Anexa nr. 1 la Hotarirea nr. 17 din 12.02.2015

Indicativul standardului

Titlul standardului in limba

Titlul standardului in limba

Standarde moldovene adoptate

Titlul standardului in limba

Indicativul

Indicativul

Data din care

Data adoptarii standardului se anuleaza
moldovean romana rusa engleza standard:Iui standardului Ics1 1cs2 1cs3 moldovean standardul
european preluat nlocuit nlocuit
1 SM EN ISO 10993- Evaluarea biologica a OueHka buonornyeckas  Biological evaluation of 12.02.2015 EN ISO 10993- 11.100.20 SMV EN I1SO 05.05.2015
3:2015 dispozitivelor medicale. meauumHCKuxX usgenuin.  medical devices. Part 3: 3:2014 10993-3:2010
Partea 3: Incercéri pentru  |YacTb 3: UcnbitaHua Ha  Tests for genotoxicity,
genotoxicitate, reHOTOKCUYHOCTb, carcinogenicity and
carcinogenitate si toxicitate|KaHueporeHHoOCTb 1 reproductive toxicity
asupra functiei de TOKCUYHOCTb, BAUAIOLLYIO
reproducere Ha PenpoAyKTUBHOCTb
2 SM EN ISO 10993- Evaluarea biologica a OugeHka buonormnyeckas  Biological evaluation of 12.02.2015/EN I1SO 10993- 11.100.20 SMV EN ISO 05.05.2015
4:2015 dispozitivelor medicale. meaunumHckux nsgenuin. | \medical devices. Part 4: 4:2009 10993-4:2010
Partea 4: Selectarea Yactb 4: Bbibop Selection of tests for
incercarilor pentru MCMbITaHUN, interactions with blood
interactiunile cu singele OTHOCALLMXCA K
B3aUMOAEMNCTBUIO C
KpOBblO
3 SM EN ISO 10993- Evaluarea biologica a OueHka buonornyeckan  Biological evaluation of 12.02.2015 EN ISO 10993- 11.100.20 SMV EN ISO 05.05.2015
5:2015 dispozitivelor medicale. meauumHCKuxX usgenuin.  medical devices. Part 5: 5:2009 10993-5:2010
Partea 5: Incercari pentru  |YacTb 5: UcnbitaHus Ha | Tests for in vitro
citotoxicitate in vitro LMTOTOKCUMYHOCTb in vitro |cytotoxicity
4 SM EN ISO 10993- Evaluarea biologica a OueHka buonornyeckan  Biological evaluation of 12.02.2015 EN ISO 10993- 11.100.20 SMV EN ISO 05.05.2015
6:2015 dispozitivelor medicale. meauumHCKux usgenuin.  medical devices. Part 6: 6:2009 10993-6:2010

Partea 6: Incercéri pentru
efecte locale dupa
implantare

Yactb 6: UcnbiTanua gna
onpeaeneHna NoKanbHbIX
apdekTOB NOCNE
MMMNAHTaLMK

Tests for local effects after
implantation
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5 SM EN ISO 10993-
7:2015

6 SM EN ISO 10993-
9:2015

7 SM EN ISO 10993-
11:2015

8 SM EN ISO 10993-
14:2015

9 SM EN ISO 10993-
15:2015

Evaluarea biologica a
dispozitivelor medicale.
Partea 7: Reziduuri de
sterilizare cu oxid de
etilend

Evaluarea biologica a
dispozitivelor medicale.
Partea 9: Cadru pentru
identificarea si
cuantificarea produselor
potentiale de degradare

Evaluarea biologica a
dispozitivelor medicale.
Partea 11: incerciri de
toxicitate sistemica

Evaluarea biologica a
dispozitivelor medicale.
Partea 14: Identificarea si
cuantificarea produselor de
degradare din ceramica

Evaluarea biologica a
dispozitivelor medicale.
Partea 15: Identificarea si
cuantificarea produselor de
degradare din metale si
aliaje

OueHKa buonornyeckas
MeANLMHCKUX U3aenni.
Yactb 7: OcTaTKm
CTepUAN3aLMMN OKCUMA0M
3TUneHa

OueHka buonornyeckasn
MeAMULMHCKUX U3Lenuni.
Yactb 9: CTpyKTypa
naeHTndmnKaLmmn n
KOZIMYeCTBEHHAA OLeHKa
NOTEeHLUMabHbIX
NPOAYKTOB Aerpagaummn

OueHKa buonornyeckas
MeANUMHCKUX N3aenuni.
YacTtb 11: UcnbiTaHmAa Ha
CUCTEMHYH TOKCMYHOCTb

OugeHka buonornyeckas
MeANLMHCKUX U3LeNNNA.
Yactb 14:
NpeHTMdUKaLma n
KO/IMYECTBEHHAnA OLLeHKa
NPOAYKTOB Pa3/IoXKeHUs
KepamuKu

OugeHka buonornyeckas
MeANLMHCKUX U3LeNNNA.
Yactb 15:
NpeHTMdUKaLmAa n
KO/IMYeCTBEHHAnA OLLeHKa
NPOAYKTOB Pa3/IoXKeHUA
MEeTaNN0B U CNNaBoB

Standarde moldovene adoptate

Biological evaluation of
medical devices. Part 7:
Ethylene oxide sterilization
residuals

Biological evaluation of
medical devices. Part 9:
Framework for
identification and
quantification of potential
degradation products

Biological evaluation of
medical devices. Part 11:
Tests for systemic toxicity

Biological evaluation of
medical devices. Part 14:
Identification and
quantification of
degradation products from
ceramics

Biological evaluation of
medical devices. Part 15:
Identification and
quantification of
degradation products from
metals and alloys

12.02.2015

12.02.2015

12.02.2015

12.02.2015

12.02.2015

EN 1SO 10993-
7:2008

EN 1SO 10993-
9:2009

EN ISO 10993-
11:2009

EN ISO 10993-
14:2009

EN ISO 10993-
15:2009

11.100.20

11.100.20

11.100.20

11.100.20

11.100.20

SMV EN ISO
10993-7:2010

SMV EN ISO
10993-9:2010

SMV EN ISO
10993-11:2010

05.05.2015

05.05.2015

05.05.2015
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Standarde moldovene adoptate

pentru evaluarea
performantei procedurilor
de diagnostic in vitro

OLEeHKM KayecTsa npu
oueHKe paboumx
XapaKTepUCTUK npoueayp
OMArHOCTUKM in vitro

assessment of the
performance of in vitro
diagnostic examination
procedures

10 |SMEN ISO 10993- Evaluarea biologica a OugeHka buonormnyeckas  Biological evaluation of 12.02.2015/EN ISO 10993- 11.100.20 SMV EN ISO 05.05.2015
16:2015 dispozitivelor medicale. mMeauumMHCKuX usgenmin.  medical devices. Part 16: 16:2010 10993-16:2010
Partea 16: Proiectarea Yactb 16: Toxicokinetic study design
studiilor toxicocinetice MpoeKTupoBaHune for degradation products
pentru produse de TOKCUKOKMHETUYECKUX and leachables
degradare si substante nccnenoBaHum
extractibile NPOAYKTOB Aerpagauumn n
BbILLLE/IAYMBAEMbIX
BeLecTs
11 |SMEN ISO 10993- Evaluarea biologica a OugeHka buonormnyeckas  Biological evaluation of 12.02.2015/EN ISO 10993- 11.100.20
17:2015 dispozitivelor medicale. mMeauumMHCKUX usgenmin.  medical devices. Part 17: 17:2009
Partea 17: Stabilirea YacTb 17: YctaHoBneHue |Establishment of allowable
limitelor admisibile pentru | gonyctumbix npegenos | limits for leachable
substante extractibile ONA BblWwenaunsaemblx  substances
BELLecTB
12 |SMEN ISO 10993- Evaluarea biologica a OugeHka buonormnyeckas  Biological evaluation of 12.02.2015/EN I1SO 10993- 11.100.20
18:2015 dispozitivelor medicale. mMeauumMHCKuX usgenmin.  medical devices. Part 18: 18:2009
Partea 18: Caracterizarea |Yactb 18: Xumunyeckasn Chemical characterization
chimica a materialelor XapaKTepucTunka of materials
maTepuanos
13 |SMEN 13975:2015 |Proceduri de esantionare | Mpoueaypbl oT60opa Sampling procedures used 12.02.2015/EN 13975:2003 11.100.10 SMV EN 28.04.2015
utilizate pentru incercarile |npo6, ncnonszyemoie ana for acceptance testing of in 13975:2010
de acceptare a NPUEeMOYHbIX UCMbITaHUI |vitro diagnostic medical
dispozitivelor medicale de |meaunuuHckux usgenuii | devices. Statistical aspects
diagnosic in vitro . Aspecte |ans AMarHoOCTUKM in
statistice vitro . CtaTuctuyeckue
acneKTbl
14 | SMEN 14136:2015 |Utilizarea programelor de Wcnonb3osaHue Use of external quality 12.02.2015 EN 14136:2004 111.100.10 SMV EN 28.04.2015
evaluare externa a calitatii |nporpamm BHewwHew assessment schemes in the 14136:2010
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Standarde moldovene adoptate

15 SMEN 14180:2015 |Sterilizatoare pentru CrepununsaTopsl Sterilizers for medical 12.02.2015 EN 14180:2014 11.080.10 SM SR EN 12.02.2015
scopuri medicale. MeAMUMHCKOro purposes. Low temperature 14180+A2:2011
Sterilizatoare cu abur si Ha3HayeHus. steam and formaldehyde
formaldehida la Hu3koTemnepaTypHble sterilizers. Requirements
temperatura joasa. Cerinte naposble u and testing
si incercari dopmanbaermaHoie
CTepuAN3aTopsl.
TpeboBaHua n
MUCNbITaHMA
16 SMENISO Dispozitive medicale N3penuna meamumHckne | In vitro diagnostic medical 12.02.2015 EN ISO 11.100.10 SMV EN ISO 19.04.2015
15193:2015 pentru diagnostic in vitro. | pna AWarHOCTUKKM in devices. Measurement of 15193:2009 15193:2010
Madsurarea cantitatilor in  vitro . U3amepeHus quantities in samples of
probele de origine pa3mepos Npob biological origin.
biologica. Cerinte pentru  6uonornyeckoro Requirements for content
continut si prezentarea NPOVCXOXKAEHUA. and presentation of
procedurilor de masurare | TpeboBaHus K reference measurement
de referinta copepKaHuio u procedures
NpesCcTaBNEHNIO
KOHTPOJIbHbIX Npoueayp
N3MepeHus
17 |SMENISO Dispozitive medicale U3penva meguumHckme | In vitro diagnostic medical 12.02.2015 EN ISO 11.100.10 SMV EN ISO 19.04.2015
15194:2015 pentru diagnostic in vitro. |pns puarHoCcTUKM in devices. Measurement of 15194:2009 15194:2010

Madsurarea cantitatilor in
probele de origine
biologica. Cerinte pentru
materiale de referinta si
pentru continutul
documentatiei asociate

vitro . U3amepeHue
pa3mepos nNpob
6uonornyeckoro
NPOUCXOXKAEHUS.
TpeboBaHuA K
CTaHZAPTHbIM 06pa3uam
W K COAEPHKAHUIO
COMpoBOAUTENbHOM
AOKYMeHTauum

quantities in samples of
biological origin.
Requirements for certified

reference materials and the

content of supporting
documentation
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18

19

SM EN ISO 20776-
1:2015

SM EN ISO
23640:2015

ncercéri clinice de
laborator si sisteme de
incercare pentru diagnostic
in vitro . incercarea
susceptibilitatii agentilor
infectiosi si evaluarea
performantei dispozitivelor
pentru incercarea
susceptibilitatii
antimicrobiene. Partea 1:
Metoda de referinta pentru
incercarea activitatii in
vitro a agentilor
antimicrobieni la
dezvoltarea rapida a
bacteriilor aerobe implicate
n boli infectioase

Dispozitive medicale
pentru diagnostic in vitro .
Evaluarea stabilitatii
reactivilor pentru
diagnostic in vitro

KnnHnueckune
nabopaTopHble
MCNbITAHMA U
ncnbITaTeNlbHble CUCTEMDbI
ONA AUMArHOCTUKM in
vitro . UcnbiTaHma
MHPEKLMOHHbIX areHToB
Ha YyBCTBUTE/IbHOCTb U
oueHuBaHue
bYHKLMOHUPOBAHUA
npubopos ans
MCNbITaHUM Ha
AHTUMUKPOOHYIO
YyBCTBUTENBHOCTb. YacTb
1: KOHTPOANbHbI meTos,
MCNbITaHUA AencTens in
Vitro aHTUMMKPOBHbIX
areHToB NPOTUB
bbicTpopacTyLmx
a3pobHbIX bakTepuit,
yyacTeyHLMX B
NHOPEKLMOHHbIX
3aboneBaHuMAX

U3penva meauumHcKme
ONA ANATHOCTUKM in

vitro . OueHKa
CTabUNbHOCTM peareHToB
ONA ANATHOCTUKM in vitro

Standarde moldovene adoptate

Clinical laboratory testing
and in vitro diagnostic test
systems. Susceptibility
testing of infectious agents
and evaluation of
performance of
antimicrobial susceptibility
test devices. Part 1:
Reference method for
testing the in vitro activity
of antimicrobial agents
against rapidly growing
aerobic bacteria involved in
infectious diseases

In vitro diagnostic medical
devices. Evaluation of
stability of in vitro
diagnostic reagents

12.02.2015

12.02.2015

EN ISO 20776-
1:2006

EN ISO
23640:2013

11.100.20

11.100.10

SMV EN ISO
20776-1:2010

SMV EN
13640:2010

07.05.2015

30.04.2015
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20 |SMEN 60601-2- Aparate electromedicale. |U3genua meanumnHckme  Medical electrical 12.02.2015 EN 60601-2- 11.040.10 SMV EN 60601-2/ 10.05.2015
12:2015 Partea 2-12: Cerinte aneKkTpuyeckme. Yactb 2- equipment. Part 2-12: 12:2006 12:2010
particulare de securitate 12: YacTHble TpeboBaHua | Particular requirements for
pentru ventilatoare 6e3onacHocTyH K the safety of lung
pulmonare. Ventilatoare  |annapatam ventilators. Critical care
pentru utilizare in terapia  McKyccTBeHHOM ventilators
intensiva BEHTUNALMMU NETKUX.
Annapatbl
MNCKYCCTBEHHOW
BEHTUNALUM NIETKUX ANA
WMHTEHCMBHOW Tepanuu
21 |SMEN 60601-2- Aparate electromedicale. |U3penua meguumnHckne  Medical electrical 12.02.2015 EN 60601-2- 11.040.20 SMV EN 60601-2/ 12.05.2015
24:2015 Partea 2: Cerinte anekTpuyeckmne. Yactb 2: equipment. Part 2: 24:1998 24:2010
particulare de securitate YacTHble TpeboBaHuA Particular requirements for
pentru pompe de perfuzie |6esonacHocTu K the safety of infusion
si dispozitive de reglare a  |HarHeTaTeNbHbIM pumps and controllers
perfuziei Hacocam u perynatopam
22 |SMENISO 80601-2- Aparate electromedicale. |U3penua meguumnHckne Medical electrical 12.02.2015 EN ISO 80601-2-11.040.10 SM SR EN ISO 31.07.2017
69:2015 Partea 2-69: Cerinte anekTpuyeckune. Yactb 2- | equipment. Part 2-69: 69:2014 8359:2011

particulare pentru
securitatea de baza si
performantele esentiale ale
dispozitivelor
concentratoare de oxigen

69: YacTHble TpeboBaHuA
K 6a3oBoi besonacHocTu
M OCHOBHbIM pabounm
XapaKTePUCTMKAM
KOHUEHTPATOpOoB
Kucnoposa

Particular requirements for
basic safety and essential
performance of oxygen
concentrator equipment




	Adoptare

