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MURRCK

OT60p NPO6

*OT60p NPo6bLI AOMKEH ObITh aCENTUYECKUM U
NpPOU3BOANTLCS C MOMOLLbIO CTEPUIBHOIO NPobooTOOpHUKA
B CTEPU/IbHYIO EMKOCTb, KOTOpas AO/IKHA repMeTUYHO
3aKpblBaTbCs AN TpaHCNOPTMPOBKK obpa3ua B
nabopatopuio.

=Obpa3zeL, Ao/1KeH ObITb penpe3eHTaTUBHbIM, T.€. UMETb
AOCTaTO4YHbIN 06bEM, BENNUYMHA KOTOPOro onpeaensieTcs
TpeboBaHUAMU K COAEPIKAHMUIO KOHKPETHOIO
MUKpPOOpraHmaMa, U Nponu3BoaAnNTbLCS B MeCTe,
obecneuymBarowleM agekBaTHOCTb obpa3ua BceMy ob6bemy
aHanmampyemoro obbekTa.

=OTo6paHHasn npoba gonxHa 6bITb 06paboTaHa
HeMea/1IeHHO, B C/lyYae HEBO3MOXHOCTU HeMea/leHHOWN
06paboTkn - XpaHUTbCS B XonoannbHUKe He 6onee 24
yacoB BO uU3bexaHue rmbenn MMKpoopraHM3MoB.

2 Millipore.




MeTtoabl onpepeneHuna — Mo Po

3.2. Ko/inuecTBeHHOE onpeie/ieHHe MHKPOOPTraHH3MOB

B 3aBHCHMOCTH OT IPHPO/BI JIEKAPCTBEHHOTO CPEACTBA U €10 (PH3HKO-XUMUUYECKHMX
CBOHMCTB HCITOJIB3YIOT OJIHH M3 BAPHAHTCR YaIEYHOTO arapoBOro MeToa (ryOnHHbIiH.
JABYXCIIOHHBIH, MOBEPXHOCTHBIH, MOM(DUIIHPOBAHHBIH TNYOHHHBIN), METO/L MCM-
OpanHO# (pUTBTPaLHK HIH NPOOUPOUHLIIL MeTO HanboIee BEPOSITHBLIX qucesn (HBY).

[IpencrapiieHHble METOABI MPeAHA3HAYECHDBI U1 KOJIWYECTBEHHOIO orpeaeneHus
Me30(HIIbHBIX OaKTepHH U TPUOOB, KOTOPLIC PAcTyT B a3POOHBIX YCIOBHSIX.

MURRCK

Millipore.




dapmMmakKoneuHblie MeToAbl

NMpsamoun NMoces

[IpenmylLLecTBa

BbICTpbIN, NPOCTOW,
9KOHOMUYHbIN
Bonbwon Bbibop cpen
Hedunbtpyemble 06pasubl

OrpaHunyeHus
Hebonbwown ob6vem obpasua:
HU3Kas YyBCTBUTENbHOCTb
MpobnieMbl C aHTUMUKPOOHbIM
AencTBmem

MURRCK

MemMm6paHHasa OunbTpaums
[lpenmMyLLecTBa

BO3MOXHOCTb yaaneHud
AHTUMUKPODOHbIX BELWEeCcTB

* KoHUeHTpupoBaHmne obpasua :

— BO3MOXXHOCTb PUALTPOBAHUS
6onbworo o6brema

— Ctatuctmnyeckun 6osee foCTOBEpPEH
— bonee yysctButeneH: 1 KOE Ha

obpazel e
OrpaHnyeHus szaasesseatrs,
« HedwunbTpyemble o6pasLbl s

 3akynopuBaHue MeM6paHbl —

Millipore.




HopMaTuBbl

ISO 8199:2018 § 160 years &
Europe .
Pharmacao
Europe o
Water quality -- General requirements Pharmaco
and guidance for microbiological §
examinations by culture * * iy
European . o o
Pharmacopoeia xS
9.0 2
Volume | ** §
Implem: 017 * §
90 §
Volume Il §
9.0
Volume Il
825 M i fil . d ¢. Membrane filter method: The membrane filter method
L. embrane filtration metho 3. ENUMERATION METHODS (9215D) can be used to analyze large volumes of low-turbidity
. . water and is the method of choice for waters with low numbers
8.2.5.1 Test portion Use the membrane filtration method or the plate-count of heterotrophic organisms (<1 to 10 CFU/mL). Tt produces no
methods, as prescribed. The most-probable-number (MPN) gleﬂ'? Shg]clk- Howe‘f’eﬂ th‘;fe is gle expense of the m;m'ilm“e ﬁ“etf,
i 3 - - - € sinaller area I0r colon SVELOPITICN OEE1DIEe damage 1o
The maximum volume of the test portion depends on the method is generally the least accurate method for microbial e b e Lo pent Powe cahese |
filterabiiity of the water sample and on the membranes used : : cells by excessive flration pressurcs, possible varlations in
i e = s -+ counts, however, for certain product groups with a very low membrane filter quality (see Section 9020B.54), and the need to
1s technique is suitable for waters which contain little par- hioburd : be th : hod detect colonies via reflected light against a white backeround if
ticulate matter in suspension, for example drinking water. With 1oburden, 1t may be the most appropriate method. ook .

; : colored filters or contrast stains are not used.
membranes of mean pore diameter 0,45 um, it may be possible

5 Millipore.
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MURRCK

yaep>xaHume n UsBneuyeHue

Yaep>xaHume (Retention) N3Bneuenume (Recovery)

* CrnocobHOCTb punbTpa  CNocobHOCTb yaAep>XaHHbIX
3a/1EpP>XMUBaTb BCE MUKPOOPraHM3MoOB K pOCTY
MWKPOOPraHn3Mbl Ha « MaTepuan gunbTpa A0MKEH BbITb
NOBEPXHOCTM MEMOPaHbI NpoHMLAEM N4 NUTaTeNIbHbIX BELLECTB

* HeobxoauMmble ycnoBus — NUTaHue,
TemnepaTypa, BpeMs

* CNnoCcoOBbHOCTb KNETOK K AeNeHUIo

o N E-

Pseudomonas  Salmonella typhi
Pnaumocuccl Slramoww

é,f % Traponemsa
g ﬁ é) Spores
. Mycobacterium  Clostridium letani Leptospira
Staphylococei tuberculosis

Spheres Rods Spirals
{Cocci) (Bacilli) (Spirochetes)

Millipore.




MURRCK

Pasmep nop

BnusiHue pa3Mmepa nop ¢unabTpa Ha yaep>XaHue U
u3BJieueHue MMKpooOpraHM3MoB

Recovery of Challenge Versus Pore Size O"TMMAanblﬁ BblBOP:
|25
L =MeMbpaHa 13 3(pnUpoB LeTA03bI
108 (cMecun HuTpaTa u aueTaTa
i Challange LLe11t0N103bI)
- B
§ =pa3Mep nop He 6onee 0.45 MKM
£ = =6enble NN TEMHblIE C HAHECEHHOW
i ceTkon Anga obneryeHna noacyeTa
o] v
KOJIOHUM
“ "CTEPUJIbHO YNaKOBaHHbIE
Filirche
o | N
0.2 it LAS pm L7 um (% BT ] 1.2 pm
Pare Size

Figure 3. There was no passage of Br. diminuta with 0.45 pm filters Mi"iporef




MERRUK
MeMb6paHHble punbTpbl Mepk

1. AnameTp nop 0.45u (+ 0.22u, 0.7y, 0.8y, 1.2u). AvameTtp dunbtpa 47 n 50 Mmm

2. YaepxuatoT 100% Haxoasiwmxcs B obpasue MUKpoOOpraHM3mMoB

3. He coaep>xaT KOMMNOHEHTOB, TOKCUYHbIX 4S9 MUKPOOPraHM3mMoB

4. NpeaoBapuUtenbHO NPOCTEPUNN30BAHbI U UHOUBUAYAJIbHO YMAaKOBaHb

5. MeloT HaHeCeHHYI0 CeTKY aAnga obneryeHns noacyeTa KOSIOHUN

6. BbicOKass MOPUCTOCTb

IR ceHcop
‘ﬁ&\\7
B
CTepunbHble, MHANBUAYANbLHO CTepunbHble, yrnakoBaHHble B IeHTy 6enble n

ynakoBaHHble, 6esible, YepHble U 3e/1éHble YyepHble MeMbpaHbl ¢ ceTkon ana EZ-Pak o
" MeMbpaHsbl, ¢ ceTkon (S-Pak) ancneHcepa (CeHCOPHbIN, aNeKTpUYecKni ot M||||p0|‘e®

aKKyMynsTopa)



HoBbili aMcneHcep mem6pan EZ-Pak PABRCK

YnobcTteo B paboTe

CeHCOopHOEe BKITIOYEHME
[MpocToe n bbICTpoE n3BNeYeHNE MEMOPAaHDI

be3KOHTaKTHOe IR ceHcop

ynpaBJieHue

[MpoBegnTe pykon B
Hanpas/IEHUN AaT4yuKa U
MembpaHa aBTOMaTUYECKMU
BbINAET U3 ANUCNEHCepa,
rOTOBOW AN nocneayruiero
nepeHoca NMHLUETOM B
dnNbTPaUMOHHYIO YCTAHOBKY.
BcTtpoeHHoe B anucneHcep 10O
npegoTBpallaeT
OAHOBpPEMEHHbIN BbIX0O4
HEeCKO/IbKNX meMbpaH.

Millipore.




HoBbin ancneHcep meMmbpaH EZ-Pak MERCK

rlpOCTbIe MaHNNynAaAunn

" bbicTpas 3arpys3ka kapTpugxa ¢ membpaHamm
W ABTOMaTU4eCKasi KOPPEKTUPOBKA NONOXEHNS MeMOpaHbI
¥ bBbICTpbIN BbIXO4 MeMOpaHbI (<1cek.)

J1erkoCcTtb YCTAHOBKM
KapTpuaxa c
MeMmbpaHamum

HoBbIM AM3aNH
AncneHcepa no3sosseT
YCTAHOBUTb KapTpuax
MeHee 4yeM 3a :
MonoxeHne MeMbpaHhl

KOppeKTupyeTcs ans
NanbHEWLWero

N3BJIEUYEHUS \ Y o
MUHLETOM. Millipore.




HoBbi ancneHcep MmeM6bpaH EZ-Pak PMERCK
npOCTbIe MaHUNYAUNN

W OTCcyTCTBUE LLUHYpa NUTaAHUA — NEPBbIN ANEKTPUYECKUIA OANCHEHCED,
paboTatoLum oT akkymynsatopal

@ TlopTtaTMBHOCTb

W lNpoctasa nesobpaboTtka

W Hebonblion Bec

Millipore.




MEMOpPaHHbLIR DUMLTPLL MEPK

dunbTpbl S-Pak MWGO47S6

~

Pore size information
GS=0.22um
HA =0.45um

HV = 0.45um
HC =0.7 um
AA =0.8um
RA=1.2 um

MERRCK

Packaging type

S6 = S-Pak, 600 filters

SO = Sterile pack, 100/pk
A0 = Autoclave pack, 100/pk
BW=Beverage & Water
SP = S-Pak kit




MEMOpaHHLLR DML TPLL MEPK MERUTK
dunbTpbl EZ Pak




MemMb6paHHble punbTpbl Mepk MRRCK

S-PAK® MEMBRANE

We certify that the product described within meets ISO® 14001 Environmental Management Membrane Filter Analysis
the follawing critenia. This product was manufactured in a Millipore SAS facility o+ Tesiedonalotauditnasis.
. whose Environmental Management program is approved by Criteria Specifications Results
Catalogue Number @ HAWG04756 an accredited registering body to the approprizte 1SO 14001 Pare size 0.45 prm (Determined by Carform
. System Standard. retention of Serratia
Lot Mumber CF3PAZ4E02 Y mmarcescens)
Expiry date CNOV-2015 ) . Wiater Extractables | £1.0% Confarm
Quality Assurance Lot Release Criteria Merbrane fhickness | 116 — 180 im Canfarm
This manufacturing ot was sampled, test and released by Tﬁ:’t;;ﬂrg;‘;;'r:ge of gfffssﬁcésg?n%gﬂ;”m Corfarm
: g Cuality Assurance for compliance with the following Wettahiity of the E & masmurm wih
Product Description characteristics s Wi O veater Corform
The membrane used in this product (045 um mixed Extractable
esters of cellulose) has heen sampled and tested and L Inorganic 2 0.01 moffiter
conforms to the specifications. Statistical Controls Ma Canfartn
) ) e Physicals Tests e The manufacturing process has been wvalidated to
The membrane filter has been manufactured for use in —_— ' : : X ; .
the bacteriological analysis of potable waters in : gZiftD'ﬁ? E'futfhlzggtlﬁtm;nge";ﬁa " conform with the following specincations -
accordance with procedures referenced in Standard ty g and packaging. Criteria Specifications | Results
method (recent edition), and laboratory standards for Extractables Inorganics ;
equipment and materials set forth by the U5, : : Ca & Canf
Environmental Protection Agency. Each lot is tested for Biological tests Zn ;E'gg1mrijrj,lftiirer Cg:fgm
recavery in accardance with 150 7704 procedure and Sterility Ag e et Canf
meets or exceeds the highest suggested recoveries. _ B _ _ =0.0001 mofitter nnrarm
This product has been sterlized by Ethylene Cxide (EO) in P 200001 mofiter Canfarm
a walidated sterlization cycle. Biological indicators Ha =0.0001 mofiter canform
Good Manufacturing Practices incorporated in the lat have shown to be sterile. Cu =0.0001 morfiter Conform
: . o Cr £0.0001 rgfitter Conform
This product was manufactured in a Millipore SAS - . Organic TOC
facility which adheres to Good Manufacturing Practices. Fertility / Growth promotion ranic (TOC) = 1.0 myffilter Canfarrm
Criteria Specifications Results P (reported a5 Phosphate) Z0.02 mgrilter Confarm
H Escherichia coli Recovery = 90% Arnmonia (MH3) =0.01 maiilter Conform
ISO. 9001 Quallty Standard ATCC¥ 8730 wersls spread plate Canfarm MNeutrality pH of extract = 8.3 Conform
This product was manufactured in a Millipore 545 Total acidity £0.001 mEwfiter Caonfarm
facility whaose Cuality Management System is approved Entarobactsr Recovery = 0% - - -
by an accredited registering body to IS0 9001 Quality aerogenes versus spread plate | oM According to the ahove results, the product complies with
Systern Standard, ATCC® 49701 Millipore SAS's acceptance criteria and is released.
Lot Analysis
Pk = 8 Fractones Tradomaric o herck Kia This product was designed and manufactured to meet the
Willi 0% iz 3 Registered Trademark o fMerck KBas following specifications. Performance s confimmed by
15 D'is_a Hegish_ered Trademark of the Intemat_ional Organization for Sta_ndardiza'n'on tEStiﬂg on each lot
ATCC™ iz 3 Registered Trademark of the American Type Culture Colledion . . .
The b hiark iz atradermark of berck KGa A, Dammestadt, Germany. Christel Noehringer
@201 Merck KGaA, Darmetadt, Gemmany. Al rights reserved. BioMonitoring Guality Manager

Millipore.




MERRCUK
'pebeHka EZ-Fit Manifold

YHuBepcanbHaa —
ObICTpO3aMeHsAEMbIE
aganTopbl Ans paboTbl
CO BCEMU TMNamu
BOPOHOK

1-, 3- n 6-mecTHas

MHOropa3oBble BOPOHKM Microfil

Millipore.



MURRCK

'pebeHka EZ-Fit Manifold

Cbopka n pasbopka — 6e3 AoMNOSTHNUTESTbHbIX UHCTPYMEHTOB
Jlerkunn goctyn K BHYTPEHHMM NOBEPXHOCTAM AN Ae300paboTku
Bce KOMNOHEHTLI aBTOKNaBUpyeMbIe

KnanaH obpaTtHoro xoaa, yoobHble pyyku

Jlerkas

Bo3MoOXXHOCTb nogcoeamHeHnsa Bakyyma C ftob60on CTOPOHbI

Millipore.




MERRCK

HoBoe nokoneHune

HoBad KOHCTpPYKLMS
OCHOBaHwu4
Hanuuune BbICTYMNA
NO3BONAET /1erko
CHATb PUNBTP C
OCHOBaHUA N He
KacaTbCs
puneTpyowen
NOBEPXHOCTH.

Millipore.




{ MRRCK
dOunbTpoaneMeHTbl EZ-Fit

Millipore.




OCHOBHbIe 0CO6eHHOCTH

KomdcpopT B pabote
* YHMKanbHasa aproHoMuka

¥

Eiw

[

I7po3paqulL7 nnacmuk  Jleeko ycmaHoseumsb U CHAMb

3alWMLEHHbLIN pe3ynbTaTt
* H13KMin pnCK KOHTaMMHaL MK

e

3awumHsbit ebicmyii

MERRCK

JocToBepHbIN pe3ynbraTt

» OnTManbHbIN AnU3anH 4nsa noslyvyeHus
KOJTOHUN

I /“\w.
i

"

é_

[1nomHbIt KOHMakm mMmembpaHb! ¢ a2apom

YHuBepcanbHOCTb

* Micnonb3yeTcs ¢ NNOTHLIMU U XUOKAMMA
cpegamm

Millipore.
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benas u yépHas membpaHa 0.22, 0.45 n 0.8MKkM
Memb6paHa HA (uenntwonosa) v HV (MBAD)
BopoHkn 100Mn 1 250Mn

NHanBuayanbHasa ynakoska, no 3wT. un 6ank

B 3arnywka
B KpbllWwkKa

NHaveuay-
asbHas
yrnakoBKa
bes
3arnyLwKu

MERRCK

Millipore.




-Fit™ Filtration Units
Ready-to-use filtration devices
for Microbiological Testing

Jlerko naeHTuduumnpoBaTb
NPOAYKT — MO PUCYHKY U TUMY
MeMbpaHbl

bonee KpynHO yKasaH CpoOK
rOAHOCTU

JIErknn AocTyn K ceptudukaTy -
Ha CHMMaeMon aTukeTke ¢ QR un
LUTPUX-KOA0M

Kopobka 3akpbITa

NNerkoCHUMarLWencsa nNaéHKon

MERRCK

Millipore.




Cat Nb: EFHAW10MS T
Lot Nb: FEHA00000

TIIHRRELLY

Exp. Date: JUIN

Sterlized

Pasmep rnnop, kat.HoMep n HOMep
naptmm ykasaHbl U Ha
r1acTMKOBOU YrakoBKe

l_—v--

VRN

MADE IN FRANCE 0001

Millipore SAS, 67120 Molsheim, France

EZ-FIT™ Elitration Units without Pad IVI
White MCE 0.45um

FEHAQ0000
(LoT] REF| EFHAW10MS

P, 5

Certificate of Qualit EM2[E]
Oper @ web browser, then in the address bar, type .
www.milipore com or scan the QR code E

Then inthe search bar | Type or scan the lot number
www milllpore com

Product Lot Record Label

Koabl QR n Data Matrix +
CHUMaemasi 3TUKETKa 3KOHOMST
BPEMSI U CHUXaKT PUCKU
ownbok riepcoHasia

MURRCK

Millipore.




0,45 pm
MCE
100 & 250ml

Water testing,
Bioburden and
Pharma water, F&B
application with
liquid media
(presence of pad to
convert the unit into
a Petri dish)

0,22 pm
MCE
100ml

Water systems or
water loops
validation, product
bioburden testing,
pharma water
microbial testing

0,45 pm
MCE
100 & 250 ml

Water testing,
Bioburden and
Pharma water, Hard
to filter turbid
matrix, price
sensitive pharma
customers
(multipack)

0,45 um
PVDF
100 ml

Low binding
membrane for
Pharma bioburden,
antibiotics and
solvents testing, or
samples not
chemically
compatible with
MCE

MURRCK

0,8 pm
MCE
100 & 250 ml

Food & Beverages
yeast and moulds
testing : wine, beer,
cider, soft drinks

Millipore.




MERRCK
NMHdbopmMauuna ana 3akKkasa

Description Qty/pack Packaging/ Format Catalog number
EZ-Fit Filtration unit, white plain PVVDF membrane, 0,45um, 100ml 48 Single EFHVW10IS
EZ-Fit Filtration unit, white gridded MCE membrane, 0,45um, 100ml 48 Multipack of 4 units EFHAW10MS
EZ-Fit Filtration unit, white gridded MCE membrane, 0,45um, 250 ml 48 Bulk with protective bag EFHAW25BS
EZ-Fit Filtration unit, black gridded MCE membrane, 0,45um, 100 ml 48 Multipack of 4 units EFHAB1OMS
EZ-Fit Filtration unit, black gridded MCE membrane, 0,45um, 250 ml 48 Bulk with protective bag EFHABZ25BS
EZ-Fit Filtration unit, white gridded MCE membrane, 0,22um, 250 ml 48 Multipack of 4 units EFGSW10MS
EZ-Fit Filtration unit, white gridded MCE membrane, 0,22um, 100 ml 48 Single EFGSWI10IS
EZ-Fit Filtration unit, white gridded MCE membrane, 0,8um, 100 ml 48 Bulk with protective bag EFAAWI0BS
EZ-Fit Filtration unit, white gridded MCE membrane, 0,8um, 250 ml 48 Bulk with protective bag EFAAVWZ5BS
EZ-Fit Filtration unit, black gridded MCE membrane, 0,8um, 100 ml 48 Bulk with protective bag EFAAB10BS
EZ-Fit Filtration unit, black gridded MCE membrane, 0,8um, 250 ml 48 Bulk with protective bag EFAAB25BS
EZ-Fit Filtration unit, white gridded MCE membrane, 0,45um, 100ml 48 Bulk EFHAW 100B
EZ-Fit Filtration unit, white gridded MCE membrane, 0,45um, 100ml| 48 Single EFHAW100I
EZ-Fit Filtration unit, white gridded MCE membrane, 0,45um, 250mi 48 Bulk EFHAW 250B
EZ-Fit Filtration unit, white gridded MCE membrane, 0,45um, 250ml 48 Single EFHAW 2501
EZ-Fit Filtration unit, black gridded MCE membrane, 0,45um, 100ml 48 Bulk EFHAB100B
EZ-Fit Filtration unit, black gridded MCE membrane, 0,45um, 100ml 48 Single EFHAB100I
EZ-Fit Filtration unit, black gridded MCE membrane, 0,45um, 250ml 48 Bulk EFHABZ250B

EZ-Fit Filtration unit, black gridded MCE membrane, 0,45um, 250ml 48 Single EFHAB250|

PINK base - no pad

=
®
<%
=
=
=
1
@
©
g
L
=
|
(1]

Millipore.
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dononHutenbHoe obopyaoBaHue

BakyyMHbIN MUHU-HAcOC BbicokonpousBoauTenbHbIE
BaKyyMHO-HarHetatenbHble
Hacochbl

MURRCK

Konbbl ByH3eHa

Millipore.




MBRCK
TpaanuMnoOHHaA cxeMma

MHOIro KOMMNOHEHTOB, CJTIOXXHOCTb MBHVII'IYHFILI,VIVI

e Bec u ypoBeHb WyMa Hacoca
e Henpsmoe coeanHeHue c rpebeHkomn

e licnonb3oBaHMe NPUEMHON EMKOCTWU AN
cbopa dunbTpaTa

e HeobxoaAMMOCTb YacCTbIX OCTAHOBOK
npouecca punbTpauuun ang cnvea
dunbTpaTa U3 Konbbl:

- pacxon BpeMeHu

- TSXXeCTb Konbbl n cobngeHne
OCTOPOXXHOCTU MPU MaHUNYIALNAX

- Heo6X0AMMOCTb Ae3nHdeKunn Konbbl

Millipore.
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BaKkyyMHbIU Hacoc EZ-Stream

* [lynbcupytowiad
anapparma m3 PTFE

ARRCK

Millipore.




MpsMoe coeAnHeHME ynpoLLaeT onepaunm

[MpaMoe coeanHeHne

MERRCK

OTcyTCTBME NMPOMEXYTOUYHbIX KON6 -
dunbTpaT HanpasngeTcsa cpasy B C/IUB:
« DKOHOMUA BpeMeHMU

« TpebyeT MeHblUe paboyero Mecra
* YnpolwaeTr MaHUNynsauum c

obopynoBaHueM

« [le3anHdekuuns/aBToknaBmpoBaHme

KOMNaKTHOCTb

CHWXeH ypoBeHb LyMa

CootBeTtctBme ISO 8199 no ypoBHIO
BakyyMma (okono 700 mbap)

NMpocToTa Ae3.06paboTkun

He TpebyeT cnoXxHoro
CepBUCHOro 0b6cny>XnBaHus

Millipore.




EZ Family

31

MERRCK
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MURRCK

MHTepnpeTauumna pe3ynbTaToB

—— Koa1InuecTBo MMKpPOOPraHu3MoB

Action
Alert

- €00C°L0°LT

L €00C°L0°01

L €00C°L0°E0

L €00C'9079¢C

L €00C"90°61

L €00C"90°CT

¢00¢"90°s0

L €00C'S0°6¢C

L €00C°S0"CceC

L €00C°SO’'ST

L €00C°S0'80

L €00C°SO'T0

L €000V

c00C°v0°LT

L €00C'¥0°0T

L €00C'¥0°E0

€00C°€0°LC

MpuMep: Boga Ans nHbekunn — He 6onee 10 KOE Ha 100 mn

c
o
=
=

32
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Hacko/1bKO 4OCTOBEpPHbI pe3ysibTaTbl?

MURRCK

PesynbTaTthl O0OS

A\ 4

HeBepHbit MeToa?

-—-ﬂa60paTopHéﬂcnuw6Ka? )

HenpaBungHbIli 0T60P
npobbl ?

A

ﬂpo6ﬁeMblc
obopyaosaHueM ?

i

Echu HET

Unun He
yBEepEeHbI

Echun a v
[ToBTOP AOKa3aHo
NCNbITaHUSA )
YHMnuTOXEHuUe

napTum nNnpoaykra

Mpobnema B npouecce ?

inn ecsiim Bbl He HaxoauTe
Apyrouv rnpuynHbl

Millipore.




MERRCK

KoppekTHbin pe3ynbTaTt ____

v

MeMbpaHHada punbTpaums

JI0O>XHbIN pe3ynbTaT

; o 4
e I S 4

-

WSS BP T

MembpaHHaga punbTpayms

W

Er
Rt

Millipore.



MERRCK

MHOropasoBblie BOPOHKMU:

= D¢ DeKTUBHOCTb CTEPUNM3ALUNT

= KBanudukaums npouecca
cTepununsaumnn?

KoHTaMuUHauusa n3 okpyxatrouwemn
cpeabl

‘ Millipore.



KoppeKkTHbIN pe3ynbTaT

v

MeMbpaHHaga dpunbTpayms

Ob6paseu;:

AHTUMUKPOBHbIE
KOMMNOHEHTHI

JI0O>XKHbIN pe3ynbTaT

MeMbpaHHada dpunbTpayms

v

MERRCK

Millipore.
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NHrmbupyowmne Bewecrtea B obpasue :
AHTUOUNOTUK NN KOHCEPBAHT

Cneancrteue : yrHeteHue pocTta
MUKPOOPraHM3MoB, MeHbLLEe KOJIOHUNI

Millipore.
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HennoTHoe coeiHEHUE BOPOHKMN C OCHOBAHMEM — K MPOCKOK» MUKPOOPraHU3mMoOB

BOPOHKa

obpaszey,

‘$ MUKPOOPraHn3Mm

; meMbpaHa

© BaKyyM

Millipore.
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HennoTHbIN KOHTAKT MembpaHbl C NOBEPXHOCTbIO arapa

BO3AYLWHbIE MY3bIpU «BOJIHbI>

= NMUTaTeNibHble BelleCTBa He NonagaroT K M/O = HeT POCTa

Millipore.




MILLIFLEX® PRE-FILLED
MEDIA CASSETTES

Cabalegue Mumber - MESMCTS48
Madiuvm Abbreviation : TRYPFTIC SO

Lot Mumber
Expiration Dale

Praduct Daseription

Eoch costabe o phaslc 3 paace cssemibly confaining
approimataly 10ml of Tryplic Soy Agor

Compoasition of the Medium
Fommela in grams e lar of purfied waler
Parpdoni o Cinsain 1504

Paplona fam Soymeal 5049
Sodism Chlorida 504

Agr 150

This medium is meeommended for o sonely of micionganisms

R

Soage condiions: 2 - B

Pood Manufacturing Fractices
This preduct was mandoctened in a Milipone fociiy whick
adwe lo Good Manfockinng Proclion:

150" 9001 Quality Standard

This product was mandoctnad in o Milipone focliy whoos
Clualily Maracogemant Sylem b appeossd by an acoedied
regisiaring body bo (20 SO0 Qualiy Sylem Siondand

.
Fharmasspasia

This product was mondochnad, eded and relecsed aocoding
o Evropaan and LS Phamacoponio recammandolions

PocTtoBble CBOMCTBA NUTATE/IbHOM Cpeabl:

Guality Assuranse Lot Release
Criteria

This monufachuring bot wos sompled, lested ond released
acconding ko the lollowing specficalions

100 % Inspection
Viual conkal of appaamnce and medium kvl of eoch
rasseia

Statistical Contrels

* Packoging inlegriy

* Conbramity of lobaling ond pockaging
" Lse fash of Ihar ocisofie

Biological Tests

Starility
Rapeeanalba samplas were subjecled ke sterility fast by direct
cuibrafion of the prefibed cossiias

Pertility / @rewth Premetion

Fastility lesks weare conduced by direct inoculalion of the medic
Al the somples provided good groveth and ppical colony
moiphology whan challenged wit approsimolely 18- 1040
L par cxsele

Batch record

The lost o castates bas o comphile docomantalion which
ncludias peoduc descoriplion, ksl protooal, bl specifioolion
and resulls

.
Lat Analysis
This product was designed and manufocired i mead the

lolicaving specifications.

Crimara

Specilicalion

Appscrancs ol tha mesdia

s ok,

ichily apalsacsnt

g FE+03 onftrmas
Wisght of Agor fin : 100 g Conforms
M 1205

S iy Adsrancs el i1 'K conbominalica

Grerwth promiion kel

Sepbsdeoscon axan Crexl gt char Conforras

ATCOR &5 T bt HOEEAC

Bacilhn aukdila Crosoed et chiar Confarras
ATCC" S 33 Tk ol 30358

Prswddenicnn. gesugisma o grosib b Confams
L= b ol BT

I"\.:‘.‘:I-I.-[-:!.ﬂ'fl L Lot
ATLCTBI T ol 30355

Condidn albioons - e T

e, el gty har
AR L 10 i e 225
Aapsy oy rizps i Conltras
ATCC® 1440 Fhom grewrhs e

§ o ot TOTSC

Mecording bo the above resuls, (ha producl complies wilh

Wilipore's ooceplance orleria ond is seleaued

. dehaen

Bricier 'Wakar
Chuol iy Assuoncn Monages

FROS0ED Ry

Ml oned M illiflas o ragiiissd ederorts of Millpors Copomiica
S0 o ragisad weckiroat o the beraoral Cvgenizotion ke
Eiwdwzionbiay or 28 aliloed compery

ATOC b o mghisssd ek of Braioan Typs Culuss Colaciion

MURRCK
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Kputnyeckune napamMmeTpbl

sYMeHblUeHUNE PNCKaA JTOXKHOIo OTpmnuaTesibHOIo pe3yJibTaTa
— BocnponsBoamMblin N YyBCTBUTENIbHbIN METO/,
— KOHTpO/Ib KayecTBa MaTepuasnos
— Banugauua metoaa

sYMeHbLleHne PNCKaA JTOXKHOIO NOJIOXKUTEJIbHOIO pE3YJibTaTa
— OT60p Npob, cobnogeHne npaBua acenTuKU, CaHNTU3auUuns
— Bannpauuna meTtopa

*[1pOCTOTa B MCMO/Ib30BaHUN

*YMeHbLUEHNE BPEMEHU TECTUPOBAHUS

— BbIiCcTpoe nonydeHue pe3dynbTaTa NO3BONSET 0OHAPYXNTb Npobnemy Ao
BbIX0Zla CUCTEMbI U3 CTPOS

— CoKkpalleHne pacxoaoB BpeMeHU M CpeacTB Ha NpoBeaeHMe aHanm3a

MURRCK

Millipore.
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Cuctema Milliflex - Milli"flexible”

= OaHOpa30Bble CTEPUSIbHbIE BOPOHKM crneumanibHOn
KOHCTPYKUUWX C BNAagHHbIM (OUNBTPOM M KAaCCeTbl CO
cpenon anst nHkybaumn membpaHbl Ha arape

= Hacoc Munnugnekc ¢ f1erko CaHUTU3INPYyEMbIMU
NOBEPXHOCTSIMN M NpoueaypOon BHYTPEHHEN
ne3obpaboTku

= KOHCTPYKLUMSA CUCTEMbI NpeayCMAaTPUBAET MUHUMANbHbIN
KOHTaKT CO CTEPW/IbHbIMM MaTepuasaMm U MakCUMManbHO
YMEHbLIAEeT PUCK KOHTAaMUHALMN U3 BHELLHEN Ccpeabl

Millipore.




OCHOBHbIe 0CO6eHHOCTH

NaoeanbHbIN KOHTAKT MeMbpaHbl B MOBEPXHOCTbIO
nuTaTesbHON cpeabl

.
e BbiNnyknas ¢opmMa MeMbpaHsl /)
° N0THOE NpuneraHne membpaHbl 6e3 obpasoBaHus
Ny3blpbKOB

* YMEHbLUEHNE PUCKA JIOXKHOIO MOJIOXKUTENbHOIO pE3YyJibTaTa

>

T 4

o o ¢

OTcyTCcTBME MaHMNynaumm ¢ meMbpaHom Npu ee nepeHoce / %
/4 //

HeBO3MOXHOCTb NpoTeyek E ‘}

* MeMbpaHa npunasiHa K BOPOHKe / W

20 cm? adpdpekTnBHOM nnowaan punbetpaumm (npotms 10cm?

anst unbTpoB 47 mm)
* yMeHblleHne obuiero BpeMeHn punbTpaunm

« 6onee paBHOMepHoOe pacnpeneneHne KosIoOHNM U CHUXeHne
6nonornyeckonm KOHKypeHLUun

43

MURRCK

Millipore.




Cucrema Milliflex Oasis® - 2020 PAGRCK

Pa3spaboTtaHa c y4yéToM 3-X rnaBHbIX Npob6nem nosib3oBarenen:

1. 2ddhekTnBHOCTb paboTbl fabopaTopun

2. WHTepnpeTauunsa pesynbtatoB O0S Result reliability

3. WVHCneKuuoHHbIe NPOBEPKU Regulatory compliance

()

(0
LAY

EE

A

Millipore.




CucTteMa, pa3spaboTtaHHasa ansa coBpeMeHHbix labopatopuin QC -

npOMBBOAMTeﬂbHOCTb - HAAE>XXHOCTb pe3ysibTaTa — COOTBEeTCTBME HOpMaTnBaM.

1. Bbonee 6bicTpasa npoueanypa Tecrta SkoHomusi okos10 30 aHen 3a rog v 40 +30% BbINrpbiiL
BO BpeEMEHM

2. lloBbllWeHHaa HAAEXHOCTb pe3ynbTatoB MHoOrouncsieHHble 0CcobeHHOCTU KOHCTPpyKUnHu, CHm>XartLjne
PUCKUN JIOXKHbBIX PEe3YJ/ibTartoB

3. CooTBeTcTBME HOpMATMBAM YnyduieHHasi rnpoc/1exmBaeMocCTb AaHHbIX ¢ 2D kogamMu Ha
Ka>k/jon yriakoBKe/BOPOHKE/HallKe

96 HOBbIX 0CO6EHHOCTEN KOHCTPYKL MU CUCTEMbDbI — CyLLECTBEHHOE NOBbIlUEHNEe YPOBHSA
6e3onacHocTn n 3(PpPpeKTUBHOCTU npoueaypbl MUKPpO6Mosiormyeckoro aHasmsa

Millipore.
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« Hacoc Milliflex Oasis® cocTtouTt 13
MCTOYHMKA BaKyyMa M ABYX OCHOBaHWUN
AN YCTAaHOBKU DUNbTPYIOLWMX S/1EMEHTOB.

« Hebonblwmne pasMepsbl N BEC, @ TaKxe
NErkocTb Ae306paboTKN NOBEPXHOCTEN
Hacoca AenarT ero naeasnbHbIM A8
paboTbl B laMUHape unmn bokce
6e3onacHoCTH.

* DProHOMWYHbIN AN3AaNH N BO3MOXHOCTb
MaclwTabuposaHua (MoaysibHas
KOHCTPYKUMS) NO3BONASAIOT CYLWECTBEHHO
NOBbICUTb MPOMN3BOAUTENBHOCTb
nabopatopum

« OTcyTCcTBME HEOHXOANMOCTH
aBTOKN1IaBMpoBaTb 060pyA0OBaHME
3HAYNTENIbHO YMEHbLUAET BPEMEHHbIE
3aTpaTbl HA NOArOTOBKY Hacoca K paborTe.

" Millipore.




Hacoc

\\/.
MpocTtan yctaHoBKa: KannbposKa He
TpebyeTtcs, noaKkNtounTe BbICTPLIMU
COeANHEHUAMMU 3NTEKTPUYECKUI
Kabenb 1 chnsBHyto TpybKy, npoTpute
rNafKyto NOBEPXHOCTb HAcoca U —
BCE rotoBO A5 paboThl.

47

JProHOMUYHOCTb: HN3KNI NPOPUb
Hacoca (nnatdpopma Ana yCTaHOBKMU
GUNBTPYIOLWMX FONIOBOK HAaXoAMUTCA
Ha BbicoTe 70MMm) obneryatoT paboTy
c obpa3suyammn, ocobeHHo HbonbLLoro
0bbéMma.

MURRCK

Millipore.

M

N

Sas

==

a

OT1cyTCTBME PUCKOB NEPEKPECTHOMU
KOHTamuHauumn: ObpaTHbIN
KNnanaH, pacnosIoXKeHHbIN B
CbeEMHOW PUNbTPYIOLLLEN FOIOBKE,
npeaoTBpalaeT BO3MOXKHOE
3arpasHeHne membpaHbl 13
BHYTPEHHEero KaHana. K
4aCTM FOJIOBKM NIETKQ
ANA OYNCTKM.

Millipore.



Hacoc

48

BbicOKaA Nnpou3BOAUTENIbHOCTD:
BO3MOXHOCTb MOAK/IIOYEHUSA 3-X
HacocoB (C Ucnosb3oBaHMEM
O[HOIO NCTOYHWKA NUTAHMUA U
coeAUHUTENbHbIX Kabenen) u
BbIMO/IHEHUA 6 O4HOBPEMEHHbIX
duneTpayumnm

\\
- |
}g. /\\' M////,%
)

Ae306paboTKa Hacoca: 0YMCTKY
BHYTPEHHMX KaHa/10B HAcocCa
NPOBOAAT C UCMOIb30BAHMEM
Habopa Ana caHUTM3auum,
dUNbTPALMOHHbIE TO/I0BKU
MOHO (HO He 06A3aTeNnbHO)
aBTOKNaBMpOBaTb B
CTaHAAPTHbIX PEXUMaX

MURRCK

Banupauma: rotosbii
NPOTOKO/ BaAnaauum,
nposeaeHue 1Q/0Q Ha
MecTe WUHXKeHepamun Mepk

Millipore.
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OunnbTpO31EMEHTHI
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Mcnonb3osaHue BopoHoK Milliflex Oasis® ynpolaeT Baw paboumin npouecc 1 ymeHbLIaeT Bpems
dunbTpaunm bnarogapsa HOBOM KOHCTPYKLUUM ApeHarka. BnasHHaa membpaHa UCKAoYaeT NpUMeHeHue
NUHUETa NPU €€ nepeHoce Ha arap 1 obecneymBaeT NJIOTHbIM KOHTAKT MembpaHbl C NOBEPXHOCTbIO Cpeabl.
Kaxgbin dunbtposanemeHT 100% npoBepeH Ha LLeNOCTHOCTb A/1A NOBbIWEHUA HAAEXHOCTM NPU
MCMNONb30BaHUMN.

. Millipore.




OunnbTpO3/1E€MEHTbI (BOPOHKMN)

50

\ \

N

JKOHOMMUA paboueit NOBEPXHOCTU
B JaMUHape: BopoHKM ynakoBaHbI
B 3aLUUTHbIN NNACTUKOBbLIN MELLOK
no 8 WTYK Ha IOTKE, KOTOPbIN
MOHO pa3aennTb Ha ABE YacTU U
NOCTaBMTb UX APYr Ha Apyra Ana
3KoHOMUMK paboyero
NPOCTPAHCTBA.

3awmTta membpaHbi:
BcTpoeHHaAa B
dUNBTPO3INEMEHT
NOANOMKa 3anLaeT
MembpaHy oT
BTOPUYHOM
KOHTaMWHaLUW.

MURRCK

3awuTta obpasua: oTKMaHasA
KPbILIKA Ha BOPOHKE 3alUMLLAET
obpaseL, BO Bpems
dUNbTPaALUUN U YMEHbLUAET
KONMYeCcTBO HeEObXoAMMbIX
MaHUNYAAUMA.

Millipore.




OUNbTPO31EMEHTDI

Iipore' ﬁoovm .
IG5~
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TouHbIV 06BEM 06pa3ua:
NPO3PaYHbIN rMAPoPOOHbIN
MaTepuas BOPOHKN U XOPOLLIO

BUAMMbIE NHOMKATOPDI
YPOBHA obecneunsaeT
bUNbTPaLMIO HYXKHOTO
obbema obpa3sua.

51

MURRCK

AKKYpaTHbI 6€CKOHTaKTHbIN NepeHoc
memb6paHbl Ha arap: oA nepeHoca
BNAasiHHOro pMANbTPA Ha arap He
TpebyeTcAa NUHLET, a BbiNyKAas nocne
dunbrpaunm popma membpaHobl
obecneynBaeT NIOTHbIN KOHTAKT C
NOBEPXHOCTbIO cpeabl 6e3 BO3ayLHbIX
ny3bipen N CKNagokK.

Jlerko otgensieman BOPOHKa: NpocTo
COXXMUTE BOPOHKY, YTOObI OTAEINTD
eé OT OCHOBaAHMA ¢ membpaHou (He
HY*KHO 1OMaTb M/1IaCTUK), @ KPbILIKY
NCNONb3YNTE, YTOObI 3aKPbITb YaLLKY
CO cpeaon u puUabLTPOM AnA NepeHoca
B MHKybaTop.

Millipore.



KacceTbl (Yallkn) c nutaTeNibHON Cpeaow

52

be3owmnbouHbIV BbI6OP
YALKU CO CPeAoM: YallKu C
Tpems cpegamu (R2A, TSA,
SDA) nmetoT LUBETOBYIO
KOAMPOBKY, YTO NO3BONIAET
NNErKO KOHTPO/IMPOBATh
NCMONb30BaHNE HYXKHOMN
cpeabl Ha KaXXaom 3Tane
TeCTUPOBAHMUA.

3anupatowanca cbopka: YalwKu
cobupatoTca B 3anmMpaemyto
CTOMKY, YTO obecneymBaeT
6e30nacHyo TPaHCMOPTUPOBKY.
[ycToM NOTOK OT BOPOHOK
MOXeT bbITb MCNONb30BaH
TaKe B KayecTBe NoaaoHa Ana
MHKYbaumu.

MURRCK

B3t |
T 31MAR 2020 [REMEEE Fifaoawe 0%

OTcyTcTBUE PUCKA CIYYaUHOro
OTKpbITUA: KpbIlWKa Npu 3aKpbiBaHUN
3allEéNKnBaeTcA.

| —_—

S - g
ONnTenbHbIN CPOK roaHOCTU U
YMeHbLUEeHHasa KoHAeHcauma: HeoTKkpbiTblie
YallKM OCTAlOTCA repMETUYHbIMMU, B
OT/INYMe OT 0ObIYHbIX YalleK MNeTpu, uTo
CHMXKAeT KOHAEeHcauuto n ob6e3BoXKnUBaHMe

B Te4eHne ANUTENbHOIO BpEMEHU
XpaHEHUA.

Millipore.
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[TpocnexxmBaeMoCTb AaHHbIX

LiBeToBaA KogupoBKa, YTObbI
nsbexkatb OWIMOOK: Ha KaxKaom

KOpO6Ke U Ha KaXKJOM Usaesinu. K AOKYMEHTaUun: B

2D wTpux-koa ana aocryna

COOTBETCTBUMU C
dbapmaueBTUYECKMM
cTaHgapTom GS1
obecneumBaeTca [oCTyn K
KNOYEBOM AOKYMEHTALUM,

UHpusupayanbHoe ID: Kaxapili B TOM YnCNe cepTUdUKaTam
PUNBLTPOINEMEHT 1 YaLlKa Co cpeaol Ka4ecTea Npoaykumm
NMEOT YHMUKA/IbHbIN MAEHTUPUKALMOHHbBIN
HOMep, KOTOPbIM Bbl MOXETe «NPUBA3aTb» K
NPoOAYKUUMN. P P P

53 BalLlemy obpasuy. Mi"ipOl‘eR

. 30 ]
| & 31-MAR-2020 B Bhaoaan oo%se & g

MNMpocnexnsaemoctb ot A ao A:
naeHTndukauma n 2D wrpux-
KOA Ha NepPBUYHOMN YNaKOBKe,
BTOPUYHOM YNAKOBKE M Ha
Ka*KaoM OoTAeNIbHOM eaAnHuLLe




MRRO K
CooTBeTCTBME MeXAyHAapOoAHbIM HOPMATUBHbIM TpebOBaHUAM

* [poueaypa TectuposaHua ¢ Milliflex Oasis® nosHocTblo cooTBEeTCTBYET OPULMANbHOMY METOAY
membpaHHon dunbTpaunm (Pharmacopoeia, ISO, Standard Methods,...)

" OYHKUMM NPOCNEXMBAEMOCTM AaHHbIX cooTBeTCTBYHOT USP <1117> ana agoKymeHTaumm n nabopaTopHbIX
3anmcen. OHM NOMOraroT COKPATUTb BPEMA NOATOTOBKM K MPOBEPKAM M pacc/ief0BaHUAM.

= CHUXEHHbIN PUCK BTOPUYHOIO 3arpA3HeHnsa TakKe pekomeHayetca B USP <61> EP 2.6.12, JP 4.05 vactb 1.

* CneunanbHasa PVDF membpaHa, ncnonblyemasn ana obpasyos, cogeprKalinx aHTUMUKPODOHbIe BELWECTBA,
cootBeTcTByeT USP <1227>.

= BopoHka o6bemom 250 mn npeaHa3HavyeHa ana obpasyos WFI cornacHo EP 0169 n USP <1231>.

ISO 8199:2018

Europe
Pharmaco

Europe
Pharmaco i i
Water quality -- General requirements

* European and guidance for microbiological
Pharmacopoeia examinations by culture

*
*

4 Millipore.




MNMERCUK
CepBuc

YC TAHOBKA
obopyaosaHus

~

PRKBaNIMPHMKaUMS, B T.\.
CTapblxX HatocLos
T HOBblMM
PatXxXoaHblMA

CRPBHUCTHOR
o6ty xmsaHme

s8a/ialmMs — 10/00

Millipore.
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HoBble - o6opyaoBaHue, BOPOHKU, TpU OoCHOBHbIe cpeabl (R2A-TSA-SDA)

Will end

New

"

—
qu“‘

-

=

Hardware, accessories, spare parts and services Milliflex Milliflex Oasis

Filtration pump, one system with ONE filtration heads MXPPLUSO1

Filtration pump, one system with TWO filtration heads MXPPLUSO02 | MMSYSTMM1

Filtration pump, one system with THREE filtration heads MXPPLUSO03

Filtration pump, with TWO filtration heads for EZ-Fit Filtration Units MMSYSTEZ1

Filtration head adapter for Milliflex PLUS pump for Mfx Oasis funnels MXHEADMM1
Filtration units Milliflex  [Milliflex Oasis
100 mL funnel, 0.45 pm white gridded, mixed cellulose esters (MCE) membrane MXHAW G124 | MMHAW G124
250 mL funnel, 0.45 pm white gridded, mixed cellulose esters (MCE) membrane MXHAW G224 | MMHAW G224
100 mL funnel, 0.45 pm black gridded, mixed cellulose esters (MCE) membrane MXHABG124 | MMHABG124
100 mL funnel, 0.22 pm white gridded, mixed cellulose esters (MCE) membrane MXGSW G124 | MMGSW G124
100 mL funnel, 0.45 pm white plain PVDF Durapore® membrane MXHVWP124 | MMHVWP124
250 mL funnel, 0.45 um white plain, PVDF Durapore® membrane MXHVWP224 | MMHVW P224
Culture media

R2A low nutrient media plates MXSMCRA48 | MMSMCRA48
Tryptic soy media plates for detection of aerobic and anaerobic flora MXSMCTS48 | MMSMCTS48
Sabouraud dextrose media plates for detection of yeast & molds MXSMCSD48 | MMSMCSD48
Milliflex® cassette sabouraud dextrose agar (w/Chloramphenicol) MXSMCSP48

Milliflex® cassette m-Endo agar for the detection of coliforms MXSMEND48

Milliflex® cassette PCA agar for the detection of bacteria in water MXSMPCA48

Milliflex® cassette cetrimide agar with naladixic acid MXSMCET48

Milliflex® cassette TSA and lecithin agar MXSMTLP48

Milliflex® cassette HPC agar media, for detection of plate count bacteria MXSMHPC48

Milliflex® cassette KF strep agar for the detection of fecal streptococci MXSMKFS48

Milliflex® cassette PIA agar for the detection and recovery of P aeruginosa MXSMPIA48

Mac Conkey Milliflex® agar for detection of lactose fermenting bacteria MXSMCMC24

Milliflex® empty cassette for agar media MXSMC0120

Milliflex® empty cassette for liquid media MXLMC0120

Millipore.




MERRCK
JKcnayaTaunmoHHasa rmbKoCcTb - pasHble BapuaHTbl MCNOJIb30BaAHUA

Hardware, accessories, spare parts and services Milliflex  |Milliflex Oasis
Filtration pump, one system with ONE filtration heads MXPPLUSO1
Filtration pump, one system with TWO filtration heads MXPPLUSO2 | MMSYSTMM1
Filtration pump, one system with THREE filtration heads MXPPLUSO3
Filtration pump, with TWO filtration heads for EZ-Fit Filtration Units MMSYSTEZ1
Filtration head adapter for Milliflex PLUS pump for Mfx Oasis funnels MXHEADMML1
Hacoc Milliflex PLUS u BopoHku Milliflex Oasis Hacoc Milliflex Oasis n BopoHkun EZ Fit

“[\?"\ \ A
\,4// ]

— =3

Millipore. —
M r —=r.§
) “

Millipore.




mMilliflex plus
2 roga Ans pacxoAHblX, paHblue ansg obopyaoBaHus

Filtration units ltem # END DATE
Milliflex® 100 mL funnel, 0.45 pm white gridded, MCE membrane MXHAWG124] Q1 2022
Milliflex ® 250 mL funnel, 0.45 ym white gridded, MCE membrane MXHAWG224 Q2 2022
Milliflex® 100 mL funnel, 0.45 ym black gridded, MCE membrane MXHABG124| Q12022
Milliflex® 100 mL funnel, 0.22 ym white gridded, MCE membrane MXGSWG124 Q1 2022
Milliflex® 100 mL funnel, 0.45 pm white plain PVDF Durapore® membrane MXHVWP124] Q2 2022
Milliflex® 250 mL funnel, 0.45 ym white plain, PVDF Durapore® membrane MXHVWP224f Q2 2022
Culture media

Milliflex® cassette R2A low nutrient media MXSMCRA48 Q1 2022
Milliflex® cassette tryptic soy media plates for detection of aerobic and anaerobic floraj| MXSMCTS48| Q1 2022
Milliflex® cassette sabouraud dextrose media plates for detection of yeast & molds MXSMCSD48 Q1 2022
Hardware, accessories, spare parts and services

Milliflex PLUS pump single head MXPPLUSO1| Q12021
Milliflex PLUS pump double head MXPPLUSO02| Q2 2020
Milliflex PLUS pump triple head MXPPLUSO03| Q22020
Spare parts for Milliflex PLUS Q1 2024

S

MURRCK

\\\?ry

Q2 2022
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Millipore.




OcHoBHOe 060pyA0BaHUE N pacXolHble — YTO yXe eCcTb cenyac:

 ObopyanoBaHue
* MMHAWG124: BopoHkn 100mL, memMbpaHa 0.45mMkmMK, MCE
* Yawkun ¢ nut.cpegammn R2A-TSA-SDA

Filtration units ltem # AVAILABITITY
Milliflex Oasis® 100 mL funnel, 0.45 pum white gridded, mixed cellulose esters (MCE) membrane MMHAWG124 |Launch date
Milliflex Oasis® 250 mL funnel, 0.45 pum white gridded, mixed cellulose esters (MCE) membrane MMHAWG224 |June 2020
Milliflex Oasis® 100 mL funnel, 0.45 pum black gridded, mixed cellulose esters (MCE) membrane MMHABG124 |March 2020
Milliflex Oasis® 100 mL funnel, 0.22 pum white gridded, mixed cellulose esters (MCE) membrane MMGSW G124 |March 2020
Milliflex Oasis® 100 mL funnel, 0.45 um white plain PVDF Durapore® membrane MMHVWP124 [June 2020
Milliflex Oasis® 250 mL funnel, 0.45 um white plain, PVDF Durapore® membrane MMHVWP224 [June 2020
Milliflex Oasis® rapid 100 mL funnel, 0.45 um white plain, PVDF Durapore® membrane MMHVMFX24 | June 2020
Culture media

Milliflex Oasis® R2A low nutrient media plates MMSMCRA48 |Launch date
Milliflex Oasis® tryptic soy media plates for detection of aerobic and anaerobic flora MMSMCTS48 |Launch date
Milliflex Oasis® sabouraud dextrose media plates for detection of yeast & molds MMSMCSD48 |[Launch date
Hardware, accessories, spare parts and services

Milliflex Oasis® filtration pump, one system with two filtration heads and no power supply MMSYSTMML1 |Available
Filtration head adapter for Milliflex PLUS pump for Mfx Oasis funnels MXHEADMM1 (March 2020

MURRCK
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MERRCK
MaTepuanbl Ha PYCCKOM d3blKe

Mi"ipor‘& TexHHueLKan cneynhukayun

Preparation, Segaration,
Flltration & Testing Products

MEROK

PyxoBoacCTBO nonb3oBaTens

. . Cuctema Milliflex Oasis®
Cucrtema Milliflex Oasis™ ana aHanuza soabl

1 6MoNorM4yecKomn HarpyaKu B ycloBUsX
dapMaLeBTUYECKMX NPOUZBOACTB

—
Cwerema Milliflax Dasis™ ve Tonwks yasBua s Mut npaanaract Bam noaHoa pallaHna, BKAKGHAR
MENDALICEAHNI, HO M CNOCOGHA CHATL 4aCTE by ) AcBuTecA o
zaboT « Baumx nneu: TaXHDADMMMAC KD D NPOUACEa 1 B L DYaiLei
- NPoMIEDANT2AEHOCTHE

06 koBbIX CCCOERKOCTEA NOKPLIBAIGT BCE BCNEKTLI,
Ba¥HBIE AR NPCAYKTABH G paloTel! HaaBxchoCTh 4 Yuneepranewce clopyaceakne ans funeTpoaan s
PEZ{NbTATLE M COGTEETCTAME HOPMETHMERD A . ) \

+ TOTRELIE K MCNCALZCEEHAIG CTEPMAMZEEAHHLIE ] 5
ADKYMEHTAWM, \

SN EMEHTal ANA DHTBTECEIHMA -t \

4 MWTaTensh ke cpeasl, cooTaeTcTayiowme Tpeboaar nam
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-
BaxHo:
AHMMMPOBAHHOE MHTEPAKTHEHOE PYKOBOACTEO
—— Nonb30BATENA AOCTYNHO HA HawewM caiTe, MoceTuTe

Sigmaaldrich.cory Milliflex-Oasis ana ensyaneHoro
03H3KOMNEeHWA C Pa3NMYHbIMK ONEPAUMAMHK,

B CLUA 1 Kanaae life science

noapaaenenne Merck paforaer
NOA HaWMEHOE aHMeN
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BCUA ¢ Kanage npegcranngn <aunanned MQRCK

Hillipare Sama

sigmaAldrich.com

Bpouwtopa PykoBoACTBO noJsib3oBaTesid MI"IpOI‘B
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Media Plates Selection Guide

T

Preparation, Separation,
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* Product presentation
video

« Video key benefits

« Video key features
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Interactive User Guide

https://www.merckmillipore.com/RU/ru/product
/Milliflex-Oasis-Vacuum-Pump,MM NF-C217671
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https://www.merckmillipore.com/RU/ru/product/Milliflex-Oasis-Vacuum-Pump,MM_NF-C217671

Jkcnpecc-mMeToa ¢ Milliflex® Quantum

:
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MURRCK

NepeHoc MeM6paHbl Ha CeeueHue ot LED

KacceTy € NOAJIOXKKOM, W BU3yasibHoe

PunbTpauusa m NPONUTaHHOM CuMTbiBaHue
MHKyb6auus OKpalUUBaIOLNM curHana (wnm npm

(nn 4 npm pacTBOpoM nomowm CCD

32.5° C+2.5° C) KaMepbl)

k; MHkybupoBaHue “ /
30 MMUH. Npum — _— /4
\\ e 32.5° C+2.5° C i
e ©

& 5 =N -

MoBTOopHas MHKy6auusna
(ecnn HeobxoaMMO)
Ana maeHTudmkKaumm
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NepeHoc meMb6paHbI B

MepeHoc MeM6paHbI yawky MeTpm c
B yawky MeTtpu c NOAJIOXXKOM,
arapom NPONUTAHHOM
OKpalMBaLWMM
pacTBOpOM /

) )

000,
0000020900000

dunbTpauyus Muky6aumns OkpawmBaHue
30 MuH npun 32.5 £ 2.5° C

Anddysns
/OKpaumsarou.tero areHTa B
KNeTKU U ero
MmeTabonnueckoe

paclienneHme
r MUKPOOpPraHn3Mamm

Mopcuér
NMoBTOpHasA dnyopecumpyoLmnx
MHKy6aums MUKPOKO/IOHUI MPU MOMOLLY
B vyawkax MeTpw co PUAEPa 1 KaMepbl M|"|p0|‘en

cpennon ans
naeHTudukKaummn
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MukpoopraHusm Ao
OKpawuBaHuA

MeM6paHy MHKY6UpylOT
Ha NoAJI0XKKe,

NPONUTaHHON 2MN

cdnyopecumpyrowjero
peareHTa

® Mapkep He dhyopecumnpyeT BHE KIIETOK

e OKpawmBaloTCa TONbKO XMBble OKkpalleHHble

MUKPOOPraHmn3Mbl MMUKPOOPraHn3sMmbl

e dnyopecueHUns aKKyMYIMPYETCS BHYTPU o6s1yuyaroTca CBeToM

KNeToK nocne onpeaeneHHoON BOJIHbI
MeTabonnmyeckoro epMeHTHOro pacliennieHuns (3kcnoHupoBaHue LED

e ECTeCcTBEHHOE yCUleHMne CurHana 3a cyet B punaepe Milliflex o
aKKYMY/IMPOBaHUA peareHTa BHYTpU Quantum wm Bbiaeng MI"IpOI“e®

MUKPOOPraHn3MoB cdnyopecue
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Kamepa, noMmoratouias c4mMTbiBaTb CUMHaMN, N CBA3AHHOE C
Hen nporpaMMmHoe obecrnedyeHue paspaboTaHbl A1
obneryeHns noacyeTa payopecumpyowmx ToUek.
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} 2 Milliflex Quantum
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Milliflex Quantum  Visual plate after
detection reincubation

Fluorescent microcolonies Visible colonies
28 hours 7 days

Contaminants identification:
68 Chryseobacterium sp., Streptomyces sp.

MERRCK
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CTepMn bHaA BOAAd, KOHTAMUHUpPOBaAHHAaA

npupoaHbiMu unm ATCC wtaMmMmamm

Escherichia coli

Pseudomonas
aeruginosa

Bacillus subtilis

Staphylococcus aureus

Candida albicans

Aspergillus brasiliensis

Caulobacter sp.

Micrococcus sp.

Ralstonia sp.

ATCC 8739

ATCC 9027

ATCC 6633

ATCC 6538

ATCC 10231

ATCC 16404

Environmental
strains

TSA
32.52.5°C

SDA
22.5 + 2.5°C

R2A
32.5*2.5°C

MURRCK

8 hours
12 hours
8 hours

12 hours

24 hours

30 hours

30 hours

18 hours

24 hours Millipore.




BpemMsa nonyyeHua pesysibTata Ansg

MEASIEHHO PacTyWMUX MMKPOOPraHU3MoB PABRCK

Acidovorax temperans Env. strain R2A / 32.5°C 24 hours

Ralstonia sp. KN1 Env. strain R2A / 32.5°C 24 hours
?&%igylgjfezcsufﬁggfz% Env. strain R2A /32.5°C 16 hours 30 min
Caulobacter sp. Env. strain R2A / 32.5°C 30 hours

Ralstoniasp. C1 Env. strain R2A / 32.5°C 24 hours

Bacillus cereus Env. strain R2A /32.5°C 16 hours 30 min
Micrococcus spp. Env. strain R2A /32.5°C 16 hours

Candida catenulata 10565 SDA /22.5°C 24 hours

Candida albicans 10231 SDA /22.5°C 24 hours

Candida pelliculosa Customer strain SDA /22.5°C 24 hours
Saccharomyces cerevisiae 7754 SDA /22.5°C 30 hours
Aureobasidium pullulans Customer strain SDA /22.5°C 24 hours g...
Aspergillus brasiliensis 16404 (fd) SDA [/ 22.5°C 30 hou "m"lporeﬂ




BbifiBJiIieHUe KOHTaMMHAaLUMU B KyJibType MERCTK
KJIETOK MJIEKONMUTAIoLWMX

Bpemsa nHkybauum Ha cpeane TSA npu 37°C, Heobxoanmoe ans
BbISIBNIEHUS pa3nn4YHbIX 6akTepun cnctemon Milliflex Quantum

B. cereus S. epidermidis P. acnes

8 yacos 9 yacosB 48 yacosB
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Milliflex® Quantum - cuctema ansa skcnpecc- PABRCK

onpeapeineHnsa MMKPOGMOHOFM‘IECKOFO 3arpa3HeHunsAa

> bbICTpbI pe3ynbTaT - 1/3 oT
BpPEMEHN TPAAULMOHHbIX
MEeToA0B

> He aecTpyKTmMBHbIN MeTOA,
COBMeCTUMbIN C NtobbiMn 1D
MeToanKaMm

» [lpocToe BHegpeHue,
OCHOBAHHOE Ha CTaHAAPTHbIX
TexHonormax (puneTpaums,
NHKY6auuns)

» Hun3kne KanutanbHblE U
SKCMJ1yatTauMOHHbIE 3aTpaThbl

Millipore.
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PDA Journal PDA

of Pharmaceutical Science and Technology e msror

Validation of Milliflex® Quantum for Bioburden Testing of
Pharmaceutical Products

Oliver Gordon, Marcel Goverde, Alexandra Staerk, et al.

PDA J Pharm Sciand Tech 2017, 71 206-224
Access the most recent version at doi:10.5731/pdajpst.2016.007450

ABSTRACT: This article reports the validation strategy used to demonstrate that the Milliflex® Quantum yielded
non-inferior results to the traditional bioburden method. It was validated according to USP <C12232= FEuropean
Pharmacopoeia 5.1.6, and Parenteral Drug Association Technical Report No. 33 and comprised the validation
parameters robusiness, ruggedness, repeatability, specificity, limit of detection and quaniification, accuracy, preci-
ston, lineartty, range, and egquivalence in routine operation. For the validation, a combination of pharmacopeial
ATCC strains as well as a broad selection of in-house 1solates were used. In-house isolates were used in stressed state.
Results were statistically evaluated regarding the pharmacopeial acceptance criterion of =70% recovery compared to
the traditional method. Post-hoc test power calculations verified the appropriateness of the used sample size to detect
such a difference. Furthermore, equivalence tests verified non-inferiority of the rapid method as compared to the
traditional method. In conclusion, the rapid bioburden on basis of the Milliflex® Quantum was successfully validated
as alternative method to the traditional bioburden test.
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KonunyecTtBeHHoe onpepeneHue
MWUKPOOPraHM3MOB-KOHTaMWHAHTOB
NneKapcTBeHHbIX CpeaCcTB C UCNONIb30BaHUeM
cuctemsl «Milliflex® Quantum»

O.B.'ynap, H.T'. CaxHo
@IBY HayuHbiF ueHTp 3KCnepTHabl CpencTs
MefMumnckoro nprivenen Munsapasa PO | ®IBY HLUSCMI M3 PD);
Pocchibickan @epepaum, 127051, Mocksa, Netposckyin Bymseap, a. 8, crp. 2

CBEAEHWA OB ABTOPAX

Mynap Oavra BUKTOPOBHA — HA43AEHWE 138 0PaTOpMK MUKPOGKOA0ruK $TEY HUSCMN M3 Pd, a0krop apMayesTudeckuy HayK.
Ten: +7 (916) 342-89-01. E-mail: gunar@expmed.ru

Caxno Hajesna Fennag begna — radeHui IKCNEPT A360PaTOPMK MUKpOGMOaorty $TEY HU2CMN M3 PO, KaHauaaTr dapmayes-

THy eCKMX Hay k. Ten. +7 [916) 561-52-94. E-mail: nadine 87 @inbmeru

PE2KOME

Beegenme. M0K32aHA BOIMOMHOCTE BBIABABHMA W KOAMYECTERHHOMD ONPEAEAEHMA MWMKPOOPraHKM3MOE C NOMOWERY O4CTEME]
aMilliflex® Quanturn (e Mercks, TEPMaHMa), CO4ETAKIW SR B CRGR TPAAMLMOHHEIA METOS MEME DA HHOM i AET PALMA W  AKIOPECLE HT HOR
OKP ALIME AHME MU KR OKOAOHARA.

LleAb pafoTel — B3AHAILMA MET O KM KOAMYECTEEHH OO OMP BARARHKA MMKPOOPTAHW3MOE HA NPMMEp e ccTeM b gl illiflex® Quantume.

Marepuan u MeToAr. O6%eKT arAea0eaHeA — cuerema eMilliflex® Quartume. Jaa 53 ma3gmi ven0ne3 063 & TECT-WTaMMOE &
BIAR rOTOBbN CicTen aBioBally (aBiomerieuss, ©paHysa); KACCETE, 33NOAHEHHBIE NMTATEALHEIME CPEAIMM TPMNTMKA30-COEEkIA arap
u arap Cafypo (aMercks, FepManma). Baataayui npoE0AMaK & COOTEETCTEWM CTREB0EAHMANMN [ PO XYW 1333 Hua.

PezyAbTaThl. B %042 MCCABADEAHMA OUEHMEAAM CIBAYKILME NAPAMETPEI: NPABMAEHOCTE, NPEYWIMOHHOCTE, AWHEHHOCTE, NPEAEA
KOAWYBCTERHHO D ONP EARARHMA, PAB0YMEH qMana30H. Bpems OnpeeaEHHA TECT -WTAMMOE MUKPOOPrE HY3MOE © NOMOWE K AZHHOH METO-
AKM 33EMCEAD OT B M 3 BBIARAAEMOrD MUKPOOPTAHMIME W COCTAEAAA0 12-24 . BCE MWKPOOPraHWZMe! BbLAM PACCY MTAHE KOAMY BETEEH -
HO C NPMEMABMEIM YD OEHEM NP3 EMALHOCTH, NOETOPARMOCTH, BHYTPMAAB0PATOPHOA NPEYMEAOHHOCTI M AMHBAROCTH, CHCTEME No3s0-
A903 BELAENATE MAHMMAAEHDE KOAMYECTE O KagT 0K [5-10 KOE).

ZaKA0Ue HWE. . NPEUMYLBCTEAM BAAMAMPOEIHHON METOAWKM OTHOCKTCA vA0GCTED yYETE PE3YALTATOE, OCOOEHHO 6 CPABHEHMM C
EWIyA AbHBIM NOACHETOM NARCHEEEIX rPME0E, rA8 ONPRABAEHKE OTARNLHEIX KOADHMIA & PAAR C1y43ee 33TPyaHEHO. [JaHHaa METO4mKa
MOMET GEITE MPMMEHMME 403 3HAAM3E BOABWOr 0 YN PAZHO0EPEIHEN $UALTPYEMBE OBPA3Y0E, BKAKYAA B0y, MPOMEMyTONHEE NPO-
AYKTE M TOTOE bl NRKAPCTERHHEIR (PEACTES.

KAKMOE bk CI0BA: AEHARCTEEHHBIE (PEACT B, KOMMYECTBEHH DS ONPEAEAEHME MUKPOOPraHW3MOE, BAAMAALMA.

Aaa warwpoeanm:Nydap OB Caxno HIT. Ko auMyerTs BHHOE ONPeaEeneHi e Mg KD 00PraHr 306 -KO HT MU HIHT OB AEKAPET BEHHEIE CPRACTE
CHCENOAL30BAHMEM CHeTeMel aMilliflex® Quantumne. Gapuayna, 2019 68 (3): 5-11. Attps./fdolong/ 10,2 92 96 254 197 1 8-2 0 3-02-01

\



OO0 «MepkK»:

115054, Mocksa, yn.BanoBas, 35

Ten:
dakc:
e-mail:

(495) - 937 33 04
(495) - 937 33 05
mm.russia@merckgroup.com

CNRATUTMED !



