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KOHTpO/b AN BU3HAUEHHA iHTep/ieikKiHy-6

IHCTpyKLUinA

4 piBHi: 1 dn. - 1,0 ml (mn)

Llen Bupi6 ana in vitro piarHOCTMKM Npu3HayYeHun Ans
NpoBeAeHHS KOHTPOJIIO SAKOCTi TECT-CUCTEM A8 BU3HAYEHHS
iHTepnenkiHy-6 Ha aHanisatopax BWMpPO6HMUTBA KOMMaHii
Lansion Biotechnology Co., Ltd.

OuiHka ToYHOCTI NabopaTopHMX TECT-CUCTEM 3a LOMOMOrok
CTaTUCTUYHOrO  aHanisy BUMIpPSAHOI  KOHUeHTpauii Ta
Aiana3oHy KOHTPOJIIO  SIKOCTi 3 BUKOPWUCTAHHAM HaLOro
KOHTPOJIIO ANSl BU3HAYEHHS iHTEpNenKiHy-6.

1. TONOBHMM KOMMOHEHTOM LIbOrO KOHTPOJIO € iHTEp/IEeNKiH-
6. KoHTponb BkAto4yae 1-4 piBHi. LinboBe 3HauyeHHa Ta
AianasoH 3HayeHb HaBeaeHi B CeptudikaTi aHanisy.

2. IHcTpyKUuis

3. Tabnuua uinboBMX 3HayeHb (HeobOB’A3K0BO) Ang
NO3HAYEHHSA LiNbOBMX 3HA4YeHb i NPUMAHATHOrO JAianas3oHy
KOXHOI napTii TecT-Habopy ANa BM3HAYEHHS iHTEpNenKiHy-6
(am. CepTudikat aHanisy).

4. PO34YMHHMK (HEO60B’I3KOBO): OCHOBHWM KOMMOHEHTOM €
oyuLleHa BoAa, BK/IIOYHO 3 KOHCEPBAHTOM,

YBara: He cnig 3MilWyBaTW 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
yMoBW 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 BigKpuiTe KpULIKY (aKoHYy, YHUKAKUM
BUCUMaHHA BMiCTy Ha30BHi.

1.2 SKWo po34YnHHMK BXOAUTb A0 Habopy: mepekoHauTecs,
Wwo o6'eM poO34YMHEHOi piavHW BiANOBIAAE MapKyBaHHIO
npoaykTy. Bi3bMiTb OAHY NNAWKY 3 PO3YMHHUKOM Ta

MOBHICTIO BuAuMKTe ii y dnakoH abo nepeHeciTb ii BMICT y
dnakoH nineTkot. HeBenunka KinbKiCTb 3aNULLKY He BrnHE
Ha pe3ynbTaT TecTy.

AKLWO PO34YMHHUK He BXOAUTb A0 Habopy: BizbMiTb ounwieHy
Boay abo Boay AN iH'eKUiN, AoaaniTe BiANOBIAHY KiNbKIiCTb Y
¢dNakoH 3 KOHTpoSsieM ANnA WNOro po3BefdeHHs 3rigHo 3
MapKyBaHHAM BUpO6Y.

1.3 3anunwTe ¢dnakoH npu KiMHATHIA TemnepaTtypi Ha
5-10 min (xB), NOTIM CTPYCiTb MOro Bropy-BHu3, o6 BMiCT
peTefnibHO po34MHMBCA. [licna UbOro 3HOBY 3anuwITe Ha
20 min (xB).

YBara: He cTpywyinte cuibHO, WO6 YHUKHYTU YTBOPEHHS
niHW.

1.4 PO34YMHEHWIM KOHTPO/SIb MOXHa BWKOPUCTOBYBATU
6e3nocepesHb0. HeEBUMKOPUCTaHU  KOHTPONAb  3aKpuinTe
KPULLKOI Ta 36epiranTte npu Temneparypi 2-8°C.

2. KOHTpO/bHE TecTyBaHHS

2.1 [oBeniTb KOHTPOJb A0 KiMHaTHOI Temnepatypu (15-30°
C). [epen BWKOPUCTAHHSAM o0b6epexHO CTpyCiTb, LWO6
peTesibHO rnepemiwaTu.

2.2 KOHTpO#b AKOCTi 3 BUKOPUCTAHHAM KOHTPOJIIO NPOBEAITb
3a TIiE X NpoLeayporo, AK i TECTYBaHHA 3pa3Ka NauieHTa.
2.3 Tlicna BWKOPWUCTAHHA 3akpuiTe (akoH KPULIKOK Ta
NOBEPHITb Moro Ao Temnepatypu 2-8°C ans 36epiraHHs.

2.4 OuiHiTb pe3ynbTaTM KOHTPOM SKOCTI No Tabnuui
Li/IbOBMX 3HA4YeHb AJ18 3aCTOCOBYBaHWX aHanisaTopis.

1. IcHy1OTb BiAMIHHOCTI MiX Pi3HUMW METOAAMW TECTYBaHHS.
2. Uen npoayKT He npu3HavyeHWin ANs BUKOPUCTaHHSA B
SIKOCTi CTaHAApTHOro mMartepiany.

3. 3aBasdku pi3HMM MeToaaM abo cneumdivyHOCTI aHTUTIN
BUABNEHI 3Ha4YeHHs ans pi3HUX 3aCTOCOBYBaHUX
aHanizaTopis 6yayTb pi3HUMW.

4. PexkomeHpoBaHO nabopaTopisM BCTAHOBAKOBATU UiNbOBI
3HAYEeHHs Ta Jdiana3oH KOHTPOJ $KOCTi BignosBigHO 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 aAns npodeciiHoi in vitro AiarHOCTUKMU.

2. ByacHO noBepHiTb Moro Ao TemnepaTtypu 36epiraHHs 2-
8°C i TpumariTe nogani BiA NPSAMOro COHAYHOro CBiTNa, Wob
3abe3neuntn cTabinbHy poboTy. PeTenbHO nepemiwarite
nepes NOBTOPHUM BUKOPUCTAHHSIM.

3. KoxHunh okpemunin dnakoH Moxe 3bepiratuca Ao
3aKiHYEeHHS TepPMiHy NMpuAaTHOCTI.

4. MNpu noTpanfsiHHi KOHTPONIO B 0dYi, poT abo Ha LWKipy
MpoOMUITE iX BENMKOK KiNbKICTIO BOAM Ta 3@ HeobXiAHOCTI
3BEpHITbCA A0 Nikaps.

5. MoBoantncs 3i 3paskamMuM HeobXiAHO SK 3 MOTEHUiHO
iHikoBaHUM MaTepianom. Cnig LOTPUMYyBaTUCS
BCTaHOBMIEHMX 3axoaiB 6e3nekn BiAHOCHO MikpobionoriyHoro
pU3NKYy Ta BMKOHYBaTW CTaHAApPTHI pekoMeHpauii 3rigHo
BMMOI YMHHOIO 3aKOHOAABCTBa 3 yTuni3auii BiaXoAis, B TOMY
uncni i pigkmx.
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Tinbku ANs QiarHOCTUKM in vitro [lata BuroTosneHHs
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3HaK inHoCTi per MicTuTb pocTathbo Anst 1 BUNPOGYBaHHS

H bakophcToeyeaty kil 3bepiratn npu Temneparypi 4-30°C

He 3amopoxysati
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