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HAVNMEHOBAHWE

«Habop peareHToOB Asa onpeaesieHNs TPOMOGMHOBOro BpemMeHu «Thrombin Time Reagent
Kit»

(nanee no TekCTy - Habop, Habop peareHToOB A5 ONpefAeneHUMs TPOMOMHOBOIO BPEMEHMU,
MeANLMHCKOe n3genue, nsgenue).

HA3HAYEHWE

MpefHa3HavyeH ANa M3MepeHUs BpemMeHW 06pa3oBaHMA Cryctka npu fobasneHun TpombuHa B
LUMTPaTHY0 BEHO3HYIO LIeNbHYI0 KPOBb YesnoBeKa. Mcnonb3yeTcsd B KOMMIEKCHON AMarHOCTMKe
HapyLleHUn cucTembl remocTasa Bcex rpynn HaceneHus. MpegHasHavyeH A41g COBMECTHOM paboThbl
C MeAWUUHCKAM W3[eNneM ANna AuarHocTukM in vitro «KoarynomeTtp ontuyecknin OCG-102»,
npounssoacTea Guangzhou Wondfo Biotech Co., Ltd. (F'yaHuwkoy BoHago buoTex Ko, N114.).
[na npogeccnoHanbHOro NMPUMEHeHUS.

[ns onarHocTuKK in vitro.

OBJTACTb NMPMMEHEHWA
KnunHnyeckas nabopaTopHas AnarHocTuka. MeauuMHCKOe n3aenve TONbKO ANS ANArHOCTUKMK in
vitro.

nonynaund, ACNEKTbl MPUMEHEHNA U3OEJTNA
MpumeHeHne n3aenna He MMeeT NONYNALUOHHbLIX U AeMorpainyecknx acnekTos.

I'IOTEHLI,I/IAI'IbeIVI MOJIb3OBATE/Ib

M3penne npefHasHauyeHO ANA MNPOGECCMOHANBbHOIO MNPUMEHEHUS U MOXET MCMoAb30BaTbCA
TONbKO  KBaM(ULMPOBAHHbIM  MEPCOHaNOM  KAMHUYEeCKOW NnabopaTOPHOM  AMAarHOCTUKM
(MeaMUMHCKUM NabopaToOpHbIM TEXHUKOM MW NabopaHTOM KAMHWMYECKON nabopatopun).

OXWUAAEMBIE M MPOTHO3MPYEMbIE MOBOYHbIE AEVNCTBUA, CBA3AHHBIE C
NCMOJIb3BOBAHVWEM M3LAENNA MO HASHAUYEHWIO
Mo6OYHbIX AECTBUI HE BbISIBMIEHO.

MOKA3AHNA K MPUMEHEHWIO
OTOT TECT MUCNOJIb3YeTCs B KayecTBe BCMOMOraTe/lbHOro AMarHOCTMYecKoro tecta A5 OLEeHKMn
CBeprIBa}OLLI,EI\/II CUCTEMbI YenoBeKa.

MPOTUBOMOKA3SAHINA
MpOTMBOMOKA3aHMIA K MPUMEHEHW0 MeAMLMHCKOro u3aenus Ans AWarHOCTUKM in Vitro He
BbISIB/IEHO.

KPATKOE OMMNCAHWE

TpomMbuH - 3TO MPOTEONUTUYECKUI (HEPMEHT KPOBW, KaTalM3UPYHOLWNA npeBpaLleHue
(hnbpmnHoreHa B (hMOPUH. TeCT U3MepPAET CKOPOCTb NpeBpaweHns pubpuHoreHa B GubpuH nog
penctenem TpombuHa. lMpum 3TOM CKOPOCTb 06pa3oBaHMs (UOPMHOBOTO CrycTka 3aBUCWUT,
rnaBHbIM 06pa3om, OT KonuyectBa U (PYHKUMOHANLHOW MNOSMIHOLEHHOCTM (UOpUHOreHa w
NPUCYTCTBMS B KPOBM aHTUKOArynsHTOB.

TecT Ha Tpom6unHOBOE BpeMs (TT) - 3TO TeCT Ha CBEPTLIBAEMOCTb KPOBM, KOTOPbIA MCNO/b3YyeTCs
B pamKax WuccnefoBaHWs BO3MOXHOMO HapyLlleHWs CBepTbiBAEMOCTU WM HENpaBWIbHOI0O
06pa3oBaHMA cryctka. OH TakKXe UCMOoNb3yeTcs AN OLEHKN YPOBHA U YHKLMMN hMOPUHOTeHa.
TecT TPOMOGMHOBOrO BpeMeHU OYeHb YYBCTBUTENIEH K aHTUKOAry/nsaHTy rernapuHy, nostoMy OH
LLIMPOKO MCNOJb3yeTCH A1 MOHUTOPUHIa Tepanuy HepakLMOHMPOBAHHbBIM TENapuHOM.
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MPNHUWNIT TECTUPOBAHWNA

TecT BbINOMHAETCA NyTeM MNOMeLLeHUs TecT-kacceTbl B Koarynometp ontuuyeckuini OCG-102.
Mpunbop COAEPXMT TECTOBYIO KaMepy, B KOTOPOW TecT-KacceTa Harpesaetcsi [0 He06X04MMON
TemnepaTypbl.

TecT-KacceTa COLEPXMWT Bpaliarolieecs KOJeco CO Chnuuamu, KOTOopoe BTArMBaeT obpasel, B
PeakUMOHHYIO 30HY MOC/e TOro, Kak OH MOMEeLWEeH B NIYHKY 415 npobbl. Chnuvubl BpawakTcs
nonepek NyTu CBETOBOIO /lyya ¥ CMeLLMBatOT XUAKNI 06paseL, c peareHTOM, KOTOPbI Haxo4uTca
B peakLMOHHOW 30He. Korpga o6pasel, cryuiaeTcs, CrycToK nofxsaTbiBaeTca cnvuamu, npepbisas
MyTb CBETOBOrO /lyya, KOTOPbIA perucTpupyeTtcs npubopom. BHyTpeHHMI Talimep u3mepseT
BpPeMs MeXAy HayasioM 1 06pa3oBaHUEM CrycTka.

MEPBI MPEAOCTOPOXHOCTW

L Habop peareHTOB npeAHa3HayeH TONbKO A8 ANArHOCTUKM in vitro (He npegHa3HayeH ans
BHYTPEHHETO U/IN HAPYXXHOTO NPUMEHEHUS K TI0ASM U XXUBOTHbLIM).

2. [aHHbIA HAabop peareHTOB MNpefAHa3HavyeH TOMbKO ANd OAHOKPATHOro MCMNOMb30oBaHMA. He
NCnonb3yinTe NOBTOPHO.

3. He npornatbiBaiiTe BNaronornoTuTeNb.

4. Habop peareHToB ang onpegeneHns ACT MOXHO UCMNOJb30BaTb TO/IbKO C MeAULUHCKAM
n3genvem Ana AuarHocTukuy in vitro «KoarynomeTp ontuyecknii OCG-102».

5. He wncnonb3yihTe TeCT-KacceTbl MOCAe WCTEeYeHUs CpokKa rOAHOCTWU, YKa3aHHOro Ha

ynakoBke. TecT-Kacceta [0/KHA 0CTaBaThCA B OpVII'VIHaJ'IbHOVI 3aneyaTaHHoOW ynaKoBKe A0
MOMEHTa WMcnonb3oBaHua. He MCHOﬂb3yVITe, €C/n ynakKoBKa WM TECT-KaCCETbl MOBPEXAEHA,
HagopBaHa Win He NOJIHOCTbHO 3aneyaTtaHa.

6. dneboToMus M TeCT [AO/MKHbI MPOBOAWUTLCS CEPTUPULMUPOBAHHBIM  MEAULMHCKUM
nepcoHanom.

7. HecnnnkoHn3npoBaHHbIe NPOBMPKY He NOAXOAAT Ana cbopa 06pa3L0B KPOBU.

8. Pabouasa 30Ha He [0/MKHa nofBepraTbcsa BuOpauuyu v MarHMTHoMy nonw. Bo Bpems

MCNbITAaHWUS MOXET BO3HUKHYTb He3HauuTeNlbHas BuOpauus, KOTOPYH cneayeT paccMaTpuBaTtb
KakK HOpMasibHOe SIBNEHMeE.

9. KypeHve, npvemM nNuWy M HanMTKOB B MecTax paboTbl C o6pasuamu wuam Habopom
peareHTOB He [0MYCKaeTCs.

10. Bce o06pasubl M WUCNOMb30BaHHble  TECT-KacCeTbl  CYMTAOTCA  MOTEHLMANbHO
MH(EKLMOHHbIMU. Mpu pa6oTe ¢ 06pa3LamMn NaLneHToB cegyeT Bcerga coboaath Hagiexatime
npouesypbl 1abopaTopHO 6e30NacHOCTK.

MATEPUVAJbI

lNpefocTaBnsgeMble MaTepuasbl

CocTaB n3genus;

Habop peareHToB 414 onpefeneHns TpoMOUHOBOro BpemeHn «Thrombin Time Reagent Kit», B
cocTase:

1 Tect-Kacceta- 24 Wt

2. IHCTpYKUMA NO NpUMeHeHunto - | wr.

Heobxognmble maTepuasnsl, He NPefoCTaB/IATCA B KOMM/IEKTe
N3penue Ne PY
v *kx
Koarynometp ontuyeckui OCG-102

***B npouecce rocyfapCTBeHHON perncrpayuu.
CBOP N TIOATOTOBKA OBPA3LIOB

TecT MOXeT OblTb BbIMOAHEH B OTHOLIEHWW 06PAa3LLOB LIESIbHON BEHO3HOW KPOBU C LMUTPATOM
HaTpWs B Ka4eCcTBe aHTUKOArynsHTa,
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1 BeHo3Has KpoBb (9 yacTeil) nyTem BeHEMyHKUMK cobupaeTcs B NPOOGUPKK, coaepxKalline
0. 109.monb/n unTpata HaTpusa B KayecTBe aHTMKoarynsHta (1 yactb). [locne B3ATUA NPOGUPKK
cnefyeT OCTOPOXKHO MepemMellatb NyTeM MepeBopavynBaHMs HECKOJIbKO pas.

2. SATA, renapviH wayM oKcanaTHble aHTUKOArynsHTbl HeMpueMIeMbl.

3. O6pasybl [LO/MKHbI COBMPATbCA M XPaHWUTbCA B OAHOPA30BbIX MIACTUKOBbLIX MPO6GUPKax
UM NPobupKax M3 CUIMKOHU3NPOBAHHOTO CTEK/A C HEaKTUBUPYHOLLEACA MOBEPXHOCTLIO.

4. WN3beraiite remonusa.

5. O6pasubl UWTPaTHOW KpOBM CTabWbHbl B TeYeHMe LUeCTM YacoB MNPU KOMHATHOM

TemnepaTtype. JlonyckaeTcs XpaHeHMe Npo6bMpoK C KPoBbl npu Temnepatype 2 °C - 8 °C B
TeyeHne BOCbMU 4acoB.

6. Mpwn TpaHCMOPTUPOBKE MPOOGUPKM C KPOBbIO LO/MKHbI ObITh 3aliMLLEeHbl OT BUBpauumn un
YAapoB, 4ToOb! M36exaTb akTuBaLununm TpoMOoLUTOB Yepes BCeHUBaHWe 06pasLoB.

MPOUEAYPA MPOBEPKM

O6patuTech K pyKOBOACTBY MO aKcnayaTayum meauunMHCKOro usgenms ang AnarHocTukm in vitro
«KoarynomeTtp ontuyecknii OCG-102» ana nonyvyeHms MOMHbIX UHCTPYKUWIA NO MpoBefeHUIo
TecTa.

1 Mopkntounte K anekTpocetn KoarynomeTtp ontudeckunin OCG-102.

2. W3BNeKnMTe TeCT-KacceTy M3 (hONbrMpoBaHHOW YynakoBkM. BcTaBbTe e€e B KOarynometp.
BbINONHANTE MHCTPYKLUMK Ha 3KpaHe Auchies.

3. Mpubop HarpeeT TecT-KacceTy A0 Heo6xoaumoli TemmepaTtypbl. [OXAUTECb OKOHYaHWS
npeaBapuTeNnbHOro Harpesa ¥ HamoMUHaHWs NPMGoPa 0 FOTOBHOCTM K BHECEHUIO 06pasLia KPoBK.

4. AKKypaTHO nepemellaiTe NpobupKy ¢ KPOBbIO MYyTEM MepeBopaynmBaHus 5-7 pas.

5. MomecTute 20 MKN UENLHOW UMTpPaTHOW KpoBM B npo6onpuémHuk. CneayeT wusberatb
CU/IbHOTO MepeMeLlLBaHNSA U BCEHNBaAHUS.

6. [oXauTecb pesynbTata TeCTUPOBaHUS.

7. Pe3ynbTaTbl O0TO6GpaXkatoTcs Ha [NaBHOM 9KpaHe. Pe3ynbTaTbl TECTUPOBAHMS  MOXHO
pacrneyaTaTb, eCi NPMGOP NOAKMYEH K NPUHTEPY.

8. M3BneknTe MCNONb30BaHHYO TeCT-KacceTy U3 npubopa.

9. YTunusupyitTe MCNonb30BaHHYK TECT-KAacCeTy BMECTE C MCMOMb30BaHHON KanuNspHON
TPy6KOI1 B COOTBETCTBMU C MECTHbIMW MpaBMIaMmn 1 NpoLeAypamMy Kak 0TXofbl Knacca b.

MHTEPMPETAUNA PE3Y/JIBTATOB

3HauyeHne TPOMOWHOBOrO BPEMEHM B HOPMa/nbHOI MNONynAUUM 3A40POBbIX Nwoaen 14-20
CEKYHA,.

YBe/MYeHHOe 3HayeHWe TPOMOWMHOBOrO BPEMEHW COOTBETCTBYET Ha/MUMIO TenapuHa wum
renapuHonofo6HbIX  aHTUKOArynsHToB,  rUNouopmHoOreHemMun,  aMbpPUHOreHeMuUn,
ANCHUOPMHOTEHEMUN, MPOAYKTHI Aerpafaunn puoprHa n UHrMOMUTOPbLI aHTUTEN K TPOMOUHY.
TaKune COCTOAHMA, KaK AUCCEMUHUPOBaHHOE BHYTPUCOCYANCTOE CBepTbiBaHue Kposu (4BC),
aHOMa/bHbI  (QUOPMHOreH, Hapylwawwmnin obpasoBaHne (UOpPMHA, KOHEYHasi CcTagus
3ab0/1eBaHNA NeyYeHW WU HepoefdaHue, TakXe MOryT Bbl3BaTb YBelMYeHUEe TPOMOUHOBOIO
BPEMEHMN.

Hensmepumo yBenmyeHHOe TPOMOMHOBOE BPeEMS Yalle BCEro HabnaaeTcs npu 3arpsasHeHun
o6pasya KpoBu renapMHOM WM NPAMbIM MHITMOMTOPOM TPOMOUHA.

KOHTPOJIb KAYUECTBA
icnonb3ytoTcs COOTBETCTBYHOLME MaTepuarbl, 3aperncTpupoBaHHbie Ha TeppuTopun PO.
MpU KAVHUYECKUX UCTIbITAHUAX UCMOMb30BaNICA KOHTPO/bHbIV MaTepuan:

Mnasma KoHTposibHas (Nyn 380poBbiX goHopos) (Mnasma H) no TY 9398-004-05595541-2009 B
COCTaBe: - MnasMa KpoBW YefioBeKa C mapameTpaMu remocTasa B npegenax HOpMbl, MMODUNLHO

4

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



BbiCyweHHas (3 (nakoHa); - nnasMa KpOBM 4YenoBeKa C WCKYCCTBEHHO CHMXKEHHbIMMU
napameTpaMu remoctasa, TMonnbHO BbiCcyLleHHasa (3 dnakoHa), PY Ne ®CP 2009/05361.

OQKCMNNYATALUNOHHBIE XAPAKTEPNCTUKN

[Onana3oH namepeHuns

TpoMbrHOBOE BpeMs U3MepseTcA B CeKyHAaX. [umana3oH M3MepeHWUs cocTaB/sieT
10-90 cekyHg,.

ToyHOCTb
Mpn oueHKe Habopa peareHTOB C MCMNOMb30BAHWEM KOHTPO/bHbLIX MaTepuanoB ABYX YPOBHeR C
3ajaHHbIMUN KOHLEHTpaunamMm, OTHOCUTE/IbHAA MOTrPeLHOCTL He A0/KHA npeBbiwaTs 15%.

MNpeynsnoHHoOCTb
MosTopsiemocTb coctaenset CV<5%. Bocnpoussogumocts - CV<10%.

WccnepoBaHne  MpeumMsvOHHOCTM  MPOBOAMNOCL Ha  Tpex napTusx.  [peumnsnoHHOCTb
onpeAensnach ¢ UCNofb30BaHNEM KOHTPO/bHbLIX MaTePUAnoB ABYX YPOBHEN.

AHanuTunyeckas cneymupuUHoCcTb
OHAOreHHblE NHTEPDEPEHTBI.

1. WccnegosaHus in vitro nokasanu, 4to o6pasew, cogepxxalinini remornobuH He 6onee 500 mr/gn,
nnn 6unnpybuH He 6onee 20 mr/an, wunn Tpurauuepuabl He 6onee 3000 mr/an, He OKasbiBan
CYLECTBEHHOr 0 B/NAHUS Ha pe3ynbTaTbl TecTa.

YCNoBNA XPAHEHWA

TemnepaTtypa 2°C-30°C
OTHOCUTENbHAsA 10%~80% (6e3 KoHAeHcaLumnm)
BNI@XHOCTb

Ha60p peareHToB cneayeTt XpaHUTb BAa/IM OT CO/THEYHOTO CBETaA U BAaru

YC/TIOBUA SKCIMIYATAUNN

TemnepaTypa 10°C-32°C
OTHOCcuTEeNbLHasA 10%~80% (6e3 KOHAEHCALMW)
B/TQXKHOCTb

[Tocne BCKPbITUA TECT-KacCeTy c/efyeT UCMO/b30BaTh B TeyeHne 15 MUHYT.

YCNOBUNA TPAHCIMOPTUPOBKN

Temnepartypa -20°C-50°C
OTHOCUTEeNbHaA 10%-80% (6e3 KoHAeHcaumm)
B/TAXHOCTb

W3genve MoXeT TpaHCMOPTMPOBaATLCA BCEMM BUAaMM KPbITOro TpaHcnopTa npu TemnepaTtype,
YKa3aHHOW Bbllle, B TeueHne 20 AHEN.

3anpewiaeTcs Mcnonb3oBaTb M3LeNUs, TPAHCMOPTUPYEMbIe NMPY MHOW TemnepaType.
CPOK rogHoctwm
npu Ccob6MAeHNN YCNOBUIA XpaHEeHWs, YKa3aHHbIX MPOW3BOAWUTENIEM Ha MapKUPOBKe, CPOK

roAHOCTM U3genua coctaBnget 18 mecsAues (C MOMeHTa NPOM3BOACTBA).

YTUNNN3AUNA N3AENNA N ETO KOMIMOHEHTOB.
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HeBCKpbITble M34eNNst C UCTEKLUM CPOKOM [OAHOCTM clefyeT YTUNM3MPOBaTb KaK OTXO[bl
Knacca A B cooTBeTcTBUM € CaHlnH 2.1.3684-21.

Mcnonb3oBaHHble U3fenuns, U3Lenns C MOBPEXAEHHOW WHAMBWUAYaNbHOW YMNakoBKOW cnepyet
YTUIU3MPOBaTh Kak 0TXoAbl Knacca b B cooTBetcTBum ¢ CaHlluH 2.1.3684-21.

3ALLUNTA OKPYXXAIOLLEN CPEABI

MeauuMHCKOe W3[enne Mpu UCMONb30BaHWU, TPAHCMOPTUPOBKE U XPaHEHUM He OKasbiBaeT
HeraTVBHOIO BO3ZENCTBMS Ha YenoBeka M OKpPY>XXaloulyl cpegy Npu CO6MHOAEHWUN YCIOBUiA
MPUMEHEHMS N Mep NPeaoCTOPOXKHOCTM, YKa3aHHbIX B MHCTPYKLUN.

MH®OPMALUMNA O COAEPXALWNXCA B W3AENNN JNTEKAPCTBEHHbIX
MPEMAPATAX onAd MEANUMNHCKOIO MPNMMEHEHUNA, PAPMALUEBTUYECKUMX
CYBCTAHUMNAX ANA MEANUMNHCKOIO NMPMMEHEHWA

N3penve He COAEPXXMUT NEKapCTBEHHbIX MNpenapaTtoB AN MeAWLMHCKOro npumeHeHus. He
COAePXUT hapMaLleBTUYECKUX CYBCTaHLMIA AN MEAULIMHCKOTO MPUMEHEHNS.

NMH®OPMALINA O HANTNYUUNWM B NSAENTNN MATEPUANOB )KXUBOTHOIO N (MNN)
UEJTOBEYECKOI O NMPONCXOXAOEHNA

[laHHOe MeAMLMHCKOoe M3aenne CoLepXXnT MaTepuanbl XXUBOTHOIO NPONCXOXAEHUS (TPOMBUH 13
Oblubeli  Mnasmbl). MaTtepuanbl >KMBOTHOFO MPOUCXOXAEHWUS TMOMYUYEHbl OT YKUBOTHBIX,
MPOLLEeALNX COOTBETCTBYOL I BETEPUHAPHbIV KOHTPO/b.

JaHHOe MeANLMHCKOe U3aenne He COAEPXXUT BeLLecTBa Ye/10BEYECKOT0 NPOUCXOXAEHNS.

MH®OPMAUNA O CTEPUJTIBHOCTIW U3AESTNA.
N3penve He SBNAETCS CTEPUIbHBIM.

FTAPAHTUWN N3TOTOBUTENA

FapaHTUM NPOU3BOAUTENSA peann3oBaHbl B BUAe TFapaHTUPOBAHHOINO CpPoOKa TFOAHOCTU Ha
MeAWLUMHCKOe un3fenve, B TeyeHMe KOTOpPOro OH rapaHTMpyeT CTabMNbHOCTb MoKasaTenei
KauyecTBa, 3WPEKTUBHOCTN M 6€30MacHOCTM NPOAYKLUMK NpWU YCNOBUN COBNOAEHUS TPeO6OBaHMIA
K YCNIOBUSAM €€ NMPUMEHEHUSs, XpaHeHUS! N TPaHCMOPTUPOBKM.

MPON3BOANTENb (M3ArOTOBUTENB) MEANLUMNHCKOI O N3LENNA

Guangzhou Wondfo Biotech Co., Ltd. (l'yaHwkoy BoHado Buotex Ko, JITg).

No0.8 Lizhishan Road, Science City, LuogangDistrict, 510663, Guangzhou, P.R. China (yn.
JTnwknwanb .8, HayuHbld rOpoaoK, paioH JlyoraHr, r.l'yaHuwkoy, Kntai)

Ten: (+86) 400-830-8768

E-mail: sales@wondfo.com.cn

YMNONMHOMOUEHHbIV MPEACTABUTENb MPOU3BOAUTENA (M3rOTOBUTENA)
MEAVNLUWNHCKOIO U3OENUNA
Mo BonpocaM, Kacaroummcs Kavectsa Habopa, cnegyet obpawatbed B8 OO0 «MPOPUSTABTECT»

117246, Mocksa r, npoe3g HayuHbiin gom 20, cTp 2, 37.1, nom 1yacTb Kom 13, 8 (499) 350-44-38 / 8
(916)018-72-21
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NMEPEYEHb MPUMEHAEMbIX CTAHOAPTOB
MOCT UCO 13485-2017

(|SO 13485:2016, |DT) MeguunHckne wmnsgenma - Cuctema MeHeLXXMeHTa KayecTBa -

TpeboBaHuA A4/ Leneil HOPMaTUBHOIO PeryampoBaHus

FOCT NCO 14971-2011 MeguumnHckne wusgenns - [pUMEHeHMe CUCTEMbl YMpaBneHua
(1SO 14971:2007, IDT) pUeKaMn no OTHOLUEHUIO K MEAULUMHCKUM U3LENUAM

FTOCTPNCO 18113-1-

2015 MeauunHCKMe U3genus ans AuMarHocTUKK in vitro - MHhopmalms

npegocTtaBneHa npoussoauTtenem (MapkmpoBka) - Yactb L
TepmuHbI, onpefeneHna n obwme TpeboBaHms

FTOCTPNCO 18113-2-

2015 MeanuMHCKMe n3genvs Ans ANarHoCTUKK in vitro - MHdopmaums

npegoctaBneHa npomsBoguTenem  (Mapkuposka)- YacTb 2
PeareHTbl An8 AWArHOCTUKM in Vitro Ans npogeccMoHaNbHOro
NpUMeHeHMA

FOCT EH 13612- 2010 (EN

13612:2002, IDT) OueHKa (YHKLUMOHANbHbIX XapaKTepueTuk mMeauLUHCKUX U3aennii

ANst ANArHOCTUKK in vitro

MOCT P EH 13641-2010

(EN 13641:2002, |DT) YCTpaHeHVIe NN CHMXEHNE PUCKa VIH(bI/ILI,VIpOBaHI/IFI, CBA3aHHOrIo C

peareHTaMun Ana AMarHoCTUKKU in vitro

FTOCTPM3K 62366-2021

(IEC 62366:2007, IDT) N3pennsa meguumnHckue. Yacte 1 NpoekTupoBaHne MegUuLUHCKUX

“3aennii ¢ yueTom aKCnayaTaLlMoHHOV NPUrOAHOCTY

FOCTPUCO 15223-1-
2020 (1SO 15223- 1:2012,
IDT)

FOCTPUCO 23640-2015
(1SO 23640:2011, IDT)

MegunumnHckne nsgenuna - Yacto 1. MNpoekTupoBaHue MEAULUHCKUX
N3aennin ¢ yyeToM aKcnayaTalMOHHON NPUTrOAHOCTY

M3genna meguUMHCKME ANna  AMArHOCTMKM in vitro. OueHKa
CTabUNbLHOCTU peareHToB AN ANArHOCTUKM in Vitro
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PACLUN®POBKA CMMBOJIOB:

Cumson 3HaueHune Cumson 3HaueHune
Koga naptun |VD MegnumHckoe n3genue ans
LOT ANarHocTUKK in vitro
Homep no kartanory JaTa n3rotosneHus
REF AT
I I I O6patnTecb K MHCTPYKUMKU MO MpounssognTens
NPUMEHEHUIO
TemnepaTypHblii Auana3oH Vcnonb3osartb 40 ...
3anpert Ha NOBTOPHOE bepeub oT Bnaru
npumeHeHune T
CofepXUmMoro A0CTaTOYHO Anf He  ponyckatb BO3JeNcTBus
nposefeHns n-KonmnyecTsa CO/THEYHOr O CBeTa
TECcToB
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Flucestennnr it nepeaod ¢ GHAUKCKO0 Ut KUMWICKOI0 F3NKA HA PYCCKIE A30IK

CEPTUD®UKAT

Kuraiickuit KOMUTET COAEHCTBUS PA3BUTHIO MEKAYHAPOHOM TOProBiy
(CCPIT)

Knalickuil koMUTET copelicTBHA pasBHTHIO MEXKAYHAPOAROH TOproBan H MexaynapoaHas Toprosas nanata Kuraa
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Kntacknin KOMMUTET COAENCTBUA Pa3BUTUIO MEXAYHAPOAHON TOProBn

CEPTUPUNKAT

CepTtudmnkat Ne 233201A0/001982

A Hactodawmum ypocToBepseTcd NOAAMHHOCTL Mevyatn Guangzhou Wondfo Biotech Co., Ltd. Ha
npunaraemMmom [JOKyMeHTe.

/MevyaTb: KnTaicknii KOMMTET COAEACTBUA Pa3BUT U0 MEXKAYHAPOAHO Toprosau/

Mognucb YNONHOMOYEHHOIO nuua; Li3oy XKyixyii
Oata: 01.03.2023 .

Be6-cailT gna nNpoBepkM NOANMHHOCTY cepTudimkara: http//www.rzcepit.com/validate.hrml
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[BajuaTtb [AeBATOro mapTa ABe ThiCAYM ABafLaTh TPeTbero roga

A, KButko ®epop AnekcaHLpoBuY, HoTapuyc ropoga MOoCKBbI, CBUAETE/LCTBYHO
NOAMMHHOCTb Noagnucy nepeeoayvmMka HetennHo AHactacum MuxaiinoBHbl.

Moanuck caenaHa B MOEM NPUCYTCTBUN.
JInyHOCTb NoaNMcaBLIEro JOKYMEHT YCTaHOB/IEHA.

3apeructpuposaHo B peectpe: No 62/137-H/77-2023-

YnnayeHo 3a COBepLUEHNe HOTapuanmMmoro geictama: 400 py6. 00 kom.

®.A. KBUTKO

Bcero npowHypoBaHo, NPOHYMEPOBAHO M CKPENIeHO MeyaTbto NNCTOB

HoTapuyc
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