s D
YTBEP)KIIAIO
Pyk OBOHPITe.IIL
mvi. III/I eHz{eneeBa

2”7 HW. XaHoB

M/Iom 2012 .

AHAJIN3ATOPBI ABTOMATUYECKHE BUOXUMHUYECKHE
MOJEJIEHA BS-200E, BS-800, BS-800M1, BS-800M2

METOAUKA ITOBEPKH
MII-242-1380-2012

COI''TACOBAHO

PykoBoauTens Hay4HO-HCCIIEIOBATENIBCKOIO OTAENA
roCyAapcTBEHHBIX 3TaJIOHOB
B 0011aCTH (PU3UKO-XMMHYECKUX H3MEPEHHH

I''l1 CU ©I'VII "BH .A. Menneneepa"
A. KoHomnensko

——l

a—

Cankr-IletepOypr
2012 r.



Hacrosmas MeTonuka pacpoCTpaHAeTCsl Ha aHATH3aTOPEI aBTOMATHYECKHE OMOXUMHUUYECKHEe MoeIei
BS-200E, BS-800, BS-800M1, BS-800M2 (nanee anamusaropsl), IpeaHa3HAUSHHBIE IS HU3MEpPEHHUS
MOJISIPHOW KOHIEHTPALH IIFOKO3bI, MOUYEBHHEI, & TAKKE, MACCOBOM KOHIIEHTPAI[MHA HOHOB (Ca**,Na’,
K*, Li’, CI') B 6MONOTHYECKUX XMIKOCTIX, W3COTABIMBAEMBIE [0 TEXHHYECKOH JIOKYMEHTAITHH
¢upmer «Shenzhen Mindray Bio-Medical Electronics Co.,Ltd.», Kutaii, u ycraHaBIMBaeT METOABI U
CPEeCTBa UX MOBEPKH.

O6nacTe npuUMeHEHHS: OMOXUMHYECKUM aHAM3 B KIHHHAKO-AUATHOCTHYECKHX M OHOXHMHYECKHX
1abopaTopUAX MEAUIIMHCKUX YUPESIKIACHHUH.

AHanu3aTophI MOJJIEKAT IIEPBUYHON H IIEPUOAUYECKOI ITIOBEPKE.
Wurepsan Mexay mosekamu —1 ro.

1. OITEPALIMU TTOBEPKI

1.1. TIpu mpoBeieHUY TIOBEPKU OJDKHBI OBITh BBIIOJIHEHBI CIEAYIOMMUE ONIEPAITHU:

Tabnuna 1
N | Haumenopanue onepauit Homep nyHkTa METOAMKHA O06s13aTeNIBHOCTH
pOBEICHUS
ITpu nepBUYHOH ITpu
TIOBEpKE U MmocJie | IEepHOJUUeCKOi
peMoHTa TIOBEPKeE
1. | BHemnuit ocmortp, 6.1 Ja Ja
ITpoBepka KOMILIEKTHOCTH
2. | ITonTBepxKaeHNE 6.2 Ha Ia
coorserctBus [10
3. | OmpoboBaHue 6.3 Ja Ia
4. | OupeneneHue
METPOJIOTHIECKUX
XapaKTePUCTHK:
- olipeneneHue
HOTPEITHOCTH aHaIu3aTropa
B PEXUME U3MEPEHUS m. 6.4.1
MOJIAPHON KOHLIEHTPAIUU HacTOALIEH
IIFOKO3bl 1 MOYEBUHBI; METOAUKH
Ha Ha
- onpenesieHue
MIOTPEIIHOCTH aHAN3aTopa m. 6.4.2
B P&XKUME U3MEPEHUM HacTOSLIEH
MaccoBOH KOHLIEHTPaLUU METOAUKH
HOHOB

2. CPEACTBA ITOBEPKHU

2.1 Ilpu npoBeleHUN TIOBEPKH TOJDKHBI IIPUMEHSATHCS CPEICTBA IIOBEPKH, IIPUBEICHHBIE B Ta0.2.
2.2 lomyckaeTcsi MpHUMEHEHHE NPYTHX CPEACTB ITOBEPKH, XapaKTEPUCTUKU KOTOPHIX HE XyXKe
IIPUBENECHHBIX B Tab1.2.




Tabmnuia 2

Homep HammeHoBaHMe 1 TUIT OCHOBHOIO HIIM BCITOMOTATENIBHOIO CPEACTBA HOBEPKH;

nyHKTa |00603HaYeHne HOPMAaTUBHOIO JOKYMEHTa, PerTaMeHTUPYIOIIEro TeXHHYECKHE TPeGOBaHmsI
METOIVKHY | ¥ (MJIM) METPOJIOTHYECKHE U OCHOBHBIC TEXHUUECKHE XapaKTEPUCTHKH CPEICTBA MOBEPKH
HOBEPKH

6.4 CrangapTHele o0pa3nbl coctaBa pacTBopoB Hatpus (I'CO 7439-98), kamus (I'CO 7473-
98), xnopun-uounos (I'CO 7617-99), kampnus (I'CO 7692-99).

6.4 I'mroko3a KpucTayumueckas, kpamudukaus «4aa», 'OCT 6038-79
6.4 MoueswuHa, kBanudukaus «4ga», [OCT 6691-77

6.4 Bona puctumnupoBannas 'OCT 6709-79

6.4 Ilocyna mepHas nmaboparopnas crekiustaaas ['OCT 17170

3. YCJIOBUA ITOBEPKU

3.1. Ilpu npoBeieHN N MOBEPKH JODKHBI OBITH COGIOCHBI CIEYIOIUE YCIOBHUS:

- TEMIIepaTypa OKpyKarolero Bo3ayxa, °C ot 15 no 30;
- Tuamna3oH 3HayeHu# atMocdepHoro nasneHus, klla ot 86 o 106,7,;
- Irarna3oH 3HaYE€HUH OTHOCHUTEIbHAS BIAXKHOCTh BO31yXa, Yo ot 35 no 85.

3.2. Ilepen mpoBeneHueM IMOBEPKH aHAIM3ATOP CIIeAyeT IpOrpeTh B TeueHue He MeHee 10 MUHYT.
3.3. YcTaHOBKA M NMOArOTOBKA aHANM3AaTOpa K MOBEPKE, BBIMOJIHEHUE OTepaluil IpH MPoBeIeHHH
MU3MEPEHH OCYLIECTBIISIETCS B COOTBETCTBHHM C SKCIUTyaTallMOHHON JOKYMEHTAIUEH.

4. TPEBOBAHUS BE3OITACHOCTHU

4.1. TpeGoBaHus 6€30MACHOCTH IODKHEI COOTBETCTBOBATH PEKOMEHIAIIMSIM, 3/I0KEHHBIM B
PyKkoBOACTBE M0 KCIIITyaTalliy aHAJIA3aTOpa.

5. NOAI'OTOBKA K I[TOBEPKE
5.1. Tleper mpoBeneHWEM TOBEPKHM HEOOXOAUMO O3HAKOMHTHCS C PYKOBOJCTBOM IIO
SKCIUTyaTalll{ | BBIIOJIHUTH CIEAYIOINHE IOArOTOBUTENBHBIE pabOTHI:
¢ TpOBEpPHUTH HAIMYMUE U CPOK F'OAHOCTH CTAaHAAPTHBIX 00pa3loB, PEaKTUBOB U MaTEPHAJIOB;
¢ [PUrOTOBUTH NOBEPOUYHBIE pacTBOPB! rmroko3bl NeNe 1,2 m 3 (1abn.3) B COOTBETCTBUH C
METOAUKOH, npuBenenHou B [Ipunoxenun b;

Tabmuna 3
Homep Monsipras koHUeHTpanws | MaccoBasi KOHIIEHTpanus
MMOBEPOYHOIO [TFOKO36I, MMOJIB/JT [IIIOKO3BL, (Mr/1)
pacTBOpa
Nel 4,16 750
No2 5,0 900
Ne3 5,55 1000




¢ TPUTOTOBUTH MMOBEPOUYHBIE pacTBOPEI MOUeBUHBI NeNe 1,2 u 3 (Tabi.4) B COOTBETCTBHH C
METOIUKOM, IpuBeneHHoH B [Ipuoxxenuu B;

Tabmuua 4
Howmep MomsipHast kOHLeHTpaiMst | MaccoBast KOHIIEHTpaLus
MIOBEPOYHOTO MOYEBHHBI, MMOJIB/JT MOYEBHHBI, MI/]I
_pacTBOpa
Nel 0.33 20,0
Ne2 0.66 40,0
Ne3 1.00 60,0

¢ IPUTOTOBUTH C HCIOJb30BaHHEM cooTBercTByromero I'CO moBepouHble pacTBOPHI C
KOHIIEHTpalliell HOHOB corjiacHo Tabi.5, myTteM pacTBopeHus cooTBercTByromero I'CO B
TUCTUJUIMPOBAHHON BOJIE;

Tabmuua 5
Uccnenyem | I'CO, u3 | [ToBepounsrit [ToBepouHbIit IToBepouHBIH
ble MOHBI KOTOPBIX pactBop Nel pacTtBOp Ne2 pactBop Ne3
6I/IOJ'[OI“I/I'-IC TOTOBATCHA MOHﬂpHOﬁ MaccoBas MO.IIHpHOﬁ MaccoBas MOJ’IﬂpHOﬁ MaccoBas
CKOﬁ HOBequHBIe KOHIEHTpa KOHLICHTpa KOHIECHTpa KOHIICHTpa KOHIICHTpa KOHIIEHTpa
KHIKOCTH PacTBOpHI LIMH, UM, MT /1 UM, U, MT /J1 415078 UM, MT /T

MMOJTB/TT MMOJIB/JT MMOJIB/JI
Na" I'CO 7439-98 21,7 500 32,6 750 43,5 1000
K" I'CO 7473-98 0,5 20,0 5,1 200,0 15,4 600,0
Cl I'CO 7617-99 14,1 500 56 2000 140 5000
Ca”" I'CO 7682-99 0,25 10 2,5 100 5 200

6. IPOBEJEHHUE ITOBEPKH

6.1. Buemnuii ocMoTp

[Ipu mpoBeeHUH BHENIHETO OCMOTPA JIOJDKHO OBITH YCTaHOBIIEHO:

- Hamnuue PykoBojicTBa IO 9KCIUTyaTallut (Ha PyCCKOM SI3BIKE);

- COOTBETCTBHE KOMILJICKTHOCTH ITprdopa ero crenu@puranuy;

- OTCYTCTBHE MEXaHUYECKUX ITOBPEXIeHHH KopIyca;

- LIEJIOCTHOCTD ITOKA3bIBAIOIIIETO y371a;

- MNpaBWIBHOCTH pa3MEIeHUs aHaiau3aTopa Ha pabouell IOBEPXHOCTH CTOJNA (COTJIacHO
PYKOBOJACTBY 110 SKCILTyaTalluu).

6.2. IlonTBep:xnenne coorBeTcTBHs [10

Ilpu mpoBeneHMHM TIOBEPKM aHAIM3aTOPOB  BBINONHAIOT  omepauuio  «llogTBepkaeHue
COOTBETCTBHSL ~ IIpOorpaMMHOIO  obecreuyeHusi». Omepanus  «IloaTBepxkaeHHE  COOTBETCTBHS
IPOrpaMMHOTO OOECHEUCHHS» COCTOHT M3 OIpeeleHHs HoMmepa Bepcud (MAEHTU(DHKALHMOHHOIO
HOMepA) IPOI'PaMMHOT0 00ECTIeUeHH L.

[IpocMoTp HOMEpa BEpCHM IIPOrpaMMHOIO OOecCIedeHHUsl JOCTYIEH 4epe3 HECKOJIBbKO CEeKyHJ
IOCJIe BKJIIOUEHMS aHaiam3aropa. [loATeepxkieHue MOXHO CUUTATh YCIENIHBIM, €CJIH HOMEP BEepCHH
COBIIaJiaeT ¢ HOMEPOM, YKA3aHHBIM B PYKOBOZCTBE I10 SKCILTyaTalluH.

6.3. OnpoGoBanue
BrINonHUTE Npoueny pbl KaluOPOBKH aHAIW3aTOpa COrIaCHO PYKOBOACTBA O IKCILTyaTalliH.




6.4 Onpenenenne MeTPOJIOrHYeCKHX XapaKTEPHCTHK

6.4.1. Onpenenenne IMOrPEIIHOCTH aHAIM3aTOpa B pPEXAME H3MEPEHHH  MOJSPHOM
KOHIICHTPAIIMH [IIOKO3EI H MOYEBUHEI BBIOIHSETCS B pexime “AHAJIN3 ITPOBLI”.

6.4.1.1. Bobinonnenue u3MepeHHH NPOBOAMTCS TMOCIENOBATENBHO C KaXKABIM IIOBEPOUHBIM
pactBopoM (Tabnuna 3, 4) coriacHo PykoBozicTBa 10 3KCILTyaTaIyH.

6.4.2. Onpenenenne MOrpelTHOCTH aHAIM3aTOpa B PeXKUMe H3MEPEHHH MacCOBOM KOHIIEHTPAIMH
nonos Na', K*, CI', Ca®*" a Taxxe, MOJSpHOH KOHIIEHTPAIMH ITIOKO3bI © MOYEBHHBI BBIMOJHIETCS B
pexume “ AHAJIN3 ITPOBBI .

6.4.2.1. BemmonHenue U3MepeHHi IIPOBOJUTCS MOCIIENOBATENBHO WIH OJHOBPEMEHHO C KaXIbIM
NIOBEPOYHBIM PaCTBOPOM CIEAYIOLMIMM 00pa3oM:

- OTKPBIBArOT KPBIIKY Kopmyca nmpubopa;

- B KapTpUJIXK YCTaHABJINBAIOT PEareHThl, COOTBETCTBYIOIIHE BHITONHAEMbIM HCCIIEIOBAaHUSIM;

- npoOBl MOBEPOYHBIX PAacTBOPOB NMEPEHOCIT B YalIKU s Mpo0, KOTOPHIE YCTAHABIMBAIOT B
BBIOpaHHBIX IO3UIIUAX AepXKarejis npoo;

- IOATBEPKAAIOT KOJMYECTBO MOIOMIEIO CPEACTBA M YPOBEHb BOJBI B KOHTEHHEpe C MOEYHOM
BOJIOH;

- 3aKpBIBAIOT KPBIIIKY Kopiryca mpubopa;

- B [JIaBHOM MEHIO BHIOMpAIOT Ul QHAJTWTOB E€IMHHUIIBI M3MEpeHHH (MOJIB/JI WM MI/JI) |
HaxuMatoT kHonky «AHAJIN3 ITPOBBI»;

- HAXKMMaroT KHOMKy «Run starty;

- pa3faroTcs 1Ba KOPOTKUX 3BYKOBBIX CHTHAIA;

- mocite 60-90 ¢ HaXxxUMarOT KHOMKY «Runy;

- IIOCIHEe OKOHUAHMWS H3MEpPEHHH pa3faeTcs KOpOTKHHA 3BYKOBOH CHIHAl M Ha D3KpaHe
NIPEJICTaBIISFOTCS. PE3YJILTAThl H3MEPEHHUH.

6.4.2.2. Onepanuu 1n.6.4.1, n.6.4.2 BRIIONHAIOTCA st KOKOr0 IIOBEPOYHOIO pacTBopa 2 pasa.

6.4.2.3.3a MOIpeNIHOCTh aHAIM3aTOpa B PeXHUME M3MEPEHHH MacCOBOW KOHIIEHTpAallUK HOHOB
Na', K*, CI', Ca®*, a Taxxe, MOJIIDHOM KOHIIEHTpAaIlMH ITIOKO3BI U MOYEBHHBI, IPHHHUMAETCS
MaKCHUMaJIbHOE OTKJIOHEHHME U3 H3MEPEHHBIX 3HAYEHUH OT HOMUHAITBHOTO (A;).

6.4.2.4. Pe3ynbTarhl UCIBITAHWH TOJIOKUTENBLHBIE, ECITH A, .

- TS BCeX MOBEPOUHBIX pacTBopos ioHos Na*, K*, CI°, Ca* me npessimaer +£10 %,

- JU1sl BCeX MIOBEPOYHBIX PacTBOPOB IIIFOKO3bI 1 MOYEBHHEI HE TIpeBbImaeT +15 %.

7. OOOPMIJIEHHUE PE3YJIbTATOB IIOBEPKU

7.1. llpm npoBeAeHHMHM TOBEPKH aHAJIN3AaTOpa COCTABIAETCS NPOTOKON Ppe3ynbTaToB
U3MEPEHHH, B KOTOPOM YKa3bIBa€TCsl €I0 COOTBETCTBUE NPEABSIBIIEMBIM TPEOOBAHHUIM.

7.2. AHanuzarop, YAOBIETBOPSIOIIMN TpeGoBaHUSM HacTodmedl MeToauku, NpH3HAeTCs
roaubIM. ITooxuTenpHbIe pe3ysibTaThl 0QOPMIIIOTCS CBUAETENHCTBOM O €r0 IOBEPKE.

7.3. Ha npubop, npu3HaHHBIN HE NPUIOAHBIM K 3KCIUIyaTaIliH, BEIKUCBIBACTC U3BEIIEHHUE O
HEIIPUTOJHOCTHU ¢ yKa3aHUEM IIPUYHH.



ITPOTOKOJI IIOBEPKHA

HanmenoBanue npubopa: AHaIH3aTopsl aBTOMaTHYecKue Grnoxumuyeckue moaeneit BS-200E, BS-

800, BS-800M1, BS-800M2

ITPUIIOXEHHUE A

®upma-u3rotoButeib: pupma « Shenzhen Mindray Bio-Medical Electronics Co.,Ltd. », Kutaii.

3aB. HOMep
Hara noBepku

VYcioBus IOBEPKU: TEMIIEPATypa OKPYIKAIOIIETO BO3TyXa K;
atMoc(epHOEe TaBJIEeHUE kl1a;
OTHOCHTEJbHAS BIAKHOCTh %.

[ToBepka ocymectisercs mo MIT-242-1380-2012, « AHaH3aTOpbl aBTOMATHYECKHE OHOXMMUYECKHE

moneneit BS-200E, BS-800, BS-800M1, BS-800M2. MeTtoarka NOBEpKH»
PE3VJIbTATHI I[TOBEPKHA

1.Pe3ynpTaThl BHEIIHETO OCMOTpa
2.Pe3ynprarh onpoGoBanus
3.Pe3ynpTathl onpeaeneHus MOTPeIHOCTH:
4. ITonteBepxxaenue coorBeTcTBUs [10:!

3HaueHHUE HzmepenHoe

o MaxkcumarnbHoe
Howmep MOJIIPHOH 3HAYEHHE IIpenen
o N 3HAYECHUE
IIOBEPOYHOTO KOHIIEHTpaIH1 MaccoBOM’ JoIycKaeMoi
. NOTPEIIHOCTH,
pacTBopa aHaJIUTAa B KOHIIGHTPAllMH | OTHOCHTENIBHOMH N
NOJIyYEHHOH IIpH
IIOBEPOYHOM HOHOB HOTPEITHOCTH
NIOBEPKE
pacTBope

4, 3axmrouenne

IIoBepurens




IIpnioxenne b
MeToauKa NPUroTOB/IEHHS IOBEPOYHBIX PACTBOPOB IIIOKO3bI

1. HasnaveHue u 06J1aCTh NPHUMeHEHNS METONHKH

Meroauka pernaMeHTUPYET IPHTOTOBNICHHE IOBEPOYHBIX PAaCTBOPOB [UIFOKO3BI € MAacCOBOM
kounenrpauuen 750, 900 u 1000 mr/n. PacTBopbl nperHasHAYeHBI IUIsL IPOBEICHHS IOBEPKH
aHaIN3aTOPOB aBTOMAaTHYECKHX Omoxmmuueckux Monenei BS-200E, BS-800, BS-800M1, BS-
800M2, pupmsr «Shenzhen Mindray Bio-Medical Electronics Co.,Ltd.», Kuraii.

2. Mertposiornyeckne XapaKTepHCTHKH.

2.1. MaccoBast KOHIEHTpAI U [TTFOKO3bI:

- B oBepoyHoM pacTtBope Nel: 750 mr/n (4,16 Mmmosb/n);

- B pactBope No2: 900 mr/n (5,0 mmons/n);

- B pactBope Ne3: 1000 mr/n (5,55 mmons/i).

2.2. IlorpemtHOCTh IPUTOTORJICHHS IOBEPOYHBIX PACTBOPOB COCTABIAET: =5 % mpu P= 0,95.

3. CpencTBa H3MepeHMIl, BCIIOMOTraTe/bHbIE YCTPOHCTBA, PeAKTHBLI H MATEPHAJIBI.

3.1.CpencrtBa U3MepeHHMH:

- aBTOMaTHyeckue numnetku “Labsystem”, Bmectmocts oT 0,2 1o 1 mut, ot 5 o 40 mxur; ot 40 no

200 mxa, £1,5 %;

- mabopatopusle Beckl BJIP-200r, TOCT 27425-87, morpemHocTs B3BEIIUBAHUS £5 MKT.
BcenomorarensHoe 060pynoBaHue:

- crakaH H-1-100 TXC o I'OCT 25336-82.

- 3IIeKTpoIIKad BaKyyMHO-CYIIMIBHBIN, Iuana3on temmeparyp ot 0 no 300 °C
PeaxTussr:

- IJII0K03a KpUcTajnueckas, kpamupukanus «una», [OCT 6038-79;

- Boga muctwmmuposannas, 'OCT 6709-79;

- 6en3oiinas xucnora K-3 (OCY-OI1-3).

4. Ilpouienypa npuroToBJIeHUS.

4.1. TloxroToBka pacTBopa.

4.1.1. T'moko3y NpenBapUTENbHO BBICYIIMBAIOT 1O IOCTOSHHOro Beca npu 37 °C m XpaHAT B
9KCHKATOpE.

4.1.2. KoHTpoIb Ka4ecTBa MUCTHIUTHPOBAHHOMN BOMIBL.

KonTpons xauecTBa TUCTHIIIIMPOBAHHON BOJBI IIPOBOJUTCS ¢ IOMOMIBIO0 KoHIykTOoMeTpa KJI-4.
V3mepeHHOe 3HA4YCHHE YNENBHON 3NEKTPUYECKOH IPOBOIUMOCTH JUCTUJUIMPOBAHHOM BOIBI
JOIKHO cocTaBisTh He Gonee 107 Cm/m.

4.1.3. TTonroroBka (hakoHOB.

®naxoHBl MOIOT TEIUIOH BOIOH, yIansisl MMEIOIMECS HaJeThl Ha CTEHKaX C IOMOINBIO epIIHKa.
3areM (axkoHBI OIYCKAIOT B XPOMOBYIO cMech. CIIMB XpPOMOBYIO CMeCH, (pJIaKOHBI OCTABJISIIOT Ha
HECKOJIbKO MHMHYT, IIOCJIE YEro OIOJACKUBAIOT BHAYajd€ BOIOIPOBOTHOW BOXOHM (IO ITOJIHOTO
yJaJIEHUs. XpPOMOBOH CMECH), a 3aTeM 3-4 paza TUCTULTMPOBAHHOM BOOM. DIaKOHBI IOMELIAIOT B
cyumnbHOM Inkady. Cymky npoBosT 2-3 yaca npu temneparype (80-110) °C.

4.2. TIpurorosieHue pacTBOPOB.

4.2.1. ToToBUTCSI OCHOBHOM pacTBOP TIJIIOKO3BI (IIOBEPOUHBIM pacTBOp Ne3), nng wero 10 r
[JIFOKO3B1 pacTBopstoT B 400 My HacBIEHHOTO pacTBopa GeH3oiiHo#t kucnotsl (0,3%), 3atem
JOBOIAT 00beM pacTBopa 1o 1000 mur.



4.2.4. TotoBsTca MOBEPOYHBIE PACTBOPHI INIIOK035I No2 1 Nel, 17151 4ero U3 MOBEPOUHOTO PAacTBOPa
Ne3 orGupator 37,5 mn (moBepounstii pactBop Nel) u 45 mn (noBepouHsIii pacTBop Ne2), mOBOIS
o0nem pacTBopoB 10 1000 mir.

4.2.5.Ykynopka (pakoHOB.

IloBepouHbIe PacTBOPHI 3aIHBAIOT B CTEKISHHbIC (GakoHbl 06bemom 1o 10 MI U YKyHOpHBAIOT
TePMETH3UPYIOIIMMU PE3NHOBBIMHU ITPOOKAMH,

5. TpeboBanus Ge3onmacHoCTH.

IIpu paGore ¢ XpoMOBOH cMeChIO B OCH30WHOM KHCIOTOH HeOOXOIMMO HaeBaTh OJHOPA3OBHIE
PE3MHOBBIE HITH MIACTHKOBBIC TIEPUYATKH.

ITpn nonaganuy pacTBopa Ha KOy HEOOXOIHAMO CMBIThH €r0 BOJIOM.

ITpuroToBneHHbIe pacTBOPHI NpeaHA3HAYCHBI TOJIHKO IS IPUMEHEHHS in Vitro.

6. YcioBusi xpaHeHus.

[ToBepouHble pacTBOPHI XpaHAT mpH Temreparype oT 2 10 8 °C B XOJOAUILHUKE B TEUEHHE 5
JHEeH.

3amMopakMBaHHE HE JOMYCKAeTCs.



IIpnnoxenne B

MCTOHI/IKa INPHIOTOBJIEHHUS IIOBCPOIHBIX PACTBOPOB MOY€BHHEI

1. Ha3znaveHue u 00,1aCTh HpUMEHEHNsI METOANKH

Meronvka periaMeHTHpPyeT NPHUTOTOBJICHUE IIOBEPOYHBIX PACTBOPOB MOYEBHHBI C MACCOBOM
kounenrpanuedn 20,0, 40,0 u 60 wmr/n. PacrBopbl npeaHasHadeHbBl IS IPOBEICHUS IOBEPKH
aHanM3aTOPOB aBTOMATHYECKUX Omoxummueckux mogeneir BS-200E, BS-800, BS-800M1, BS-800M2,
dupmsr «Shenzhen Mindray Bio-Medical Electronics Co.,Ltd.», Kuraii.

2. MeTtpoJiornyeckne XapaKTepHCTHKH.

2.1. MaccoBas KOHIICHTPalusi MOYCBUHBIL:

- B noBepouHoM pactsope Nel: 20,0 mr/i;

- B pactBope No2: 40 mr/i;

- B pactBope No3: 60 mr/n.

2.2. TJorpenrHocTb MPUTrOTOBIICHHUS! IOBEPOYHBIX PACTBOPOB COCTaBJsieT: £5 % mpu P=0,95.

3. CpexacTBa u3MepeHHii, BCIOMOTraTeIbHbIe YCTPOiiCTBA, pEAKTHBBI M MATEPHAJIBL.
3.1.CpencrBa u3mMepeHui:
- aBToMaTnyeckue muneTku “Labsystem”, sBmectumocts oT 0,2 0 1 My, ot 5 mo 40 mxir; ot 40 mo
200 Mk, £1,5 %;
- naboparopusie Becsl BJIP-200r, TOCT 24104-2001, morpeHoCTh B3BEIIHBAHUSA £5 MKT.
a. BcnomorarensHoe o6opynoBanue:
- crakad H-1-100 TXC mo I'OCT 25336-82.
- 3JIeKTpoIKad) BAKyyMHO-CYIIUIBHBIN, nuana3od temuneparyp ot 0 mo 300 °C
b. PeaxTuser:
- MoYeBUHA, kpanupukanus «una», [OCT 6691-77;
- HaTpuii xJIopuCThIH, kBamudukanus «una», [OCT 4234-77,
- Boga puctwiuposannas, ['OCT 6709-79.

4. Hponenypa npuroToB/ieHHsI.

4.1. IlogroToBka pacTBopa.

4.1.1. Moy4eBMHY NpeABAPUTEIHLHO BBICYLIMBAIOT J0 IOCTOAHHOrO Beca mpd 37 °C ¥ XpaHAT B
9KCHKATOPE.

4.1.2. KoHTponb KauecTBa JUCTHJUIMPOBAHHOM BOJIBL

KoHTponp xauecTBa JUCTHUILIMPOBAHHOM BOJBI IPOBOIUTCS ¢ MOMOIIBIO0 KOHaykToMeTpa KJI-4.
W3mepenHoe 3HayeHHE YAETBHON DSJIEKTPHUYESCKONH IPOBOJAUMOCTH IUCTHIIIMPOBAHHON BOMBI
JOJDKHO COCTABNATH He Gonee 107 Cum/m.

4.1.3. ITogroroska (hJ1akoHOB.

®akoHBI MOIOT TeIUIOM BOJOH, ymamsds MMEIOLIUecs HalleThl Ha CTEHKaX C IOMOILBIO epIIHKa.
3areM (IaKOHBI OITyCKAIOT B XPOMOBYIO cMech. CIMB XPOMOBYIO CMeCh, ()IaKOHBI OCTaBISIOT Ha
HECKOJIBKO MMHYT, IIOCJIE YEero OIOJAacKHBAIOT BHAYajle BOJOMPOBOJHOM BOJOH (10 IOJHOIO
yIajeHus XpOMOBOH cMecH), a 3ateM 3-4 pa3a JUCTUIMPOBAHHOM BOJOM. DJIaKOHBI MOMEIIAIOT B
cymmipHoM mkady. Cymky nposoaar 2-3 yaca npu Temmeparype (80 -110) °C.

4.1.4. T'otoBurea 1 11 0,85% pacTBOpe XJI0pUCTOrO HATPHUS.

4.2. IlpuroToBneHue pacTBOPOB.

4.2.1. ToToBUTCA OCHOBHOM PacTBOp MOYeBHHBI (MOBepouHbIi pacTBop Ne3), mns uvero 30,0 mr
Mo4eBUHBI pacTBOPstoT B 500 Mmu1 0,85% pacTBOpe XJI0pHCTOTO HATPHSL.

4.2.4. TotoBsarcs moBepouHble pacTBOpbl MouyeBMHBI No2 uw Nol, myst 4ero OCHOBHOW pPacTBOP
paszbasisieTcsl COOTBETCTBEHHO B 1,5 U 3 pasa.

4.2.5.Yxynopka (1akoHOB.



IloBepouHbIE PAacTBOPHI 3AIMBAIOT B CTEKJISAHHBIC (DJIAaKOHE 00beMoM 1o 10 MIT B YKYIIOPHBAIOT
TEPMETH3UPYIOUIMMH PE3UHOBBIMH ITPOOKaMH.

4. TpeOoBaHus 0e30mMacHOCTH.

IIpu pabore ¢ XpOMOBOH CMECHIO HEOOXOIMMO HaIeBaTb OJHOPA30BBIE pE3NHOBHIC WIIU
IUTaCTUKOBHIE NIEPUATKHY.

IIpu nonagaHuM pacTBOpa Ha KOXKY HEOOXOIMMO CMBITh €0 BOJIOM.

IIpuroroBieHHbIE paCTBOPHI IIPeIHA3HAYEHHI TOJBKO JJIS IPAMEHEHHS 1n Vitro.

7.Y cjioBHSI XpaHEHUS.

[ToBepouHble pacTBOPBI XpaHAT IIpu Temmeparype or 2 10 8 °C B XOJOIUIbHHUKE B TEYCHHE 5
JHel.

3aMOpa)KuBaHUE HE JIOIIyCKAETCsl.
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