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KoHTponi ropMmoHanbHOI naHesni

IHCTpYKLUifa

2 piBHi: 1 ¢dn. - 1,0 ml (mn)

3acTocyBaHHS

Llen Bupi6 ansa in vitro giarHOCTUKM npu3HavyeHuUn Ans
NpoOBEAEHHA KOHTPO/KO $KOCTI TecT-CMCTeEM BUPOGHMUTBA
koMnaHii Lansion Biotechnology Co., Ltd. Ha aHanizaTopax
LbOro X BMpobHMKa.

OuiHka TOYHOCTI nabopaTopHUX TECT-CMCTEM 3a A0MOMOro
CTaTUCTUYHOro  aHanizy BUMIpAHOI  KOHUeHTpauii Ta
Aiana3oHy KOHTPOJIO HAKOCTIi 3 BUKOPUCTAHHAM [aHoro
KOHTPOJH0.

KOMMNEKTHICTD)

1. KoHTponb € nioginizoBaHnM nopowkoM. Linbosi
3HayeHHa Ta Jdiana3oH 3HadeHb HaBefeHi B CepTudikari
aHanisy.

2. IHcTpyKUuisa

3. Tabnuus UiNbOBUX 3HayeHb (HeoboB'A3KOBO) Ans
NO3HAYeHHSA LiNbOBMX 3HayeHb | MPUWHATHOrO AianasoHy
KOXHOi napTii TecT-Habopy ANs BU3HAYEHHS BKasaHWX
ropmMoHiB (amB. CepTtudikat aHanisy).

4. PO34MHHMK (HEObOB'S3KOBO): OCHOBHWM KOMMOHEHTOM €
ouuLeHa Boaa, Ao cknagy exoantb 0,1% npoknin 300.
YBara: He cnig 3MiwyBaTM KOMMOHEHTW 3 pi3HUX napTin
BUpoby.

36epiraHHsa Ta ctabinbHICTb

HeBigunHeHun KOHTponb cTabinbHMI npoTarom 18 wMicsuis
3a yMoBM 36epiraHHa nNpu Temnepatypi 2-8°C Ta noaani sia
NPSAMOro COHAYHOro CBiTna.

Po3seneHunin koHTponb crtabinbHun npotsarom 15 d (a)* 3a
yMoBW 36epiraHHs npu TemnepaTtypi 2-8°C Ta nogani Bia
NPSMOro COHAYHOro CBiTna.

3acTocoByBaHi aHanisartopu,

AHanizaTop iMmyHodnyopecueHTHMI LS-1100.

1. PO3UMHITb KOHTPOSb

1.1 [oseaiTb KOHTPONAb A0 KiMHaTHOi Temnepatypu (15-
30°C). ObepexHO BiAKpUNTE KPULWKY (GNaKoHY, YHUKaUn
BUCUMAHHSA BMIiCTY Ha30BHI.

1.2 4KWwo PpoO34YMHHUK He BXOAUTb A0 Habopy: Bi3bMiTb
ouueHy Boady abo Boay Ans iH'ekuin, foganTe BiANOBIAHY

KiNbKiCTb Yy @dNakoH 3 KOHTpPONeM Ans WOro po3BeAeHHs
3rigHO 3 MapKyBaHHSM BUpPoOby.

1.3 Tpumaite dnakoH npu KiMHaTHIN TemnepaTypi
5-10 min (xB), NOTIM CTPYCiTb MOro Bropy-BHM3, W06 BMIiCT
peTenbHO Ppo34nHMBCA. [licns UbOro 3HOBY 3anuwTe Ha
20 min (xB).

YBara: He cTpywyiTe cunbHO, WO6 YHUKHYTU YTBOPEHHS
niHW.

1.4 PO34YMHEHWUI N KOHTPO/Ab MOXHa BWKOPUCTOBYBATH
6e3nocepenHb0. HEBUKOPUCTaAHUI  KOHTPOSb  3aKpuinTe
KPULLKOI Ta 36epiranTte npu Temneparypi 2-8°C.

2. KOHTpO/bHE TecTyBaHHS

2.1 [oBeaiTb KOHTPONb A0 KiMHaTHOI TemnepaTtypu (15-30°
C). Tlepesn BUKOpUCTAHHAM 06epexHo CTpycCiTb, LWo6
peTesibHO nepemiaTu.

2.2 KOHTpPOSIb SAKOCTi 3 BUKOPUCTAHHAM KOHTPOJIO MPOBEAiTb
3a TIEI X NpoLeaypoto, K i TeCTyBaHHS 3pa3ka nauieHTa.
2.3 TMicng BMKOPUCTaHHA 3akpuinTe (NakoH KPULLKOK Ta
NOBEPHITb Moro Ao Temnepatypu 2-8°C ans 36epiraHHs.

2.4 OuiHiTb pe3ynbTaTM KOHTPOMIO HAKOCTIi no Tabnuui
Li/IbOBMX 3HA4YeHb AJ19 3aCTOCOBYBaHWX aHanisaTopis.
MpuMmiTka: Ana  nigTpMMaHHS  CcTabinbHOCTI  KOHTPONO
pEKOMEHAYETbCSA AOBOAMTM A0 KiMHATHOI TemnepaTypu
TiNIbKN Ty MOr0 KiNbKiCTb, SIka HeobXiAHa AN BUKOPUCTAHHS,
a pelTy KOHTPOsIto 36epiraT npu TeMnepatypi 2-8°C.

1. IcHylOTb BiAAMIHHOCTI MiX pi3HMMW METOAaMWN TECTYBaHHS.
2. Ller npoAyKT He MpW3HA4YeHWn AN BUKOPUCTAHHSA B
SAAIKOCTi CTaHAApTHOro mMartepiany.

3. 3aBaskun pi3HMM MeTogaM abo cneumdivyHOCTi aHTUTIN
BUSABNEHI 3HAYeHHS ans Pi3HNX 3aCTOCOBYBaHMUX
aHanizaTtopis 6yayTb pi3HUMW.

4. PekoMeHAOBaHO nabopaTtopisM BCTaHOB/OBATU LiNbOBI
3Ha4YeHHA Ta Jiana3oH KOHTPOJIO SKOCTi BiANOBIAHO A0
BMKOPUCTOBYBaHUX CUCTEM aHani3aTopiB Ta peareHTiB.

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

2. [liana3oH TOYHOCTI: B Me@Xax LiIbOBOro 3Ha4YeHHS.

1. Tinbkun aAns NpodeciiHoi in vitro AiarHOCTUKK.

2. CyBOpO AOTPMMYMWTECb iHCTPYKLUii 3 BMKOPUCTaHHS, WoO6
OTpPUMaTn AOCTOBIPHUIA pe3ynbTarT.

3. LinboBi 3Ha4yeHHs i Aiana3oH 3HayeHb ANS Pi3HUX NapTin
KOHTPOJIO TaKOX € Pi3HUMMU.

4. ByacHO noBepHiTb Moro Ao TemnepaTypu 36epiraHHsa 2-
8°C i TpuMaiTe nopani BiA NPSAMOro COHSYHOrO CBiTNa, WO6
3abe3neuntn crTabinbHy poboTy. PeTenbHO nepeMiwarite
nepea NoBTOPHWM BUKOPUCTAHHAM.

5. KoxHuin okpemuii dnakoH Moxe 3bepiratuca ao
3aKiHYeHHS TepMiHy NpUAATHOCTI.

6. lMpu noTpannsiHHi KOHTPOMO B 0O4i, poT abo Ha wWkipy
NPoOMUIATE iX BENIMKOI KiNbKiCTIO BOAM Ta 3a HeobxigHoCTi
3BEPHITbLCA A0 Nikaps.

7. MNoBoguTucs 3i 3paskaMm HeOoOXiAHO sIK 3 MOTEHUINHO
iHpikoBaHUM MaTepianom. Cnig AOTpuUMyBaTUCS
BCTaHOB/IEHMX 3axoaiB 6e3nekn BiAHOCHO MikpobionoriyHoro
pU3MKYy Ta BWKOHYBATWM CTaHAApTHIi pekoMmeHgauil 3rigHo
BMMOI YUHHOIO 3aKOHOAABCTBA 3 yTWUAi3auii Bigxo4is, B TOMY
uncni i pigkmx.
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MapkysakHs  MosicHeHHs

MeauyHHit BUPI6 Ans AiarHoCTHKM in vitro LoT Koa naprii
TemnepatypHe oBMexeHHs

Bukopucrati no “

O3HaNOMNEHHS 3 IHCTPYKUISMM NS
3aCTOCOBYBaHHA

BupobHuk:

Lansion Biotechnology Co., Ltd.,
No.2, Qiande Road, Science Park,
Jiangning District, 210000 Nanjing,
Jiangsu Province, P.R.China
Nancion BiotexHonoaxi Ko., Nta.,
Ne2, Karge Poap, Caenc Mapk,
Poxsninr fictpikt, 210000 HakkiH,
Mposituis Aasxcy, KHP
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