMpoBeaeHune aHanu3a

lar 1 OT60p nNpo6bl

“Egé llar 2 MNMoarotoBka obpasuya
|

5
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MHTepnpeTauusa pe3ysibTaToB

Production environment

Pass

Fail

Raw Milk

Raw Meat / Fish / Egg

Raw Vegetable / Fruit

Processed Milk / Milk products
Processed Meat / Fish / Egg

Processed Vegetable / Fruit

Mass Catering / Flight Catering Facilities
Beverages

‘ .

100
300
500
/70
/70
200
500
50

300
1000
1500

200

200

600
1500

100



quHOﬁ DKCrNMpecc-TecCTt ANid KOHTPOJ/iIA NTMrmeHbli

HY-RISE (HAQ, HALQ®) — BbICOKOYYBCTBUTENbHbIN PYYHON TECT AN
KauyeCTBEHHOW oueHKN 3P EPEKTUBHOCTU MOUKN N Ae3nHPeKLnn

-BusyanbHbin TecT, 6e3 obopynosaHusa, oteet JA/HET
-CKOpOCTb — pe3ynbTaT yepe3 5 MUHYT!

-MpocToTa NnpoBeaeHNa TecCcTta, UHTeprnpeTaunun pesynbTaToB
-HyBCTBUTENIbHOCTb

-CpOK rogHOCTW OTKpPbITOM YNakoBKM — 6 MecC

-MoxeT 6bITb BKAtoYeH B MmeTtoanky HACCP

-XpaHeHne npu KOMHATHOM TeMnepaType

-1 Habop - 50 TecToB

-[loMelwaeTca B KapMaHe

57
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KoHTpO/1b 6MON0Ornyeckoro 3arpa3HeHmnsa noBepxHoOCTen:
NMonocku HY-RISE - pe3ynbTaTt yepe3s 5 MUHYT!

ANl AR 4L
)&ﬁ i—an:m-r)%* )&ﬁ
3 lolle

4-5 min
15-30 °C

]

clean
dirty




JIlroMMHOMeETp
MHoronapamMeTpoBass CUCTEMa MOHUTOPUHIA

< <  WN3MepeHune ATO n gpyrux kntoudeBbix XACCIT

Tosti MnapaMeTposB.
v pH
v TeMnepaTypa
v [1poBOANMOCTb
v’ XuMmnyeckasa KoHuUeHTpauuns
« CootBeTtctBne XACCIT u GMP nporpamMmmam
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MVP ICON
HoBbI An3anH

 HoBbIM touch-screen aKpaH — NO3BONISET
paboTaTb B rnepyaTkax

o

Test Results

« LlBeToBas KOAMPOBKA A/ JIETKOM ol
NHTEeprpeTaLun pesynbTaToB

MERRUK




NMporpamMmHoe obecneyeHne MVP ICON Dashboard
[MaHenb ynpasneHmna MVP ICON

e OtyeTtbl HACCP

 DKCMNOPT AAHHbIX B
Excel nnn nporpammy
LIMS

 IMMOPT AaHHbIX U3
Excel

« HacTponka oT4yeToB
(oTyeT 0 AENCTBUSIX,
OTYET O TEHAEHUMUSAX,
ot4yeT HACCP)




MVP ICON®
[lpouenypa TeCTupoBaHUSA

Remove Swab Put swab - Activate
- "
swab A area back into . Hold upright
from . 0o % : collection B and press
collection ° ‘ Siicea tube ' plunger down
tube Snap together
(4" x 4")

 J

firm Yy
tightly ‘

Insert activated
swab in ICON
Keep collection tube on
Ensure flat
BIOCONTROL sides
face left / right
Do NOT force swab

down into chamber

16

Select
desired
test
point
and run
test
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OO0 «Mepk»:

115054, Mocksa, yn.BanoBas, 35

Ten: (495) - 937 33 04

dakc: (495) - 937 33 05

e-mail: mm.russia@merckgroup.com



