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Siinu laboratorijas tehniskais
aprikojums

E. Jakobsons
Siinu transplantacijas centrs.
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Siinu laboratorijas planojums
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Reguléjosie dokumenti

The rules governing medicinal preducts
in the European Union

E

Volume 4

Good
manvufacturing
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Medicinal products for human and
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Tiro telpu klasifikacija

Table 1

Limits for microbiological contamination®

Grade® Air sample Settle plates Contact plates Glove print
(CFU/m?) (diameter 90mm) (diameter 55mm) (5 fingers)

(CFU/4 hours)° (CFU/plate) (CFU/glove)

A <3 <3 <3 <3

B 10 5 5 5

C 100 50 25 -

D 200 100 50 —

* These are average values. The grades are defined in section 4.1.
® The airborne particulate classification for the four grades is given in Table 2.
° Individual settle plates may be exposed for less than 4 hours.
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Tiro telpu klasifikacija

Table 2

Airborne particulate classification for manufacture of sterile pharmaceutical
preparations

Grade At rest In operation
Maximum number Maximum number
of particles permitted/m® of particles permitted/m®
0.5-5.0um >5.0um 0.5-5.0um >5.0um
A 3500 0 3500 0
B 3500 0 350000 2000
C 350000 2000 3500000 20000
D 3500000 20000 Not defined Not defined
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Tuesday, February 28, 2012




Tuesday, February 28, 2012
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Tehniskais aprikojums

Arstniecibas iestades

Pirmas grupas medicinas tehnisko iericu saraksts

VAS "Paula Stradina Kiniska universitates shimnica”

nosaukums Sinu izo&tes un transplantacijas laboratorija
g e By g S jsaug lerices ti s = s
Nr. Mediciniskas ierices - Registracijas| Razotaja s S UN | Awasanas lerices drosibu
lerices funkcija(s) identifikacijas

p/k nosaukums numurs nosaukums TR vieta parbaudijusi institiicija

1 Sterilizicya 1.100410-09 Sanyo Electnc  |MLS.3780 laboratonga SIA TUV Rheinland grupa

Autoklivs Co. Ltd. nr 731293
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Tehniskais aprikojums

Tuesday, February 28, 2012

Otras grupas medicinas tehnisko lericu saraksts
Arstniecibas lestadedVSIA "Paula Stradina KINiska universitates shirmnica®
nosaukums nu Ctes un transplantacias Iaborator|a
Nr. | Mediciniskés lerices [ funkal Razotsja m:‘:::’:‘ o Atrasoanas lerices drosibu
Pk nosaukums erfces funkolje(s) nosaukums RNTTILE .’.. vieta parbaudijust InstitGolja
1 Stenlizicya Sanyo Electric MOV-212% laboratorya SIA, TUV Rheinland gaup s
Sansh gaisa stenilisators Co Lid nr. 7023391
2 | Lasvuanisais vilknes Vertikila, recukuldjohu gava EDD.&AO Iahoratorga SLA,TUV Rhwundaw] graps
skapis Pl v awodyo b inkd ana ESCO e 2007244848
3 Biologuak s vielas Sanyo Electrie MDF-192 laboratorya SIA, TUV Rheinland grapa
Saldtava azglab A ara Co Ltd . 70304874
4 Diologskis vielas Sanyo Electnic MDF. 3156 Iaboratornga STA, TUYV Rhwunlarw] graps
Saldstava usglab i3 ana Co. Ltd. ne 60711476
S5 | Lasvundrass villeres Vertieid, recukuldjoiu gasa EP2-451 laboratorya  [SIA, TUV Eheinland gapa
shapis LI rves modrodinddana ESCO nr.2007-25341
G | Lasvunirass valknes Vertikily, mecukuldjolu gasa EAZ-AM1 Tabhoratorga SIA, TUYV Rhwunlard graps
skapis Pl avo nodyobindd ana ESCO e 2007.257340
7 |Lasvundrass villoeoes Vertiidn, recukuldjodu gaisa EA2-4A1 Laboratorga SLA, TUV Eheinland gapas
shapis Lo nodroiinddana ESCO nr.2007-25335
2 | Lamuniran vilkmes Vertikily, recukulijolhu gasa EaZ-an1 Taboratorga STA,TUV Rheundarw] graps
skapis plos o nodyo b inkl ana ESCO 200725006
D | Loasrundrais villoeves Vertieid, recirkuldjodu gaisa EA2Z-4A1 Laboratoiya SIA, TUV REheinland gaupa
shapis L0 aves ne<drodinds ana ESCQ nr 2007-25333
10 | Lasnanirais vilknes Vertikily, recukuldjoliu gaisa EaZanl Iabhoratornga STA, TUYV Rhwunlaw] graps
skapis Mo avos sodyo binkd ana ESCO v 2007. 25007
11 L asrundrass villirves Vertieidy, recukuldjoiu gaisa EA2-4A1 laboratorya SIA, TUV REheinland gaup s
2hapis PO i £5CO nr. 2007-25334
12 |Lasunirais valknes Vertikila, recukuldjolu gawsa EAZAM1 Tabhoratorga STA. TUV Rhwinlaw] graps
skapis plosavos nodso linkl ana ESCO v 2007250058
13 |L arrundrass villierses Vertieidy, recukuldiodu gaisa EA2-4A1 laboratorya SIA, TUV Rheinland gaup s
shapns Fau i IESCO wr 2007.-25339
14 | Analizatorn - planas Diclofiskis vielas apsteide Beckman Cytomics FC 500 Taboratorga STA,. TUV Riwinlawl graps
citometss Coulter Inc. nwe AL 26015
15 Biologiakis vielas apstride Cobe 2991 Cell laboratorya SIA, TUV Rheinland grap s
Analisators - 3w Procesmor
separators Gambro DCT nr 05020523 910102
16 Dioloskis vielas Sanyo Electnc MDY.106 Taboratorga SLA,TUV Rhwundaw] graps
Saldétava Alara Co. Ltd. e 70510096
17 Biologusk s vielas aprtride DPeckman Alegra X112 laboratorya SIA, TUV REheinland gaup s
Cantnfges Comlter Tne e ALA Q720
=2 Diclogiskis vielas apstride Beckman Alogra X-12R laboratorga SLA,TUV Rhwunlaw] graps
Contriftiga Coulter Inc. . ALY 07C04
19 Biolofisk is vielas aprtride Deckeman Alegra X 12R laboratorya SIA, TUV REheinland gaup s
Santifes Coultar Ine ALK 07CGO0
=20 Diolo@gskis vielas apsteide ID-Contnfuge 2435 Iahoratorga SLA,TUV Rhwindarwd graps
Ceontnifigs Dialled AC wr 1001555
21 TemperatQras re=lma Sanyo Electric MIR. 262 laboratorya SIA, TUV Rheinland grapa
Laboratong inkubators  Inodrolingiana Co L, ne 701012301
22 Temperatiras redima Sanyo Electnic MCO-15AC Tabhoratorga STA, TUYV Rhwinlard graps
Laboratoryu inkubators oo d RS ana Co. Ltd. w 709166877
23 Temperatiras ye=lma Sanyo Electrie MCO15AC laboratoiga SIA, TUV Rheinland grapa
Loaboratorgs inkubators nodiolankl ana Co Ltd e Glllessn




Tehniskais aprikojums

Valsts metrologiskai kontrolei pak|auto mérisanas lidzek|u saraksts

Arstniecibas iestades

VSIA "P_ Stradina kiiniska universitates shmnica”

nosaukums Sinu izp&tes un transplantacijas laboratorija
:/'k Meérisanas lidzekla nosaukums Atrasanas vieta Méxanas :‘:::::::Up:lbaudqusu

1 |Svan Kem EG 2200-2NM laborston;a REGIERUNGSPRASIDIUM TUBINGEN
2 |Svan Kem ABJ 120-4M laboraton;a REGIERUNGSPRASIDIUM TUBINGEN
3 |B:ohut Proline pipete nr. 6113544 laborston;a FINAS
4} |Brohut Prolne pipete nr, 6083357 laboraton;a FINAS
5 Biohut Proline pipete nr. 6083613 laboratonya FINAS
6 |Biohut Proline papete nr. 7005723 laboratonga FINAS
7 |Biohut Prolne pipete nr. 6141844 laboratonya FINAS
8 |Biohit Proline pipete nr. 7005722 laboratona FINAS
G |Biohit Prolne pipete nr. 6070268 laboratonya FINAS

10 |B:ohit Prolne pipete nr. 6113545 laboratonya FINAS

11 |Biohut Proline pipete nr. 6117413 laboratonja FINAS
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Biologiskas drosibas skapji

B Infinity.
B Infinity,

02/28/12

Tuesday, February 28, 2012



Biologiskas drosibas skapji

4. ULPA filtréea ixplad
(Apméram 35%) ﬁ

Dinamiska gaisa barjera
(ieplastosas un uz prieksu lejupvérstas plismas konvergence)
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Sinu izdaligana
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Mikroskopésana
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Krioprezervacija

e Kontroléta saldésana ... 7
e Uzglabasana o
e Transportésana
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Krioprezervacija

e Saldetavas -80°C, -30°C
e Ultra zemas temperaturas saldetava
-152°C
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Atsaldésana
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RTCA Control Unit 1.1
— RTCA DP Analyzer
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Sinu kultivégana

RP GMP Darbavieta: RP Kontroles stacija:

RPDarbastacija:

RP Bioreaktors:
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ivésana

Sunu kult

h 4
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Sterilizacija
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Paldies par
uzmanibu!
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www.stradini.lv
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