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ITACIIOPT
®APMAKOIIEMHBIU CTAHIAPTHBIN OBPA3EII
T'OCYTJAPCTBEHHOU ®APMAKOIIEW POCCUUMCKOI OEJEPAIIUNA

CranmaprHbIf 06pasen MyTHOCTH OakTepHaIbHBIX B3Becen 20ME
©CO0.3.1.00084

CEPHA: S-2/10-210725

1. HABHAYEHME: nns onpepenieHus MyTHOCTH GakTepraabHBX B3BECel METOMIOM BU3YalIbHOTO
CpaBHenus B cooreeTcTBrHU ¢ ODC "Onpenenesne KOHIEHTPALUH KIIETOK MHUKDPOOPraHu3MoB".

2. ATTECTOBAHHAS XAPAKTEPAUCTHKA: IIpY ©3MepeHnu Ha GoToMeTPe BOTOINEKTPUIECKOM
Tuna KOK-3-01-"30M3" mpu gnune sonmsl (540+3) HM 1 paboueil muuHEe KIOBETH 5 MM:

ONTHYecKas MIOTHOCTE: 0,92; pacmmpeHHast HeOMpemeneHHOCTs: +0,05 (ko9 dunment oxsata
k=2, ypoBens mosepus P=95 %),

3. OTUCAHHUE, JOMINOJIHUTEJILHBIE CBEJEHHUA: ®CO npencraBuseT coboit MYTHVIO
KHUAKOCTD, HA NHEe NPOOMPKY - ocafok Genoro usera. [locie MIHTETHHOTO (mo 2-x cyToOK)
OTCTAUBAHUA - IPO3payHas GecuBeTHas XKHUNKOCTh, Ha JHE IPOGUDPKY — 0CaOK 6eoro BeTa.

4. TIOPAOOK ITPUMEHEHMU: B COOTBETCTBUH C UHCTPYKLIKEH 110 TPUMEHEHHIO,
5. KOMILJIEKT ITIOCTABKM: sk3emmsap ®CO, [IaCTIOPT, HHCTPYKIKS 110 TPUMEHEHUIO.

6. YCJIOBUA TPAHCIIOPTUPOBAHHUSA U XPAHEHUY: ©CO HONIXKEH XPAaHUTLCA B CYXOM
SalMUIIEHHOM OT CBETa MecTe Ipu Temueparype oT 4 °C mo 40 °C B BepTUKATIBHOM IONOKEHUH.
TpancnopTHUpOBaHKWE BO3MOKHO NPH TeMneparype ot 4 °C po 40 °C B BepTHRANIbBHOM
TIOTIOKEHNH BCEMU BUlaMH TPAHCIOPTa. 3aMOpaXkuBaHue He NOIyCKaeTCst. IIpy 3aMOpaXkuBaHuy
NIPOMCXOAUT HeoOpaTuMas KOaryJIsLus 4acTull, o6pasyeTcs Hepa3GrBaeMEli 0CafoK Ha CTEeHKax
npoGupok, ®CO MPUXOAUT B HETOFHOCTL. He OMYCKAETCST 0CTABIATDH skr3eMmgaps ®CO mog
mercTBHeM OakTepunupHoro obnydatens. CTabHIBHOCTh 3HAYEHHH ATTECTOBAHHOM
XapaKTepPUCTHKY B TeYeHHe CPOKa fercTBus cepuu ®CO rapanTUpyeTcs Ipu COGNIONEHUN
YCTIOBUYH TPAHCIIOPTHPOBAHMUS, XPAHEHHS U HOPSANKA IPHMEHEHHS.

7. TPEBOBAHHA BE3OIIACHOCTH: martepuan ®CO [IpefHa3Ha4veH s 1abopaTopHHIX
MCIIBITAHWE ¥ He NpefHasHayeH AJIs BBeeHus mongaM. [Ipu ucnonssosanuu OCO [IPUMEHANUTE
MepH 6€30IaCHOCTH, PETIaMEHTHPYEMEIE B YIPEKICHUH,

8. IIATA BBIIIYCKA: 21.07.2025 T.
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9. CPOK TOOHOCTH: 21.07.2026 .

10. CBEIEHUA O METPOJIOTUYECKOM ITPOCJIEXXKUBAEMOCTM: IIPOCIEeXUBAEMOCTE
arrecToBanHoro 3HaveHus ®CO k emmrummam ME ycTaHOBIeHa C WCIONH30BAHUEM
MexpyHapogHoro crangaptTaoro o6pasma (MCO) BO3: 5th INTERNATIONAL REFERENCE
PREPARATION OF OPACITY, 5th IRP WHO NIBSC, LONDON, ENGLAND (NIBSC code 76/522).
Mytrocts 5th IRP WHO mpeBrimaeT MyTHOCTh mpefgsmymero MCO BO3 (4th IRP WHO) ma 10
npoueHToB. 1 Mexngynaponuas egununa (1 ME) cooTBeTCTByeT MYTHOCTH B3BECH KOKJIIOIIHEBIX
OakTepuil ¢ KoHIeHTpanuen 1,1 MJIPZI. KJIETOK B 1 MIIL.

11. 39TUKETKA:

TOCYAAPCTBEHHAS PAPMAKONESR

e POCCUICKON PEAEPALIUM
PAPMAKONEMHbIN CTAHAAPTHBIA OBPA3ELL Flld ¥
$C0O.3.1.00084 Cepus §-2/10-210725

CraHaapTHbIl 06paseu, MyTHOCTH
GakTepuaAbHbIX B3secein

20 ME

Cpok roaHocTu: 21.07.2026
Xpaxenue oT 4 °C A0 40 °C
(IPEAHUIHAYEHO AN ACBOPATORHBIX MCCAGADBCHIN
PIBY "HUSCMI Miskaapasa Poccim, www.regmed.y, «7 {495):625-43-48
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WHCTPYKIIUA IO IPUMEHEHWIO
PAPMAKOINEMHDBINA CTAHIAPTHBIH OBPA3EI]
TFOCYJAPCTBEHHOM ®APMAKOIIEA POCCUMCKOM ®ENEPAIINHT

CranpaprHeiil 06pasen MyTHOCTH GaKTepHaIbHBIX B3Beces 20ME
®C0.3.1.00084

CEPUA: S-2/10-210725

1. HASBHAYEHME: [i1g ompeneneHus MyTHOCTH OaKTepHaIbHHIX B3BECEH METOmOM BH3yaJIbHOI'O
CpaBHEHUS B CO0TBETCTBHH ¢ OQC "Onpenenenye KOHIEHTPAIUT KIIETOK MEKPOOPTaHU3MOB",

2. OBIIHUE YKA3AHUA: mnepen ucnonb3osanuem ®CO [IPOBOMAT IIPOBEPKY KOMIIJIEKTHOCTH,
YIAKOBKM, HANU4YUs MAapKUPOBKH ¥ mHenoctHocty ®CO myrem BHemHero ocMorpa. He
ROIYCKAIOTCS X HCIONb30BaHuio PCO B MOBPEXKIEHHEIX IPOOUPKAX.

3. YKASAHHUA MEP BE3OIIACHOCTM: co6mopaiiTe OCTOPOXKHOCTh B 00palieHuu CO CTEKIIOM,

u3beraiite mopesos. [Ipu ucmomb3osaruu ®CO MPHMEHSIATE MEpH Ge30TaCHOCTH, HCIIONTb3yEeMEIe
B VUDEXIEHUH.

4. IOOTOTOBKA K NNPUMEHEHWIO: mnepen HauaaoM Kaxmoro usmepenusas ®CO Hepesko
BCTPAXHUTE, IePXKa ero B PyKe B TOPU30HTANBHON IIOCKOCTH [0 IIOJHOTO MCYE3HOBEHUS 0CAMIKa.
[IpoBonuTe BCTPAXMBAHUS C aMIIHTyHok 10-15 cM u wacTtoToil 1-2 BCTPAXUBAHUA B CEKYHIY B
Teyenue 10-15 c.

Ecnu B pesynbTaTe BCTPSXUBAHUSA B IPOGUPKE OCTAETCS BUAMMBLH II1a30M 0CANOK HITH OT[eIbHEIE
9aCTHIE, TO H3bIMHTE Takou ®CO u3 obparreHus.
Hcrions3oBaHue IpAMOro COTHEYHOTO CBETA [IPY IPUMEHEHNY He [OIyCKAET S,

5. YCJIOBHUA U MIOPANOK ITIPUMEHEHUS
B cooTBeTCcTBUM ¢ OQC "Onpenenenue KOHIEHTPAIMY KIIETOK MUKPOOPraHU3MOB" .
Hns @CO 20 ME KOHIEHTpaNus KIeTOK MUKPOOPTaHU3MOB B 2 pa3sa 6omneime, ueMm mag ®CO 10
ME. Mytaoctes ®CO, skBuBanentHass 10 ME, opHeHTHPOBOYHO COOTBETCTBYIOT CJIENyIIIUM
KOHIIEHTPALIUAM KIIETOK MUKPOOPTaHU3MOB B 1 MiI:
- 0,93+10° kneTox/mM s 6aKTepUil KUIIEYHOU TPYIIIEL
- 11+10° xnetok/mn fyist 6aKTEpUil KOKIIOIIHON TPYIIIIHL;
- 1,7+10° xneToK/MJI [i/11 MEUKPOOPraHK3MOB pofa Gpymesns;
- 2,2+10° KIETOK/MII /1T XOTIEPHOr0 BUOPHOHA;
- 5109 R7IeTOK/MT O71s1 BO3OYIUTENEH TYIAPEMUN;
- 0,95+10° KeTOK/MII A5 BO3OYAUTENEH UYMEL;
- 0,11+10° cmop/mn amnst cnop Bo30ymuTeNnel CuOUPCKOM S3BHL.
[Ipumeyanve: KoHIEHTpaIMsA MUKPOOPTaHH3MOB 3aBUCHT OT YCIOBUH UX BEHIPAIIUBAHHS.
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6. VCIOBUS TPAHCIIOPTUPOBAHUSA U XPAHEHHUS: ®CO ROJIKEH XPAHUTLCSI B CYXOM
SalMIIEHHOM OT CBETa MecTe Ipu TeMnepatype oT 4 °C no 40 °C B BepTHKAIBHOM HOTOKEHNH.
TparcmopTUpOBaHHE BO3MOXKHO npu temmneparype ot 4 °C go 40 °C B BepTUKANBHOM
TIONIOXEHNM BCEMY BUIAMU TPAHCIOPTa. 3aMOpaXuBaHue He fonyckaeTcs. [Ipu 3aMOpaxKUBaHUIN
IIPOMCXONUT HeoOpaTuMast KOATyJIsLys 9acTull, o6pasyercs Hepa30uBaeMELH 0Ca0K Ha CTEHKAxX

npobupok, ®CO npuxXonuT B HEromHOCTH. He HOIyCKaeTCsl 0CTaBIATh 3k3eMmapsl ®CO mop
fercTBHEM OAKTEPUIMOHOTO 06 IydaTes.

7. TAPAHTHUH: OTBY «HLIICMII» Munsnpasa Poccuu rapaHTHpyeT, YTO Ha MOMEHT rnepemauu
IePEeBO3YUKY, OTBETCTBEHHOMY 3a [OCTABKy HOKyIATeNlo, TOBAap OBLI IPUTONEH MO
MCTIONIE30BaHUS B COOTBETCTBYH C ['® PO mo HasHavenmio. HUKaKWX IPYTUX rapaHTHil, TBHBIX M
noppasymesaeMelx, ®I'BY «HIISCMII» Mwun3npasa Poccum me maer. ®TBY «HII9CMII»
Munspnpasa Poccuu He rapauTupyer, uTo dapMakomeHHEI CTaHmapTHEIM oOpa3zel Oyner
COOTBETCTBOBATh KOHKPETHBIM OXHUMIAHUSIM IIOKYIIATes.

8. OTBETCTBEHHOCTD: OTBETCTBEHHOCTSH 3a IPUTOOHOCTSH
QapMaKomeHHOro CTaHFAPTHOTO 06pasma K IPUMEHEHHUIO B UCIBITAHUAX, HE ONUCAHHHX B ['® PO,
TeXuT Ha none3osarene. ®I'BY «HIIICMIT» Munsnpasa Poccuy He HeceT OTBETCTBEHHOCTH 3a
nioboi ymep6 u3-3a ucnonb3oBanus OapMaKomeinHoro CTaHmapTHOTO o0pasiua, BKIYas, HO He
OTPAHUYUBAACDH, [OTEPI0 OM3HECA, HOTEPI0 MPUGHIM, MOTEPI HCIONb30BAHUS, yIyILeHHOH
BHITOJIEI, 3aTPaTHl HA NpUobpeTeHre 3aMeHSIOMUX TOBAPOB, YCIYT MM CHCTEM, WM 3a JTH0GHe
KOCBEHHEIE, CIIeLHANbHEIe, CIyYaWHbe, WTpadHble YOBITKY, HE3aBHCUMO OT IPUYHUH WIH
BCJIENICTBIE KOHTAKTA, NIPABOHAPYIIEeHNs U1K 000 OPYTroi OTBETCTBEHHOCTH, T.K. HOKYIATEb
OLLT IPEAYTPEeXAEH 0 BO3MOXKHOCTY TAKWX YOLITKOB MITA PACXO/OB.

9. HIUTUPOBAHMUE: nipy NuTHPOBaHUH [I0IE30BATENH NOJIKHEL y0enuTses, uTo mobas CCHUIKA Ha
QapMakONedHHN CTaHAAPTHHE o6paseny B m060H Ny6IuKanuw, IpEe3eHTalUU HUIH
00IIEeJOCTYHOM JOKYMEHTE COflepKaT TOYHOe HAa3BaHUe ¥ PEeCTPOBHIN HOMED, & TakXke TOYHOe
HaspaHue u agpec OI'BY «HII3CMII» Munsmpasa Poccuu, ykasaHHEe Ha [IEPBOY CTpaHHUIE
OAaHHOHW MHCTPYKIIUHU,

Pykosogutens Cnyx651 @CO
¥ (hapMaKoMeHHEIX NCCIIeNOBAHMI
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