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* Obwme TpeboBaHUA K 1abopaTopuaM KOHTPONA KayecTBa Ha

dapmaueBTUYECKOM NPOM3BOACTBE ONKUCaHbI B [TpuKase
MwuHnpomTopra Poccum ot 14.06.2013 N916 (pea. ot 18.12.2015)
«06 yTBEepKAeHMM MNpaBunn Hagaexallen NPOM3BOACTBEHHOM
NPAKTUKNY;

[Ona opraHmsaumm mmkpobumonornyeckux nabopatopum
Heobxoanmo pykosoacTeoBaTbca CI 1.3.2322-08 «be3zonacHocTb
paboTbl ¢ MMKpoopraHuamamu llI-1IV rpynn natoreHHOCTH
(onacHocTK) 1 Bo3byanTenamm napasuTapHbiXx 6onesHen», TaKk Kak
TeCTUPOBaHWE NPenapaToB Ha MUKPODHBMONOIrMYECKYIO YMUCTOTY,
CTEPUNBbHOCTb NoApasymeBaeT paboTty ¢ MukpoopraHnamamu lli-1V
rpynn NaToreHHoCT!;

Bonee noapobHbIM AOKYMEHTOM ABAAIOTCA «HagnexKawme
npaKkTuKku BO3 ana papmaueBTUYECKUX MUKPODBMONOTrMYECKUX
nabopatopuin» (WHO good practices for pharmaceutical
microbiology laboratories, WHO Technical Report Series, No. 961,
2011).
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NMPOEKTUPOBAHWE
OCHALWLEHWE *CbIPBE

MNaHMPOBKa NOMELLEHUI B COOTBETCTBMM C NPaBUIAMU U
HoOpMamu;

HaHeceHWne nnaHa gBUXeHuA nepcoHana, O6pa3LI,OB, CbipbA U
MaTePNaNoB,

CocTaBneHue cneundukaumm obopyaoBaHms;

MoaroToBKa M Bblaaya T3 A8 reHepasibHOro NPOEKTUPOBLLMKA Ha
NHMKEHEPHbIe CUCTEMbI;

[MpoeKTUPOBAHUE N MOHTaX cUCTEM U TPYOONPOBOAOB A8 BOADI
OYULLLEHHOM (MOHTaX BCEM YCTaHOBKMN UK NoABO4, NETAN K
nabopaTtopuu OT CyLLECTBYHOLLEN NPOU3BOACTBEHHOM CUCTEMDI).
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ObopyaoBaHune Ans

MUKPOONONOTNYECKOM
nabopatopmnm
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NMPOEKTUPOBAHWE
OCHALWLEHWE *CbIPBE

KomnaHunAa PeaTopr ocyliecTBasaeT NOCTaBKY NOJIHOMO CNeKTpa
obopyanoBaHuAa ana papmMaLeBTUYECKUX MUKPODOMOIOTNYECKUX
NnabopaTtopumit — OT MarHUTHbLIX MeLasiioK ¢ oborpesom ans

NPUroToB1EHUA NUTATENIbHbBIX CPEL A0 NMNapoBbIX CTEPUIN3ATOPOB
AanAa O6e33apa)+(I/IBaHVIFI HaKOM/MEeHHbIX OTXO408B.

Mbl NOCTOAHHO M3y4aem a3naTCKUM PbIHOK, YTOObI HaUTK
MHTEPECHbIE N KAYeCTBEHHbIE peLleHMA ANA HaNX KIMEHTOB.

Mpn KomnnekTaumm nabopatopuin 0bopyaoBaHNEM, HALLA KOMMAHMUS
Mcnosb3yeT 060pyaoOBaHNE KaK BeAyLNX €BPONENCKUX

npon3BoAUTENEN, TAK U NPOAYKLUUIO POCCUMUCKUX N a3NATCKUX
KOMMaHWN.
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TectmnpoBaHue J1C

Ha CTEPUJIbHOCTb

Cuctema TecTMpoBaHuMA Ha
ctepunbHocTb HTY-602A

®

G raiLiN

CTepunbHble KAHUCTPbI ANA
dunbTpoBaHms Steritailin®
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TectmnpoBaHue J1C

Ha CTEPUJIbHOCTb
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NMPOEKTUPOBAHWE
OCHALWLEHWE *CbIPBE

CornacHo «Hagnexawmm npaktMkam BO3» gnAa TeCTMpoOBaHUA Ha
CTepUNbHOCTb NpeanaraeTca ABa BapuaHTa ANA CHUXKEeHUA
KONMYeCTBA NOXKHOMONOXKUNTE/IbHbIX Pe3yNbTaToB:

1. OpraHu3aumna YUCTbIX NOMELLEHN

Bbirpy3ka CTepUIbHbIX MaTepManos 13 NCO 5 (TypbyneHTHbIN) 1

aBTOKNaBa : <10 KOE/m3

TecTupoBaHue Ha CTEPUNBHOCTb —

OLHOHAMpPaB/IEHHbIM MOTOK BO34yXa A MNCO 5 (OMB) 1 <1 KOE/m3

(ons.)

OKpyrKeHue 30Hbl TECTUPOBAHMA Ha NCO 5 (TypbyneHTHbIN) 1
B 3

CTepUNbHOCTb <10 KOE/m

2. Ucnonb3oBaHMe nsonatopa:
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OCHALWLEHWE *CbIPBE

KomnaHuna Peatopr aKCKNO3UBHO NpeAcTaBaAAET Ha POCCMUCKOM PbIHKE
KuTanckoro nponssoantens Tailin Bioengineering Ltd, KoTopbin
NPOM3BOAMT LUMPOKKUIN CNEKTP NpoaykToB ans Life Science, B Tom uncne
N N30NATOPbI.

KomnaHus Tailin nponssoauT ABa TMNa U30NATOPOB:

Pa3zbopHbie nsonatopbl STI

TectmnpoBaHue J1C

MopaynbHbI An3anH: cbopKa Ha
MecTe YCTaHOBKMU. MpaKTn4ecku
HEeT OrpaHMYeHNM No pasmepam
NNECTHUYHbIX NPONETOB U
NBEPHbIX NPOEMOB

Ha CTEPUJIbHOCTb




TectmnpoBaHue J1C

Ha CTEPUJIbHOCTb

reator

Graivin® T€3L0M0

OCHALWLEHWE *CbIPBE

N3onatop RT1600DTC

CTaHAapTHbIN U30NATOP U3 HEPXKABEIOLWEN CTaNM ANA TECTUPOBAHUA
J1C Ha CTepUNbHOCTb




TectmnpoBaHue J1C

Ha CTEPWNJIbHOCTb




TectmnpoBaHue J1C

Ha CTEPUJIbHOCTb
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OCHALWLEHWE *CbIPBE

MpenmyliecTsa N3onaTopa:

PasmelleHne B HEKNACCUPULIMPYEMOM MOMELLEHUN;

CBegeHne K MUHUMYMY JIOKHOMONOXKUTEIbHbIX Pe3y/1bTaToB 33
CYET OTCYTCTBMS KOHTAKTa C OMNepaTopoMm;

ABTOMATUYECKUIN LIMKN AEKOHTAMUHALNM U30AATOPA U HAPYHKHbIX
noBepxHoCcTen 0bpasLoB Napamm nepekucu sogopoga (VHP):
MOHUTOPUHT NpoLecca B pea/lbHOM BPEMEHU, HET OCTATKOB
CTEPUNN3YIOLLETO areHTa;

MpocnexXnBaemocTb 3KCNEPUMEHTA C MOMOLLbIO BUAE03aNUCK:
CUCTEMA KOHTPONA TECTUPYEMbIX 06pa3LLOB, MPOrpamMmmHoe
obecneyeHue;

BO3MOXHOCTb MHTErpaLumn B N30NATOP CUCTEMbI TECTUPOBAHUA HA
CTePUNbHOCTb, BUAEOKamMepbl, AaTYMKa KOHUeHTpaummn H202,
CKaHHepa U NpUHTepa WTPUX-KO[0B, TectTepa
MUKPOOUNOIOTMYECKOMN YNCTOTbI BO3AYLIHOM Cpeabl, CYETYMKA
4acTuL, B BO3AYLLIHOWN cpeae.

D

11



TectnposaHume J1C Ha

MWUKPOOMONOTNYECKYHO
YUCTOTY

[pebeHKU ana membpaHHOM
dunbrpaunm cepum HTY-30X

reator

Graivin® T€3L0M0

OCHALWLEHWE *CbIPBE

Cuctema gnsa TeCTUPOBaAHUSA
Ha MUKPODBMNONOrNMYECKYHO
ymctoty HTY-305S
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TectnposaHume J1C Ha

MWUKPOOMONOTNYECKYHO
YUCTOTY

GraiLiNn°®

PacxoaHble maTepuanbl 4N membpaHHoOM GuUabTpaLnm

duneTpytowme BOpoHKK PF

Habop S60

MembpaHHble GUAbTPbI A
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The operation of
microbical enumer tester

TectnposaHume J1C Ha
MWUKPOOMONOTNYECKYHO
YUCTOTY



ObopyaoBaHune Ans

KYNbTUBMPOBaHUSA
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® NMPOEKTUPOBAHWE
LABWIT OCHALLEHVE *ChIPbE

NHKybaTOpbl C OXNaxKaeHNeM

* O6bem o190 0 430 n

* TemnepaTypHbIN Anana3oH oT +4 ao +65 °C

* MUKpPONPOLLECCOPHbIN KOHTPOJIb 0becneymBaeT
TOYHOCTb NOAAEpP}KaAHUA TeMNepaTypbl B
CTaHAAPTHOM U NPOrPaMMUPYEMOM PEKUMAX

* MpuUHYAUTENbHAA KOHBEKUMA obecneynsaet
PaBHOMEPHOCTb pacnpesesieHna TemnepaTypbl
BHYTpU Kamepbl £ 1,0°C npun 37°C

 [1ByXCnonHoe 3aKasieHHOe CMOTPOBOE CTEKNO,
BHYTPEHHAA CTEKNAHHAA ABEPb,
dnyopecuyeHTHaa namna, 50 mm
Ba/IMAALUMOHHbBIN NMOPT, 2 NOJIKMN, BCTPOEHHbIN
NPUHTEP

D
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ObopyaoBaHune Ans

KYNbTUBMPOBaHUSA

NHKybaTopbl C BOAAHOM pyballKkomn

* O6bem o1 50 o0 270 n
* TemnepaTypHbIN Anana3oH oT +5 go +65 °C

* BogAHan pybalika obecrneynBaeT BbICOKYIO

TemnepaTypHyt cTabUNbHOCTb 1 3aLUULLAET OT
notepb Tenaa

* PaBHOMepHOCTb pacnpeaeneHuma TemnepaTypbl

BHYTpU Kamepobl £ 0,5°C npun 37°C

* B ycnoBuAX UCNbITaHUN, TEMNEpPaTypa BHYTPU

MHKybaTopa c BoaaHOM pybalLuKkon nagaeT Ha
1°C B TeueHume yaca 1 Ha 8,5°C yepes 10 yacos

i

LABWIT
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NMPOEKTUPOBAHWE
OCHALWLEHWE *CbIPBE
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‘ ZXGP-B2160
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ObopyaoBaHune Ans

XPaHEHNA

POL-EKO
APARATURA

HuskoTemnepaTypHble MOPO3UIbHUKU ANs
XPaHEeHUA TeCT-LUTAMMOB MUKPOOPraHU3MOB

ZLN-UT 200 ZLN-UT 300

Pabouun ob6vbem 237 n Pabouunit ob6bem 326 n

TemnepaTtypa o -86°C TemnepaTtypa go -86°C

reatorg

NMPOEKTUPOBAHWE
OCHALLEHMWE *CbIPbE
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ObopyaoBaHune Ans

MCMbITAHUM Ha
CTabW/IbHOCTb

Kanmatunyeckue Kamepbl A8 UCNbITaHUSA
CTabUNbHOCTU METOAOM «YCKOPEHHOrO CTapeHuaA»

Cepua KK — ynbTpa3ByKoBaA CUCTEMA YB/IaXKHEHUA

ﬁ\ reatorg
APARATURA NMPOEKTUPOBAHWE
OCHAUEHWE *CbIPbE

Pabount ob6bem ot
112 oo 1307 n

Temnepatypa oT -
10°C go +60°C

BnaxkHocTtb oT 30%
00 90%
Pabount ob6bem ot

112 npo 749 n

Temnepatypa oT -
10°C go +100°C

BnaxkHocTtb oT 10%
00 90%
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ObopyaoBaHune Ans

XMMUNYECKMX
nabopartopui

reatorg

NMPOEKTUPOBAHWE
OCHALWLEHWE *CbIPBE

JTabopaTopHoe 060pyaoBaHME 419 XMMUYECKOTO CUHTE3a

ABTOKNaBbl U
CTeKkNnAHHbIEe peaKTopbl C OKR/1aBbl U3
Pa3/IMYHbIX CNABOB OT

pybawkomn ot 0,25 o 5 n 25 710 2000 M

PoTauMOHHbIE
ncnapuTenu ¢ konbowm
otrlpo5n
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REATORG reatorg
TECHNOLOGIES  roccTvroBAHNE

OCHALWLEHWE *CbIPBE

[MMNOTHbIE CUCTEMBI Ha OCHOBE CTEK/IAHHbIX peaKTopoOB

* CocTtaBneHue
TEXHONOIMMYECKON CXEMbI U
noctpoeHune 3D-moaenn
byayLien cuctemsl;

* Pama, coegnHeHna u

3/1eMEHTbI KOHCTPYKLUMN U3
XUMUNYECKUNX HeprKaBeoLWen CTanm

na6opaTopMM cobCcTBEHHOrO NPOU3BOACTBA;
* CTEeKNAHHbIE KOMMOHEHTbI —

Reatorg Technologies by
Simax, Yexua

ObopyaoBaHune Ans
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- ®dTOpONNacToBble
KOMMOHEHTbI NPON3BOAATCA B
Poccuun
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Cnacmbo 3a BHMMaHue!

OO0 Peatopr (MockBa, Poccus)




