I. MexrocynapcrBennnlie cranaaptsl (I'OCT)

1. TOCT ISO 10993:2011 Wznenus mequimackue. OneHKa OHOJIOTHMYECKOTO
NENUCTBUS MeIUIMHCKUX n3aeinui. Yacts 1. Ouenka 1 ucciie10BaHus

2. TOCT ISO 13485:2017 Uznenna menuuuuckue. CHUCTEMBI MEHEIHKMEHTA
KadecTBa. TpeboBaHus I 1eIel peryIupoBaHuUs

3. TOCT  31518.1-2012  AnmapaTbl  WHTANAIMOHHOW  AHECTE3UU U
HUCKYCCTBEHHOW BeHTWIsiuM JierkuxX. CoeauHeHuss koHuueckue. Yactp 1.
Konnueckue narpyOku u rue3ia

4. TOCT IEC 60601-1-8-2011 MU3znenust MenuImHCKUE dieKTpuueckue. Yacts 1-
8. OOmue TtpeboBanus Oe3onacHocTH. OOmmue TpeOOBaHUS, HWCIBITAHUS U
PYKOBOJIAIINE YKa3aHUS 1O MPUMEHEHUIO CHUCTEM CHUTHAJIU3AIlUU MEIUITUHCKUX
AIEKTPUUECKUX U3JETUN U METUIIMHCKHUX JIEKTPUUECKUX CUCTEM

II. Hamnonaabusbie crangaptsl (TOCT P)

5. TOCT 12.4.293-2015 CpencrBa WHAMBUAYaJIbHONW 3alUTHI OpPraHOB
neixanus. Macku. O01me TeXHUYeCKUE YCIOBUS

6. TOCT P 58396-2019 Macku wmeauuuHCcKue. TpeOOBaHUS H  METOJbI
HCIIBITAHUS

7. TOCT P 58151.1-2018 CpencrtBa ne3undunupyrome. OOMe TeXHUYESCKUE
TpeOOBaHUS

8. T'OCT P 56990-2016 Xwumudeckue Ae3UHPUIMPYIONIUE CpPEACTBA U
aHTucenTuku. [lesuHpunmpyromue cpeacrtsa. Kpurepumn ©  1mokaszaTenu
s peKkTUBHOCTH

9. TOCT P 52354-2005 W3penuss wn3 Oymaru OBITOBOTO M CaHUTAPHO-
TMTMEHUYECKOoro Ha3HaueHus. OO1ue TEXHUUeCKUe YCIOBUS

10. ['OCT P UCO 13688:2016 CucteMa cTtaHaapToB 0€3011aCHOCTH TPYy/a.
Opexna crienmanbHas 3amuTHag. OO0me TeXHuYecKre TpeOoBaHs

11. I'OCT P UCO 10651.3-99 Anmaparbl UCKYCCTBEHHOW BEHTWJISIIUU
agerkux MenuuuHckue. Yacte 3. YacTHble TpeOoBaHUS O€30MaCHOCTH K
anmnaparaM MCKYCCTBEHHOW BEHTWJISIIIUHU JIETKUX, TIPUMEHSEMBIM B SKCTPEHHBIX
CUTYAIIUSIX U B TPAHCIIOPTHBIX CPEJCTBAX



12. I'OCT P UCO 10651-4-2015 AnmapaThl UCKYCCTBEHHON BEHTHWJISIIUU
aerkux memauiuHckue. Yacts 4. YacTtHbie TpeOoBaHUS G€30MAaCHOCTH C YYETOM
OCHOBHBIX (DYHKIIMOHAJIBHBIX XapaKTEpUCTUK K amnmaparam HCKYCCTBEHHOU
BEHTUJISILIAU JIETKUX ISl O’KUBIICHUS C PYYHBIM IIPUBOJIOM

13. ['OCT P UCO 10651-5-2015 AnmapaThl UCKYCCTBEHHON BEHTWJISIIUU
aerkux memauiuHckue. Yacte 5. YacTtHbie TpeboBaHMS G€30MAaCHOCTH C YYETOM
OCHOBHBIX (DYHKIIMOHAJIBHBIX XapaKTEPUCTUK K amnmaparam HCKYCCTBEHHOU
BEHTUJISIIIAU JIETKUX ISl O’KUBIICHUS

14. I'oCT P HCO 80601-2-12-2013 Uspnenna  MeEOUIIMHCKHUE
anektpuyeckue. Yacte 2-12. YacTHbie TpeOoBaHUS OE30MACHOCTU C YYE€TOM
OCHOBHBIX (DYHKIIMOHAJBHBIX XapaKTepPUCTHK K armapaTaM HCKYCCTBEHHOMU
BEHTHWJISIITUY JIETKUX JJIsl ”THTEHCUBHOM Teparuu

15. I'oCcT P HCO 80601-2-13-2013 Uspnenua  MeEOUILIMHCKHUE
anexktpuyeckue. Yacte 2-13. YacTHbie TpeOoBaHUS OE30MACHOCTH C YYE€TOM
OCHOBHBIX  (YHKIIMOHAIBHBIX  XapaKTEPUCTUK K  aHECTE3UOJOTHUUYCCKUM
KOMILIEKCaM

16. I'OCT P M3K 60601-1-2010 M3aenuss MEIUIIMHCKUE DJIEKTPUUECKHUE.
Yacte 1. OOmme TpeboBaHus OE30MACHOCTH € yYETOM OCHOBHBIX
(GYHKITMOHATBHBIX XapaKTEPUCTUK

17. I'octT P MDK 60601-1-2-2014 U3nenust  MeOUIIMHCKHUE
anektpuueckue. Yacte 1-2. OOmwme TpeOOBaHUS OE30MACHOCTH C Y4YE€TOM
OCHOBHBIX (DYHKIIMOHAJIbHBIX XapakTepucTuk. [lapamnensHbIl  cTaHmapr.
DJIEKTPOMarHUTHas COBMECTUMOCTh. TpeOOBaHUS W UCTIBITAHUS

18. I'octT P MDK 60601-1-6-2014 U3nenust  MeOUIIMHCKHUE
anektpuyeckue. Yacte 1-6. OOmwue TpeOOBaHUS OE30MACHOCTH C Y4YE€TOM
OCHOBHBIX (DYHKIIMOHAJBHBIX XapaKTepUCTHK. JlOMOTHUTEIBHBIH CTaHAapT.
DKCITyaTalliOHHAs IIPUTOHOCTh

19. I'OCT P NCO 22301-2014 Cuctembl MEHEIKMEHTa HEIPEPHIBHOCTU
ouzHeca. O6mue TpedoBaHMS
20. I'oCT P HMCO 31000-2019 MenemxMenT pucka. I[lpuHnunsl u
PYKOBOJICTBO

I11. Me:xxayHapoaHble CTAHIAPTHI

21. ISO 374-5:2016 Protective gloves against dangerous chemicals and



micro-organisms - Part 5: Terminology and performance requirements for micro-
organisms risks (IlepuaTku s 3amUTBl OT XUMHYECKHUX BEIIECTB U
MukpoopranuzmMoB.  Yacte 5. TepmuHomormss u  TpebOBaHUA K
OKCIUTYaTaIllAOHHBIM  XapakTEepPUCTUKAM  TMepYaToK Uil  3alluThl  OT
MUKPOOPTaHU3MOB)

22. ISO 10993-1:2018 Biological evaluation of medical devices — Part 1:
Evaluation and testing within a risk management process (M3nenus
MeaunuHckre. OleHKa OWOJIOTUYECKOro JMEHCTBUS MEIUIIMHCKUX H3ICITH.
Yacte 1. OneHka 1 UCCIIeIOBaHMsI B paMKax pUCK-OPUEHTUPOBAHHOTO MTOIX0/1a)

23. ISO 22301:2019 Security and resilience — Business continuity
management systems —Requirements (CucTeMbl MeHEKMEHTa HETPEPHIBHOCTH
ousHeca. TpeGoBaHms)

24, ISO 22395:2018 Security and resilience — Community resilience —
Guidelines for supporting vulnerable persons in an emergency (be3zonacHocts u
YCTOHYMBOCTh K HETAaTUBHBIM BHEIIHUM BO3JCHCTBUSAM. Y CTOWYHMBOCTH
coo0IIecTBa K HETaTUBHBIM BHEITHUM BO3ACUCTBHSM. PyKOBOIAIINE yKa3aHHS
0 TTOJIJIEPKKE COIMAIBHO YSA3BUMBIX JIFOJICH TIPU YPE3BBIYAIHBIX CUTYAIIHSIX )

25. ISO 22320:2018 Security and resilience — Emergency management —
Guidelines for incident management (be3omacHOCT, W YCTOMYMBOCTH K
HETaTUBHBIM BHEITHUM BO3JIEHCTBUSAM. MEHEKMEHT Upe3BbIYaliHbIX CHTYaITHi.
PykoBonsiue ykazaHus Mo pearupoBaHUIO HA WHITHICHTHI)

26. ISO 22316:2017 Security and resilience — Organizational resilience —
Principles and attributes (be3omacHOCTP W yCTOMYMBOCTL K HETaTUBHBIM
BHEITHUM BO3JICHCTBUSAM. Y CTOMYHUBOCTH OpraHn3anui. OCHOBHBIE TIOJIOXKEHHUS)

217. ISO 31000:2018 Risk management (MeHeI>)KMEHT pHCKa)

28. ISO 10651-3:1997 Lung ventilators for medical use — Part 3:
Particular requirements for emergency and transport ventilators (AmnmapaTsl
UCKYCCTBCHHOW BEHTWIALMU JIETKUX MemuiuHckue. Yacte 3. YacTHbie
TpeOoBaHMS OE30MACHOCTH K amnmaparaM HCKYCCTBEHHOW BEHTHIISIIUU JIETKHX,
IPUMEHSEMBIM B 3KCTPEHHBIX CHUTYAIUSIX U B TPAHCIIOPTHBIX CPEICTBAX)

29. ISO 10651-4:2002 Lung ventilators — Part 4: Particular requirements
for operator-powered resuscitators (AmnmapaTel HWCKYCCTBEHHOW BEHTWJISIIHU
nerkux MemuiuHckue. Yacts 4. YacTHple TpeOOBaHUS 0E30MACHOCTH C YYETOM
OCHOBHBIX (DYHKIIMOHAJIBHBIX XapaKTEPUCTUK K ammaparaM HCKYCCTBEHHOM
BEHTWISAIINU JIETKHUX JIJISl OKUBJICHUSI C PYYHBIM ITPHBOIOM )



30. ISO 10651-5:2006 Lung ventilators for medical use — Particular
requirements for basic safety and essential performance — Part 5: Gas-powered
emergency resuscitators (AmmapaThl HCKYCCTBEHHOW BEHTWISIIIMHM JIETKUX
meaunuHckue. Yacth 5. YacTHple TpeOoBaHUsS 0€30MACHOCTH C  YUYETOM
OCHOBHBIX (DYHKIIMOHAJIBHBIX XapaKTEPUCTUK K ammaparaM HCKYCCTBEHHOM
BEHTWISIIMN JICTKHUX JIJIs1 O’KUBJICHHS )

31. ISO 13485:2016 Medical devices — Quality management systems -
Requirements for regulatory purposes (Mzmenmus wmemumnumackue. CHCTEMBI
MEHEDKMEHTa KavuecTBa. TpeOoBaHUs TS eI peryTHpOBaHS)

32. ISO 17510:2015 Medical devices — Sleep apnoea breathing therapy —
Masks and application accessories (IIpubopsr MemumuHckue. Tepamnus
JpIXaTedbHasl MPU MPUCTyHaxX amHod BO CHE. Macku M NMPUHAIJICKHOCTH IS
MIPUMEHEHHS)

33. ISO 18082:2014 Anaesthetic and respiratory equipment — Dimensions
of non-interchangeable screw-threaded (NIST) low-pressure connectors for
medical gases (OOGopynoBaHue Jii aHECTE3UM M HMCKYCCTBEHHOTO JIBbIXaHUS.
Pa3mepsl HeB3amMMO3aMEHSIEMBIX PE3bOOBBIX OC3HATIOPHBIX COCAMHHUTEICH IS
MEIMIIMHCKIX T'a30B)

34, ISO 18562-1:2017 Biocompatibility evaluation of breathing gas
pathways in healthcare applications — Part 1: Evaluation and testing within a
risk management process (OmeHka OHOCOBMECTHMOCTH TPYOOK  JJIs
JBIXaTeNBHBIX CMecell MenuuuHckux u3nenuid. Yacte 1. OneHka U mpoBeaeHUe
UCTIBITAHUS B TIPOIIECCe MEHEPKMEHTa PHUCKa)

35. ISO 18562-2:2017 Biocompatibility evaluation of breathing gas
pathways in healthcare applications — Part 2: Tests for emissions of particulate
matter (OmeHka OWOCOBMECTHMOCTH TPYOOK JUIS JBIXaTelbHBIX CMECeH
MEIUIIMHCKIX 171631 (1178
Yacte 2. UcnibiTanus Uit ONpeIeIeHNs BHIOPOCOB TBEP/IBIX YaCTHII)

36. ISO 18562-3:2017 Biocompatibility evaluation of breathing gas
pathways in healthcare applications — Part 3: Tests for emissions of volatile
organic compounds (VOCs) (Omenka OHOCOBMECTUMOCTH TPYOOK JJis
JBIXaTeNbHBIX CMeced MemuIuHCKuX wu3fenuid. Yacte 3. Mcnwitanus uis
oTpeieNieHus] BRBIOPOCOB JIETYUNX OPTaHUIECKUX COCTUHEHUH )

37. ISO 18562-4:2017 Biocompatibility evaluation of breathing gas
pathways in healthcare applications — Part 4: Tests for leachables in condensate
(OueHka OGMOCOBMECTUMOCTH TPYOOK IIJISl IBIXATEIBHBIX CMECeH MEIUIIMHCKUX



15631 () 0505 8
Yacte 4. HcnblTanus Ui ONPEACIICHUS BBINICIAYMBAEMBIX BEIIECTB B
KOHJICHCATE)

38. ISO 19223:2019 Lung ventilators and related equipment — Vocabulary
and semantics (AmmapaTel HUCKyCCTBEHHOW  BEHTWISALUU  JIETKUX W
COOTBETCTBYMOIIIEe 00opyaoBanue. ClioBaph M CEMaHTHKA)

39. ISO 20395:2019 Biotechnology — Requirements for evaluating the
performance of quantification methods for nucleic acid target sequences —
gPCR and dPCR (buortexnomnorus. TpeboBanus k oreHke 3(PGeKTUBHOCTH
KOJIMYECTBEHHBIX METOJIOB  ONpENEeNIEHUsI  IMOCJeN0BaTeIbHOCTEH-MUILIEHEN
HykJenHoBbIX KucioT JPCR u dPCR)

40. ISO 5356-1:2015 Anaesthetic and respiratory equipment — Conical
connectors — Part 1: Cones and sockets (AnmapaTsl HHTSIIIIOHHOW aHECTE3UH
U HMCKYCCTBEHHOW BeHTWIAIMH Jerkux. CoenuHeHuss koHmueckue. Yactp 1.

Juddyzopsr u MyPpThI)

41. ISO 80601-2-12:2020 Medical electrical equipment — Part 2-12:
Particular requirements for basic safety and essential performance of critical care
ventilators (M3nenus wmemunuHckue snektpudeckue. Yacte 2-12. YacTHbie
TpeOboBaHusl  O€30MACHOCTH €  YYETOM  OCHOBHBIX  (DYHKIIMOHAJIbHBIX
XapaKTEepUCTUK K anmnaparaM HCKYCCTBEHHOM BEHTWJISIMU JIETKUX A
WHTEHCUBHOMW TEparim)

42. ISO 80601-2-13:2011 Medical electrical equipment — Part 2-13:
Particular requirements for basic safety and essential performance of an
anaesthetic workstation (M3genust meaununckue snekrpuueckue. Yacty 2-13.
YactHeie TpeOoBaHMsS OE30MACHOCTH C YYETOM OCHOBHBIX (YHKIIMOHAIBHBIX
XapaKTePUCTHK K aHECTE3MOJIOTMIECKIM KOMITJIEKCaM

43. ISO 80601-2-70:2015 Medical electrical equipment — Part 2-70:
Particular requirements for basic safety and essential performance of sleep
apnoea breathing therapy equipment (OnexTpoobopynoBaHUE MEIMIIMHCKOE.
Yacte 2-70. YactHple TpeOOBaHHMS K OCHOBaM O€30MaCHOCTH W OCHOBHBIM
pabounm XapaKTepUCTHKAM K  TEepameBTUYCCKOMY  JIBIXaTEIbHOMY
000pyIOBaHUIO MTPH BHE3AITHON OCTAHOBKE JBIXaHHS BO CHE)

44. ISO 80601-2-74:2017 Medical electrical equipment — Part 2-74:
Particular requirements for basic safety and essential performance of respiratory
humidifying equipment (M3nenus MenunmHCKHe d3JeKkTpuueckue. Yacts 2-74.
YactHeie TpeOoBaHMs OE30MACHOCTH C YYETOM OCHOBHBIX (DYHKIIMOHAIBHBIX



XapaKTEPUCTHUK K PECTUPATOPHOMY 00OOPYIOBAHUIO JIJISl YBIAKHEHHUS )

45. ISO 80601-2-79:2018 Medical electrical equipment — Part 2-79:
Particular requirements for basic safety and essential performance of ventilatory
support equipment for ventilatory impairment (M3menus MeguiiMHCKUE
anekrpudeckre. Yacte 2-79. YacTHple TpeOoBaHUs 0€30MACHOCTH C YUYETOM
OCHOBHBIX  (YHKIMOHANBHBIX  XapakTePUCTHK K  ammaparam  JUIs
BCIIOMOTATEeNIbHOM HWCKYCCTBEHHOW BEHTHIALUK JIETKUX TIPH  HAPYIICHUH

GyHKITNN)

46. ISO 80601-2-80:2018 Medical electrical equipment — Part 2-80:
Particular requirements for basic safety and essential performance of ventilatory
support equipment for ventilatory insufficiency (M3genuss MeaunmHcKue
anekrpudeckue. Yacte 2-80. YacTHple TpeOoBaHUs 0€30MACHOCTH C YUYETOM
OCHOBHBIX  (YHKIIMOHANBHBIX  XapaKTePUCTHK K  ammaparam  JUis
BCIIOMOTaTeNIbHOW NCKYCCTBEHHOW BEHTHIISIIIMM JICTKUX TIPH BEHTUIISIITAOHHOM )

47. ISO/TS 16976-8:2013 Respiratory protective devices — Human factors
— Part 8: Ergonomic factors (CpencTBa WHAMBUAYyaTbHON 3alIUTHl OPTaHOB
neixanus. Yenmosedecknit paktop. Yacts 8. DproHomudeckue GpakTops)

48. IEC 60601-1:2005+AMD1:2012 CSV Medical electrical equipment -
Part 1: General requirements for basic safety and essential performance
(M3menmust memuumHCKue onekTpuueckwe. Yacte 1. OOmume TtpeboBaHUA
0€30I1acCHOCTH C YYETOM OCHOBHBIX (DYHKIIMOHAIBHBIX XapaKTEPUCTHK )

49. IEC 60601-1-2:2014 Medical electrical equipment - Part 1-2: General
requirements for basic safety and essential performance - Collateral standard:
Electromagnetic disturbances - Requirements and tests (M3aenus MeauuuHCKHAE
anekrpudeckue. Yactp 1-2. OOmme TpeOoBaHMS OE30MACHOCTH C Y4YETOM
OCHOBHBIX (DYHKIIMOHQJIBHBIX XapakTepuUCTUK. [lapannenbHbIi  cTaHmApPT.
DNeKTpOMarHuTHAasE COBMECTHMOCTh. TpeOoBaHMs U MCTIBITAHIS )

50. IEC 60601-1-6:2010+AMD1:2013 CSV Medical electrical equipment -
Part 1-6: General requirements for basic safety and essential performance -
Collateral standard: Usability (M3nenus mequiiuHcKue anekTpudyeckue. YacTe 1-
6. OOmme TpeboBaHHS OE30MACHOCTH C YYETOM OCHOBHBIX (DYHKIIMOHAIBHBIX
XapaKTePUCTHK. J[OMOTHUTENBHBINA CTaHAAPT. DKCIUTyaTaIl[HOHHAS TIPUTOTHOCT)

51. IEC 60601-1-8:2006+AMD1:2012 CSV Medical electrical equipment -
Part 1-8: General requirements for basic safety and essential performance -
Collateral Standard: General requirements, tests and guidance for alarm systems
in medical electrical equipment and medical electrical systems (M3nenus



MeIUIMHCKHE AekTpudeckue. Yacts 1-8. OOmme TpeOoBaHUsS OE30MACHOCTH.
OO6mue TpeOOBaHMS, UCHBITAHUA W PYKOBOASIIUE YKa3aHUS IO MPUMEHESHUIO
CHUCTEM CUTHAJIU3AIUU MEIUIIMHCKUX AICKTPUUECKUX U3JICIUA U MEIUITUHCKUX
AIEKTPUUECKUX CUCTEM)

52. IEC 60601-1-11:2015 Medical electrical equipment - Part 1-11:
General requirements for basic safety and essential performance - Collateral
Standard: Requirements for medical electrical equipment and medical electrical
systems used in the home healthcare environment (32aexkTpoobopynoBaHue
menuuuHckoe. Yacte 1-11. OO6mme TpebGoBaHus kK 0a30BOM 0€30MaCHOCTH H
CYIIECTBEHHBIM pabounm XapaKTePUCTHKAM. TpeboBanus K
3IIEKTPOOOOPYIOBAaHUIO METUITMHCKOMY M CUCTEMaM, MCIIOIb3yeMbIM JIJIS yXO/a
3a OOJILHBIMH B JOMAIITHUX YCIIOBUSX )



