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KoHTponb ans BusHayeHHs CPB

IHCTpyKLUinA

5 piBHiB: 1 pn. - 1,0 ml (mn)

Llen Bupi6 ana in vitro piarHOCTMKM Npu3HayYeHun Ans
NpoBeAeHHS KOHTPOJIIO SAKOCTi TECT-CUCTEM A8 BU3HAYEHHS
CPB Ha aHanizaTopax BMpobHMUTBA KoOMNaHii Lansion
Biotechnology Co., Ltd.

OuiHka ToYHOCTI NabopaTopHMX TECT-CUCTEM 3a LOMOMOrok
CTaTUCTUYHOrO  aHanisy BUMIpPSAHOI  KOHUeHTpauii Ta
Aiana3oHy KOHTPOJIIO  SIKOCTi 3 BUKOPWUCTAHHAM HaLOro
KOHTpOSI0 ANna Bu3HavyeHHs CPB.

KoMnnekTHIiCTb

1. KoHTponb ans Bu3aHaveHHs CPB - ue niodinizoBaHwui
NOpoOLOK, KM Bktovae 1-5 piBHiB. LlinboBe 3HayeHHs Ta
AianasoH 3HayeHb HaBeaeHi B CepTudikaTi aHanisy.

2. IHcTpyKUuis

3. Tabnuua uinboBMX 3HayeHb (HeobOB’A3K0BO) Ang
NO3HAYEHHA ULiNbOBMX 3HA4YeHb i NPUMAHATHOrO Aianas3oHy
KOXHOi napTii Tect-Habopy ansa Bu3sHayeHHs CPB (awus.
CepTudikat aHanisy).

4. PO34YMHHMK (HEO60B’I3KOBO): OCHOBHWM KOMMOHEHTOM €
ouuweHa sBoaa, Ao cknagy exoauTtb 0,1% npoknin 300.
YBara: He cnig 3MillyBaTW KOMMOHEHTM 3 Pi3HMX napTin

36epiraHHa Ta cTabinbHICTD)

KoHTponb cTabinbHnin npoTtarom 18 MicsauiB 3a yMoBM
36epiraHHs nNpu Temnepatypi 2-8°C Ta noaani Big npsMoro
COHSAIYHOrO CBiTNa.

Po3sseneHunin koHTponb ctabinbHuii npotarom 15 d (a)* 3a
yMoBM 36epiraHHs npu TemnepaTypi 2-8°C Ta nogani Bin
NpsIMOro COHAYHOro CBiTNa.

3acTtocoByBaHi aHanisaropm,

AHanizaTop iMmyHodnyopecueHTHMI LS-1100.

1. PO34MHiTb KOHTPOSIb

1.1 [JoBeaiTb KOHTPOAb A0 KiMHaTHOI Temnepartypu (15-
30°C). ObepexHO BioKpUIATE KPULLKY (NIaKoHY, YHUKauu
BUCUMaHHA BMiCTy Ha30BHi.

1.2 SKWo po34YnHHMK BXOAUTb A0 Habopy: mepekoHauTecs,
Wwo o6'eM poO34YMHEHOi piavHW BiANOBIAAE MapKyBaHHIO

npoAaykTy. Bi3bMiTb 0AHY MASWKY 3 PO3YMHHUKOM Ta
NOBHICTIO BununTe ii y dnakoH abo nepeHeciTb ii BMICT y
dnakoH nineTkoto. HeBenuka KinbKiCTb 3aNULLKY He BNNHE
Ha pe3ynbTaTt TecTy.

SKLWO PO3YMHHMK HE BXOAUTb A0 Habopy: Bi3bMiTb ouuLeHy
Boay abo Boay AN iH'eKUin, AoaaniTe BiANOBIAHY KiNbKIiCTb Y
dnakoH 3 KOHTPONEeM AN WKOro po3BefeHHs 3rigHo 3
MapKyBaHHAM BUpO6Y.

1.3 3anunwTe ¢dnakoH npu KiMHATHIA TemnepaTtypi Ha
5-10 min (xB), NMOTiIM CTpPyCiTb MOro Bropy-BHM3, W06 BMIiCT
peTtenbHO po3unHuBCA. [licnd UbOro 3HOBY 3anuwTe Ha
20 min (xB).

YBara: He cTpywyinTe CubHO, WO6 YHUKHYTU YTBOPEHHSA
niHW.

1.4 PO34YMHEHWI KOHTPO/SIb MOXHa BWKOPUCTOBYBATU
6e3nocepeaHb0.  HEBWKOPUCTAHWI  KOHTPOMb  3aKkpuiTe
KpULLKOI Ta 36epirante npu Temneparypi 2-8°C.

2. KOHTpONbHEe TecTyBaHHS

2.1 [oBeniTb KOHTPONb A0 KiMHaTHOI Temnepatypu (15-30°
C). MNepen BWKOPUCTAHHSAM O0b6epexHO CTpyCiTh, WO6
peTesibHO nepemiwaTu.

2.2 KOHTpo/b AKOCTi 3 BUKOPUCTAHHSAM KOHTPOO NPOBeAiThb
3a TIEK X Npoueaypoto, K i TeCTyBaHHS 3pa3ka nauieHTa.
2.3 Tlicna BWKOPWUCTAHHS 3akpuiTe (akoH KPULIKOK Ta
NOBEPHITb Moro Ao TemnepaTtypu 2-8°C ans 36epiraHHs.

2.4 OuiHiTb pe3ynbTaTu KOHTPOJIKO SKOCTI No Tabnwuui
Li/IbOBMX 3Ha4YeHb AJ19 3aCTOCOBYBaHWX aHanisaTopis.

1. IcHylOTb BiAAMIHHOCTI MiX pi3HMMW MEeTOAaMWN TECTyBaHHS.
2. Ller npoaykT He rnpu3HayYeHWn AN BUKOPWUCTaHHS B
SAAIKOCTi CTaHAApTHOro mMartepiany.

3. 3aBasku pisHMM MeToaaM abo cneumdivyHOCTi aHTUTIN
BUSABMEHI 3HaYeHHS ans Pi3HUX 3aCTOCOBYBaHUX
aHanizaTopis 6yayTb pi3HUMW.

4. PekomeHAoBaHO nabopaTopisM BCTaAHOB/OBATU LiNbOBI
3HAYEeHHs Ta Jdiana3oH KOHTPOJ $KOCTi BignoBigHO A0
BWKOPWUCTOBYBaHWX CUCTEM aHani3aTopiB Ta peareHTiB.

XapakTepuctukm po6oTm

1. OpHopigHicTb: koediuieHT Bapiauii Mix dnakoHamu (KB)
< 15%.

2. [iana30oH TOYHOCTI: B MeXax UiIbOBOro 3Ha4YeHHS.

1. Tinbkun Ans NpodeciiHoi in vitro AiarHOCTUKK.

2. ByacHO noBepHiTb Moro Ao Temnepartypu 36epiraHHs 2-
8°C i TpumaliTe nogani BiA NPSIMOro COHSYHOro CBiTNna, Wob
3abe3neuntn cTabinbHy poboTy. PeTenbHO nepemiwarite
nepes NOBTOPHUM BUKOPUCTAHHSIM.

3. KoxHunh okpemuin dnakoH Moxe 3bepiratuca Ao
3aKiHYeHHS TepMiHy NpuAATHOCTI.

4. MNpu noTpanfasiHHi KOHTPONO B O4i, poT abo Ha wWwkKipy
NMpoOMUITE iX BENMKOK KiNbKICTIO BOAM Ta 3a HeobXiagHOCTI
3BEPHITbLCA A0 Nikaps.

5. MoBoauTnCa 3i 3pa3kaMM HeobXiAHO $IK 3 MOTEHUINHO
iHpikoBaHUM MaTepianom. Cnig [OTpUMyBaTUCH
BCTaHOB/IEHMX 3axo04iB 6e3nekun BiAHOCHO MiKpobionoriyHoro
pU3MKYy Ta BMKOHYBATW CTaHAapTHi pekoMmeHaauii 3rigHo
BMMOI UUHHOIO 3aKOHOAABCTBA 3 yTWAi3auii Bigxoais, B TOMy
uncni i pigkmx.
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MapkysahHsi  osicHeHHs

Meau4HHit BUPI6 Ans AiarHoCTHKM in vitro LoT Kop naprii
TemnepatypHe oBMexeHHs
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O3HaOMNEHHS 3 IHCTPYKUISMI NS
3aCTOCOBYBaHHA
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