I'OCYJTAPCTBEHHBII KOMUTET J3APKAYHBI KAMITST
IO CTAHIAPTH3AITAN A CTAHJIAPTBI3ALBIT
PECITYBJIMKU BEJIAPYCH POCIIYBJIKI BEJAPYChH

CEPTU®UKAT 5
Ob YTBEPJKIEHHU TUIIA CPEJICTBA U3MEPEHUIT

Ne 20091 or 27 masg 2026 T.

Cpoxk neficTBust — Geccpoano

HanMmenoBanue u 0603HaueHne eUHIYHOTO OK3EMIIAPA TUIIA CPENCTBA M3MEPEHUIA:
IIpo6ooTGopHuk Bo3myxa 6uooruueckuii AIRWEL

3aBojickoit Homep: 624038036

ITpousBoaurens:
«ALLIANCE BIO EXPERTISE», PpaHnus

Bragenen ceprudukara o6 yreepxnennn Tima CPEACTBA U3MEPEHNUIA:
000 «lannombpapmayr, r. HecBux, Munckast 00.1., Pecny6inka Beaapycen

Meroauka nmosBepku:
MIL.MH 4547-2026 «CucTema ofecneueHns: eqHHCTBA n3mepennii Peciy6imkn Benapyce.
ITpoGooTGopuuk Bosayxa Grosoruueckuii AIRWEL. Mertoanka nosepkn»

WHTepBan BpeMeHn Mex/Iy rocy1apCcTBeHHBIMHT IoBepkaMu: 12 Mmecsinen

Turt  cpencte  usmepenuit YTIBCPXKACH IIOCTAHOBICHHEM [ OCYymapcTBEHHOrO0 KOMMTETa
10 cTannapTusanuu Pecmry6muku Benapycs ot 27.05.2026 No 63.
Y TBEPKICHHBIN €IMHUUHBIHN SK3CMILLAP THIA CPEACTBA U3MEPEHMH pa3peInaeTcs K IPUMEHEHHIO

Ha TeppuTopun PecmyOnuku Benapyck B coOTBeTCTBHE C [IpUIaracéMeIM ONHUCAHMEM THIIA
CPEICTBA U3MEPCHHUIA. g
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[punoxcuuc x ceprudukary

00 yTBEpPIKJ[CHMU TUITA

CpeJICTBa U3MCPECHUN

oT 27 . g5 202¢& r. Ne 2DO9,

OIIMCAHUWE THUITA CPEJICTBA U3MEPEHUI

Hanvenosarme u 0003HAYCHMC CJIMHUYHOTO DK3CMIUIApA THUIIA cpeiicrBa U3MCPCHMIA:
Ipoboorbopuuk Bo3jryxa 6uosnorudeckuit AIRWEL Ne 624038036

Hawnmvenopanue eJiMHUYIIIOr0 9K3eMINLIPA TUIIA CPCIICIBA U3MEPCIMIA:
Lpoboo1dopiuk Bo3jryxa OH0I0rnYcCKmii

O0bo3mayenne eAMHUYIOTO DK3eMIDBIpa THlIa CpejICBa n3mepenuii: AIRWEL
3asojickoit nomep: Ne 624038036

Hasnauenue:

lIpoGoorbopuuk  Boziyxa  Omoiormueckuit ~ AIRWEL — No 624038036
(Jrasree — 11podoO1OOPIHUK) HIPE][HA3HAUCH JUIST U3MCPCHIN 00bheMa BO3/yXa 1pH 0T6ope 11pod
JULTL OLIPCJICIICIMST COJICPIKAalMs MUKPOOPI'dHU3MOB B aHATIM3UPYCMOM BO3J[yXC.

Ormmcanue:

Hpunigan jieicrBus 1poO0oTOOPHUKA OCHOBAH HA OCAXKJICHUA MHUKPOOPIAIU3MOB.
NaxOJ(AMXCA BO BCACKIBACMOM BO3JIyXce, Ha crapjapruyo Janiky llerpu. O16op Bosjiyxa
OCYIICCIBIICICS € HOMUHAILILIM  31a4cHueM  o0BbeMHOI'O  pacxojyia 100 i/muii
W YCTAHOBIICHHBIMU B IIPOIPAMMIIOM OOCCIICYCHUE HOMUIIAILHBIMHA 3HAYCHUIMY 00hLeMa
Bos)iyxa. lIpodoorbopnuk 1pejcranisicr coBOM LEPEHOCHON  0JIIO0IOUIIBIH 1proop.
Kormcrpykrusiio  11po0o0Tr0OpHUK  COCTOUT W3 aCHUPAIMONLOI0 MOJYJIS C  OIOKOM
YUPaBICHMST ¥ IIPCIIM3UOMHLIM 1ACOCOM, BCACBIBAIONMICH TIOJIOBKHA C LCPHOPUPOBaLiioit
KPBITIIKON U3 HEPXKaBCIOMICH claimy U ycrpoicrea KperuieHus yaniku 1lerpu. Ta sepxiicit
4aciy  KOpllyca  pacIlONOKCHBI  JKMJKOKPUCIANIMYCCKMU  JUCIUICH W MeMmOpatiiasi
KIIABHATYa.

Hpoboorbopauk  MMCCT  BCTPOCHIIOE — LPOIPAMMHOC — OOCCIICYCHHE, KOTOPOC
OCYUICCTBISCT QYHKIMY YUPABICHUS JIMCIUICEM, HACTPORKHU LIAPAMCETPOB U UILMKATIUU XO)[d
orbopa 1podwI.

Jlara usrorosienust (MCCSIT; 1'0J1) yKasana na MapKMpOBOYHON 1TadiMuKe.

O093a 1CIBIBIC MEITPOIIOTHYCCKUC TPCOOBATIHS: LPCHCTABICHE! B Tabimie 1.

Tabimia 1

i e Hdﬂ\ipHOBdul/I:‘_i ﬁ,_,_.__, Al 7 SIquuﬁ;ﬁ !
' L11a11a3011 I/leLpC:IIHI/I obnema 3aonpacworo 1303/[VXd i or 30 Jio 100() j
1 Ipejeisl  JIo1ycKaeMo#t  OrHOCH T CIBLITON IIOI‘pCIIIHOClH LIpH ;
| u3Mepenmny o0heMa 3adupacMoro Bosjryxa, % 10 |

OciioBUBIC  TCXUMYECKUE — XAPAKTCPUCTUKA U METPOIOIMICCKUC XapaK1CPACTUKI,
IC OIHOCAINMCCS K OO043aLCIBHBIM MCTPOJNOIMYCCKUM TPEOOBALMAM: 1IPC/CTABICH]
B Tadiuie 2.



Tabima 2

-~ Hamvcropanuc I -
[Haupsokenye nuranus 1ocrosHuoro roxka™, B e
1"adapurHbIic pasMepsl, MM, HE Ooiice 330x160x130
Macca, K1, 1e 0omuee 1,6 N
YcnoBus KCIUTy araluu:

JMAI1a30H TeMIIepaTyphl OKPYKaIoNero Bo3iyxa, °C or 15 o 25
JIMAITa30H OTHOCHICIIFHON BIAXKHOCTH BO3)yXa, % or 30 jio 80
*CorjlacHo JIOKYMCH 1dllMK TPou3BoJmieiist. 1lpu 1iposeieHnn METrponorHYCcCKON DKCHICPTU3DLI [IPOBCPKA
YKasalllbIX XdPaK1CpHUCIMK HC ITPOBOJMJIACh.

KoMIUIEKTHOCTE: 1IpejicraBiieHa B Tadiuie 3.

Tabiuna 3

L IHanmenosarme o ~_ Kommuccrso l
IIpoGoorbopnuk Bo3ziyxa Ouonornyeckuit AIRWEL |
No 624038036 1 |
PyKoB0JICTBO 110 DKCIUIyalaldi 1 ]

Meccero namecenus 3naKa yrBepk ICHus TUlla CPeJiCiBa U3MCPEIUIA:
3HaK yTBCPXKJICHUSI TUIIA CPCJCIBA MU3MEPCHMH HANOCHTICH 1A TUTYIBIBIA JIACT
PYKOBOJ(CTBA 110 OKCILIy aTAIUN.

Merojika ITOBEpKH:

MILMH 4547-2026 «Cuciema obecricdeHust ¢jMECTBA M3Mcpenuit PeciryOumkn
beiapycs. IIpobSoorbopauk BO3JIyXa OMOJIOTUYCCKII AIRWIEL.
Me1oj[MKa HIOBCPKUY.

CBejicHMsI 0 ME10J[MKax (MeT0J[axX) U3MCPCHUIA:
MCTOJIMKA  (MCTOJIBI) M3MCPCHUM, IIPUMEHSICMBIC COBMCCIHO CO  CPCICIBOM
U3MCPCHUU, HIPOU3BOJIMTEIICM HE yCTaOBIICHEL.

HopMaTuBHBIC 1IPABOBBIC aKThI, B TOM YHCIC 00s3aTCIBbHBIC JUISI COOIIO)(CHMS TCXHMICCKMC
HOPMATUBHEBIC 1IPABOBBIC AKTBI, TCXIIMICCKUC HOPMATUBHBIC 1IPABOBLIC aKThl B 00Jaciu
LEXHUYCCKOI'0 HOPMUPOBAHUS U Clamjapru3alii, JOKYMEHIBl B 00JacTd TEXHUYCCKOI'O
HOPMUPOBALIMS W ClaHjiapru3aliiy, HC SBIBIONUCCS TCXHUYCCKUMHU  HOPMATUBILIMK
LIPABOBLIMU AKTAMMU, JIOKYMCHTAIIMS LIPOU3BOIMIEIS WIM TEXIMYCCKOC 3a)[aliiue 3asiBi1Clis
Ha MCTPOJOIMYCCKYIO OKCIICPTU3Y, YCTAHABIMBAIONIMC TpedoBanmst K THUILYy CPEJCIBa
U3MEPCHMIA:

TeXHMYUecKas JIOKyMeHTarus (pykonojiciBo 10 akciuryaranum) ALLIANCE BIO
EXPERTISE, ®paniyst;

r1exnnyeckoe 3ajanne 000 «Jlamomdapmay Ha METPOIOIMYCCKYIO DKCICPIU3Y
B OTHOITICHUY CJIMITMYHOI0 DK3CMILLIPA CPC)ICTBA U3MCPCHUIA;

TCXHUYCCKUU periiaMeHT TaMOoKCHIIOro coro3a «DIeKTpoMariiiias COBMECTUMOCT
texnuacckux cpejiersy (TP TC 020/2011);

TCXHUYCCKUU perramenT TamoxeHnoro corosa «O 0e3011acHOCTH HU3KOBOJIBTIIONO
obopyrosanus» (TP TC 004/2011).



MI[CI-ITH(bI/I Kars IIporpaMMHoro obecrieucHus: IIpeicraBiCHa B Ta6JIVIHC 4,

Tabmuua 4
M entuuKaMOHHOE HaUMEHOBAHUE Hlowep e (Hﬂeugg MRATHEH AR FED)
- 072301
I [pousBouICIIb:

ALLIANCE BIO EXPERTISE, ®pannus
19 Rue Louis Bleriot, 35170 BRUZ - France
e-mail: contact@abioexpertise.com

3aKIIOUYCHHE O COOTBCICIBMM YIBEPIKICHIONO TUIIA CPECIBAa M3MCPCHUH TPeOOBAHIIM
HOPMATUBIIBIX 1[PABOBBIX aKTOB, B TOM YHCIIE 0053a1IBHBIX JUISL COOJIOJCHMA TEXIHUYCCKUX
HOPMATUBHBIX 1[PABOBBIX aKTOB, TEXHUYECCKUX HOPMATUBHBIX 1IPABOBLIX aKIOB B obiactm
TEXHUYCCKOr0 HOPMUPOBAHUSA U Cramj[apTU3alliy, JOKyMEHTOB B ODJACTH TEXHUYCCKOIO
HOPMUPOBANWSL U ClaHIapIu3allun, HC SBIBTONMXCS TEXHUUCCKMMU HOPMAIUBHLIMU
IPaBOBBIMU aKTaMMU, TOKYMEHTAIMK [IPOU3BOIMTEIISE MIIK TEXHUUECKOI'0 3a)[allusl 3asBHTCIIs
Ha METPOIOIMYCCKYIO OKCIEPTU3y B OTHONICHMA CIMHUYHOIO ODK3CMIUIIpa CpeiciBa
U3MCPCHUM:

1IpoGoorGopuuk Bozayxa Guonoruueckuit AIRWEL Ne 624038036 coorsercrsycr
TpeOoBanMAM  TEXHUYCCKON  JIOKyMcHlanuu  (PyKOBOJICIBO 110 DKCIUTyaTallin)
ALLIANCLE BIO EXPERTISE, ®Opanmus ¢ y9eroM  TEXHMYCCKOIO  3ajianus
000 «Jlaymomdapmay Ha MCTPOIOIMYCCKYIO OKCICPTU3Y B OTHONICHHMM CIIMHUHIOIO
SK3eMIIIsIpa cpejcina usmepennii, TP TC 004/2011, TP TC 020/2011.

Tur cpejicrsa U3MEPENi OTHOCHTCS K KdlCTOPUU:

5.23 B COOLBEICTIBMU € LIEPCUIICM KATCIOPHHI CPEACIB U3MCPCHHUN, 1IPE)ICLABISIONTMX
COBOKYLINOCIL  CPEJICTB  M3MEpenuid  OJ(MHAKOBOIO  MasHA4CHMs,  IPUMCHACMBIX
LIPH U3MEPCHISIX B CPCPE 3aKOHO)[A1CILIION MCTPOIIOI UM, 9K3CMILLIPEI Y TBCPI/KJCHIOIO THIR
KOTOPBIX 1I0JUICKAT TOCY)IaPCIBEHHOM HOBCPKE ¢ YCIAHOBJICHHOM B HEM LICPUOMYHOCTEIO,
OIIPEJIEICHHOM B IPWIOKCHUMA K  IIOCIAHOBICHUIO  1'OCYyIapCrBCHIIOro  KOMHMICId
170 cramyaprusauu Pecry6iukn benapycs or 20 anpers 2021 1. Ne 39.

V1I0JIHOMOYEHHOE  IOPUJIMYCCKOC JIMIO, IIPOBOJMBIINEE METPOIIOIHICCKYIO OKCIICPTU3Y
B IICJIAX YIBEPIKI[CHUS TUIIA CPEJICTBA N3MCPEHMNI!

PeciryGiMKancKoe  yHW1apioc IpeuIpustae  «beilopycekuil  1ocyaperBeHHbII
urcrnryT merposiorumy (beil TIM)

Pceny6imka benapycn, 220053, r. Mutick, CrapoBmieHcKui tpaxr, 93

Teuehon: +375 17 374-55-01

dakc: +375 17 244-99-38

c-mail: info@belgim.by

Lpunoxkenus: 1. @ororpadun obIrero BUjia cpejcrsa usmepennii na 1 mcie.
2. Cxema (pUCYHOK) € YKA3aHACM MCECTa JUIS HAHCCCHUS 3HaKa HOBCPKM
cpejicrB uaMepenuit na 1 gucre

Jlapexrop besl M A.B. Kazauok
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[Mpunoxenue 1
(oOs13aTeBHOE)
dotorpaduun 00IIEro BUa CPENCTBA U3IMEPEHUM

Prcynox 1.1 — @ororpadus obmero Buaa npodooTOOpHIKa BO3LyXa OHOTOIUYECKOro
AIRWEL Ne 624038036

e

VIRWEL (100L/Min’ o
A G 7.2023

Pucynox 1.2 — ®otorpadus MapKHpOBicﬁ ﬁp0600T60pH1/11<a BO3JIyXa OMOJIOTUYECKOTO
AIRWEL Ne 624038036



[Ipunoxenue 2
(oOs3aTenpHOE)
CxeMma (pHCYHOK) C yKa3aHWEM MeCTa JUTs HAaHECCHUs 3HaKa IIOBEPKH CPEICTB U3MEPEHHUH

MecTo 111 HaHECESHUS 3HAKA IIOBCPKH CPCACTB I/ISMGPGHI/Iﬁ

Pucynoxk 2.1 — Cxema (pUCYHOK) C yKa3aHHEM MECTa JjId HaHECEHUs 3HaKa ITOBEPKU
CPEICTB U3MEPEHUMN



