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TecT-nosocka 419 Ka4eCTBEHHOro MMMYHOXpOMaTorpamyeckoro onpegeneHna XOpMoHMYecKoro roHagotponmHa (XrY4/HCG) B8
MOYe YesioBeKa A1 paHHEN AMarHOCTUKK 6epeMeHHOCTM no TY 21.20.23-009-18023326-2021

3MEKTPOHHAS KOMUS OOPMAEHA LIEHTPOM WCTILITAHUI H PETHCTPALIMH MELMLMHCKUX U3AEM



TecT-nonockKa Ans Ka4eCTBEHHOro0 MMMYHOXPOMAaTOrpatnmyeckoro onpeeneHns XopMoOHNYeCKoro roHagotTponmua (XF'4Y/HCG) B moye yenoBeKa A1s paHHer
AMarHocTukn 6epemeHHoctn 2,5 mm LADYTEST B cocTaBe:
1 TecTt-nonocka-1wr.

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



TecT-nonocka A4na Ka4eCTBEHHOro MMMYHOXpOMaTOrpamMyeckoro onpegeneHns XopuoHNYeckoro roHagotTponmHa (Xr'4/HCG) B Moye venoBeka Anst paHHewn
ANarHocTukn 6epemeHHoctn 2,5 mm LADYTEST B cocTase:
1 TecT-nonocka—1 wrt.

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



TecT-nonocka Ans Ka4eCTBEHHOro MMMYHOXPOMaTorpamMyeckoro onpeseneHns XopuoHNYeckoro roHagotponuHa (Xr4Y/HCG) B moye Yenoseka A1 paHHeN

AnarHoctuku 6epemeHHoctn 3,5 Mmm KNOW NOW B cocTase:
1. Tect-nonocka-1wr.

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



TecT-nonocka Ans Ka4eCTBEHHOro UMMYHOXpPOMaTorpagmMyeckoro onpeseneHns XopuoHNYeckoro roHagotponuHa (Xr4/HCG) B Moye Yenoseka A/19 paHHe

AnarHocTnukn 6epemeHHoctn 4,0 Mm KNOW NOW B cocTaBe:
1. Tect-nonocka-1wr. X 7

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



f. TecT-nonocka gna Ka4ecTBEHHOr0 MMMYHOXPOMATOrpaUyeckoro onpesesieHUsa XopuoHMYecKoro roHagotTponuHa (XM4/HCG) B moye yenoseka A/1g paHHel
avarHoctnkn 6epemeHHoctr 4,0 Mm KNOW NOW B cocTase:
1 1. TecT-nonocka- 1wr.

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



TecT-nonocKa Ans Ka4yeCTBEHHOr0o MMMYHOXPOMaTOrparMyeckoro onpeaeneHnst XopuoHMYecKoro roHagoTponuHa (XFY/HCG) B Moye venoBeka A5 paHHEN
ANarHocTukn 6epemeHHocTn 5,0 Mm FEAtest B cocTaBe:
1 Tect-nonocka- 1wr.

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



Ll TecT-nonocka Ans Ka4eCcTBEHHOro UMMYHOXPOMaTOrpagmM4ecKoro onpeseneHns XopuoHnYeckoro roHagotponmHa (Xr4Y/HCG) B Moye venoBeka 41 paHHe
AVarHocTukm 6epemeHHoctn 5,0 mm FEAtest B cocTaBe:
1. Tect-nonocka- 1wr.

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



TecT-nonocka ynbTpavyyBCcTBUTENIbHAA [/19 KAYECTBEHHOI0 MMMYHOXpoMaTorpamMyeckoro onpeaesieHNa XOpMOoOHNYECKOro roHagotponumHa (Xr4/HCG) B
MOYe YesioBEKA A1 paHHel AMarHoCTUKKN 6epemeHHoctn 2,5 mm KJIMHCA MEDICAL B cocTase:

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



"(. TecT-nosiocka ynbTpayyBCTBUTENbHASA A1 KAYECTBEHHOIN0 MMMYHOXpPOMaTorpauyeckoro onpefeneHmns XopuoHu4veckoro roHagotponuHa (XrY4/HCG) B
MOYe YesioBeKa 15 paHHel ANarHoCTUKK 6epemeHHocTM 3,0 MM B COCTaBe:
1 Tect-nonocka- 1wr.

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



TecT-NONOCKA YNLTPAYYBCTBHTENBHAS Vi1 KA9ECTBEHHOINO HMMYHOXPOMATOrpadaUecKoro onpeAc/ieHHA XOPHOHAYECKOro NoHAA0TPONAHA (XI'YHCG) B
MOYe 4eJIOBEKa Wix panHell AHarHOCTHKH GepeMeHHOCTR 3,5 MM B cocTase:
1. Tecr-monocka— 1 mr.

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




TecT-nonocka ynbTpavyyBCcTBUTE/IbHAA A1 KAUECTBEHHOr0 MMMYHOXPOMATOrpauyeckoro onpegeneHns XopmoHMU4Yeckoro roHagorponuHa (XrY4/HCG) B
MOYe YesioBeKa AN paHHen gmuarHocTukm 6epemeHHocTn 4,0 Mm KNOW NOW B cocTase:
1. Tect-nonocka- 1wr.

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



TecT-NONOCKA YALTPAYYBCTBHTEILHAS [T KaUYECTBEHHOTO HMMYHOXPOMATOrpadHueckoro ONPEACICHAS XOPHOHHYSCKOT0 roOHANOTPONHHA (XI'YYHCG) B
MOUe YeJIOBeKa JUiA panHell AuarHocTHxH GepeMeHHOCTH 4,0 MM B COCTaBe:
1. Tecr-monocka—1 mwrT.

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




TecT-noNocKa yABTPAuYYBCTBUTENLHAA I8 KaYECTBEHHOTO MMMYHOXPOMATOrpadHUeckoro onpencneHus XopHoHHYeckoro roHanotponuna (XI''VHCG) s
MOY€ YeJioBeKa JUIA paHHell AMarHoCTHKH GepeMeHHOCTH 5,0 MM B coctase:
1. Tecr-nonocka— | wr.

& 000 llVlPWI (€7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR RU
[




TecT-nonocka ynbTpavyyBCTBUTENbHAA A1 KAUeCTBEHHOr0 MMMYHOXPOMaTOrpamyeckoro onpegeneHns XopmoHuU4veckoro roHagotponuHa (XrT'4Y/HCG) B
MOYe YesioBEKA A1 paHHEW AMarHOCTUKKN 6epeMeHHOCTM 5,0 MM B cocTaBe:
1 TecT-nonocka-1wr.

15
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TecT-nonocka B Kaccete A1 KAUeCTBEHHOr0 UMMYHOXPOMaTorpauyeckoro onpefenieHns XopuoHNYecKoro roHagoTponuHa (XrY/HCG) B MoYe YesioBeka
NS paHHeln AnarHocTuky 6epemeHHocTM 3,0 mm KNOW NOW OPTIMA B cocTaBe:
1 TecTt-nonocka B Kaccete - 1LwrT.
2. TuneTtka nnacTnkosas ofHOpa3oBasd - 1 LwirT.

T

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



TecT-nonocka B Kaccete 4719 Ka4eCTBEHHOr0 MMMYHOXPOMATOrpaMyecKoro onpeaeneHns XopmoHnyeckoro roHagorponuHa (Xr4/HCG) B moye yenoseka
NS paHHel AnarHocTukn 6epemeHHoctn 3,0 mm FEAtest B cocTaBe:

1 TecTt-nonocka B Kaccete - 1.

2. TMnneTtka njacTtMkosas ogHopasosas - 1 LWwT.

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



TecT-nosiocka B KacceTe 4151 KAYeCTBEHHOr0 UMMYHOXPOMaTorpauyeckoro onpegeneHmns XopuoHNYeckoro roHagoTponuHa (XFY4/HCG) B moye yvenoseka

AN paHHen gmuarHocTukn 6epemeHHocTn 4,0 Mm LADYTEST - C B cocTase:
1 TecT-nonocka B KacceTe - 1 wWT.
2. TluneTka nNnacTMKoBaa ofHOpas3osasa - 1 LwrT.

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



| -fecT-monocka B CTPYMHOI KacceTe A5 Ka4eCTBEHHOro MMMYHOXPOMAaTOrpaMueckoro onpeaeneHns XopuoHNMYecKoro roHagoTponuHa (Xr4/HCG) B moue

\ 4enoBeka Ans paHHel ANarHOCTUKK 6epeMeHHOCTU 6,0 MM B COCTaBe:
1. TecT-nonocka B CTPYMHOW KacceTe - 1 WT.

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



TecT-nonocka ynAbTpayyBCTBMTENIbHAA B CTPYMHOW KacceTe A1 KayeCTBEHHOro WMMYHOXpoMatorpauyeckoro ornpegeneHns XOPMOHUYECKOTO
roHagoTponuHa (XIF'4Y/HCG) B mo4e yenoseka gnsi paHHEW ANarHOCTUKK 6epeMeHHOCTM 6,0 MM B cOCTaBe:
1. TecT-nonocka B CTPYMHOI KacceTe - 1WT.

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



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



MakeTbl Ha 0O/IbFrMPOBaHHbIV NakeT

22
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TecT-nonocka Ans Ka4ecTBEHHOro HMMYHOXPOMATOrpatMyeckoro ornpeaeneHus

XOPUOHUYECKOro roHagoTponuHa (Xr4Y/HCC) B Moye yenoBeka ANns paHHewn
ANarHocTUKN 6epemeHHocTn 2,5 mm LAD\TEST

B cOoCTaBe:
I.TceT-noiocka — 1 LK
2-®onbrupoBaHHbI Nnaketr — 1wT.
3.THCTPYKNHA NO NPUMEHEHWIO.

NLadyTest

MPOBPAEHWE AHANN3A

1. N3Bneknte TecT-naTtocKy u3 >TlakoBKM.

2- MorpA~Te TecT-nalwCcKA BePrmMkaTbHO B 06pTMEbl MOYM KOHLOM,

0603Ha4YeHHOM cTpenkamMu Ha 5-10 ceKyHA.

3. Monoxute TeCT-NONOCKY Ha POBHYH, HEBMUTLIK3KII3YH. YACTYHO NOBEPXHOCTb

4. CyutaliTe pcnnblat yepes 5 MUHYT, HO He nocwee 15 MUHYT.

TECT AN ONPEAENEHWNSA BEPEMEHHOCTMU «LadyTests (Jlegn Tect)

Mpwwueagare.,b:CXX)-3TAJTOH MPOAAKLH* 14173, MocbixcKas olincTb, r. Jy6Ha, yn. MpcTpoMMXIToB. X 4, cTp.2, od»1c317

\ipec nprorxucTsa: (LuMe4eHO HUXe A nnu B)

A; Poccus, 1413[13. MockoTnas o6nacte, r. ly6ka, yn. Mpolpammunctos,x4,cTp.4,2 nax, Fk3meweHx 223(138) rio BTN
B: Riiribk) Biolech Co., LTD. Rong&heng Technoicigical Zone. Univ. Road. ShaniouCiiy4515063Guangikmg-Chira

PeractpanHonioe ygoctoBepeHue Ns.....

MoTY 21.20.23-0(»-18023.3"I 1

ATtanfodeccHTa.lbitoro hHmeneHtol m X1 camoTecTUpewWw HHA

C pX XpaHeHuns ealleB B 3aBLWEKOW YTWKOBNA.

XAHWTbL B OTaaTWHaeAWX W BEHTU.I1MPYeMbIX NCAHETEHHAX H
TpaHcno|/11lpoBalb BCeMU BU.TaMU KPbITOTO TYSIHCMOPTa B “BOJICKCXK
yNaKoBKe.

He npumtaTth BfHTpb

YyscTwnensitocTb Tecta 25 MM E/mMn

OkcatyaTupoBaTb npu Temnepatype 10-30T.

W3geluc cTabunbHo B TeueHMe 1 uyaca nocne BCKPbITUS
nHnmeunya.lbl 0 ynakoBKu.

DidpTem - 3apebkTp|thoBaTaLLIA TO'YKOBaA Mapka

Mom~ cepum (LOT); 2(~0215
[Mata varotoenexus (MTC): 02/7 1

Cpok rogHocT (EXP): m



TECT And ONPEAENEHWA BEPEMEHHOCTMU

TecT-navyocka X115 Ka4yeCTBEHHOro MMMYyHOXpomaTorpaduyeckoro onpegeneHHa
XOpUOoHUYeckon) roHa;lorpollHHa (XFTY/HCG) B Youe Ye/loBEKA jith PaHHe

DN

ft ONarHocTmkn 6epemeHHocTn 3,0 MM
B C(X'TaBe:
1. Fcer-no.10cka - | wr.

®0.1bIHPOK.1HUbIN nakeT - | wrT. *

2.
1 TeCT 3. N|lcrp>knma no npuMeHeHuio.

MPOBEAEHWE .LLANTN3A

1./ 3aTeKnTe TCCT-NATOCKY U3 yNaKOBKHU.

2. MNorpy3snlCTecT-N0N0CKY BEPTUKANbHO B O6pax*n Mo4m KOMNom. 0603Ha'ltHHOM cTpaTkamm
Ha 5-10 cekyHp.

3. Tlo.loxuTtcTecr-1latoeky Ha POBHYH. HCKNU1bIB: IO W>10. uncnato NOHEPUMOCTb

4. CuwnTaiiTe pe3ynbTar YepeT 5 YMIWYT. XT He NOMHCY' 15 MUHYT.

T @

| MAX I max |l U
GepeMeHHOCTH HeT 6epemMeHHOCTb ecTb

MpomssonuTte.'n: (X X) +'3T.J1.10H MO NAKL H-. 14134.1. M(KKOBckas 06.1acns. i. A\Txa. >T. Mpor*MMmucux. 4. 4 .cTp.2.<ThHC 31?
Nnpec HpoHiBOJciiKi: (o14eucyto Huxe J1 luii B)

N; 1*<uxusn. 141983. MIx:k(xxckas ol nactb.!. Luxa. \n. Mp~upammucnx. n.4.ctp 4. 2 nax. MNMomeweHune 223«1.38uto bl N

B; Runbto Bknex'h Co.. LTD, RtKigsher*Tcxhnologk”il Zone. Lni\. Road. Shamou Cii>, 515063 Guanoing. C hina

Pervictpanvonyioe ynoctosepete Ne .

Mo TV 21.20.23-00S-1S023326-2021

N.15 npobcccnona.lbitoro n{HMeHeHNs n )«HcamorecrpoaaHMﬂ
Cpok \paHcteui 36 MecsiLeB B 3aBOJCKOMN YTTaKOBKC.

XpaHntb B oraiLTHBacMbix W BeHrawp4embiX MOMEWEHUM.HY U
TAXWENOPTHPOBATh BCEMU B>MAaMU KPbNTHO'TPAHCNOPTA W 3aBOACKOM

ynakoBKe. Homep cepum (LOT): 20210215

lie NpUMeHATb BHYTPb
GQ [Mata wsrotosneHus (MFG); LLI/2021

Yuncmuno nawcm.tccta 25 MME/UKT
:bxW\aTEdosalbl IpH rcyncpaixpe 10-X)C. Cpok nogHoctnt (EXP): 022(24

W3genne ctaCHuMbHO B TeyeHnme | yvaca [IOCK BCKpbITMA
nKInBHA>'a. bHOW YTTaKOBKM.

T4r W LCOA V "

*Afpec nponssoacTsa; A

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



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

TECT HA ONMPEAENEHNE BEPEMEHHOCTU

TecT-nosocka 4151 Ka4ecTBEHHOTo VMMYHOXPOMATOrpacthieckoro onpeseneHus
XOPUMOHUYECKOro roHagoTponuHa (XTHICG) B Moye yenoBeka A1t paHHei
[AnarHocTvkm 6epemenHoctn 3,5 MM KNOW NOW

B COCTABE:

1 Tect-nonocxa - 1 wr.

2 donbnoBamublii nakeT - 1 wr.
3. VIHCTpYKUWSi MO NPUMEHeHUIo

y3Ha|7| ceiyac C NMepBOro AHS 3aePXKN MeCAUYHbIX

NPOBESEHUE AHAZTV3A BEPEMEHHOCTW HET

1 Visene«|»ITe TECT-NOMOCKY M3 YNaKOBKM.
2 Morpy3nTte TeCTYK>00CKY BEPTTanbHO B 0°>a3en Moun
«MLOM. 0603Ha4YeHHOM cTpenkamu Ha 5-10 ¢ (yHa-

3 MNonasolre TeCT-NOMOCXKY Ha POBHYIO, MELIMTbIBAIOLLYIO. BEPEMEHHOCTb ECTb

YNCTYH NOBEPXHOCTb.
4.CunTaiiTe pernbTaT Yepes 5 WMYT. HO He No¥|Hee 15 MUHYT.

Mpomascmutens: 000 «3TANNOH NPOAAKLL ». 141963. MockoBckasi o6nacTb r.Ay6Ha, yn M3orpamMmmmcToB. 4. 4.c.2. ohnc317
An/aec rhomaBoACTBa; (OTMEYEHO HMMe A unn B)

ARxctei. 14173 MockcaBckasobnsctb r lybHa, yn MporpaMmmuctos, 4 4 cTp4.23nrax.Momewe»me223(138)nobTU

B: % Inbto Bioiech Co. LTD. Rongsheng Tecmolo”catZone. Urw Road. Shar4ou C4y. 515063 Cktangdong. China

KNOW MOW -3apernctp|wk»nsl/ilan ToproBas mapka.

PeructpayuonHoe yflOcropcpeiMie M i..

Mo TY 217023008-18Q23326*2021

AnanpodgeccnoHanbHoro nptiMOiiciBei nans camotectyd<»anHs

Cpok xp»H0 1mn 36 MecsLeB B 3aBOACKOM ynarake

Xpa»Brn> B arannn83d»4bIX W aeHTMIMP"MbIX nomen|es«dsx i

TPaHCMopTUPOBaTb BCEMW BUAAMU KPbITOrO TpaHcropTa B 3aBOACKON

ynakoBke

He Tpmmuillits BHYTPb Homvep cepx (LOT) 20210715

YACTBHTErbHOCTb TECTa 25 MAN/MN 1 Zars Herorano ms (VFG) 021202~

dkcnnyandosatb npu Temnepatype 10-30T . gx»nx»ocm(EXPi 022024

M3penne cTabunbito B TeuyeHne 1 vaca nocsne BCKPbITUSA
UKAMBUAYNBHOM yna*PBKu.

XPAHWUTb 8 CYXOM MECTE NPU KOMHATHOW TEMNEPATYPE

X 1 ® [sa -TW]A V

/"~pec npousaoactea A 16 724



TECT gnA ONPEAENEHNA BEPEMEHHOCTW

TecT-nmonocka AN Ka4eCTBEHHOro UMMYHOXpoMaTorpagmyeckoro onpejeneHns XoOpMOHMYECKOro
roHagotponnHa (XFT'Y/HCG) B mo4ye yenoseka 4.1 paHHel gnarHocTukm GepemeHHoOcTM 4,0 MM

KNOW NOW

A mpogeoooHaLlbLOro MoViEHEH/A W [iIA CAVIOTECTVI00BaH/A
C['.DKXFH—EI—I/FI 36 MecsiLleB B 3aBO/CKOI YT3aKOBKC.

XpaHWTb B OraaavB<ICMbIX W BEHTUINPYEMbIX MOMELIEHUAX ”
TPaHCNOPTUPOB33Th BCEMU B3MaMU KPbITOro TpaHcnopta B
33TBO/CKOI YNaKOBKE.

He npvmeHATb BHYTPb
YyBCTBUTE.TbHOCTb TecTa 25 MME/mMn
JKcaTtyatupoBaTh npu temnepatype 10-30T.

M3pe-Tuc  cTtabuibHO B TeyeHwue
WHAVBUAYaNbHOW YyNakoBKMU.

1 yaca nocTe BCKpPbITUA

)K VD |

Appec npounssoacTts;l: A

& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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Mpogasoglne.tb: OCHO «3TAJIOH TIPOOAKLWH». 141983,
MockoBckas o6nactb, r. Jy6Ha, yn. MNporpammucTos, 4. 4, c1p.2,
o(hwue 317

\jpec nponsBoacTBa; (0OTMeYeHO HMXKe A 3bTU B)

A: Poccusa, 141983, .MockosBckasa o06TacTb, . [y6Ha, yn.
MporpammuncTos, 4. 4, cTp.4. 2 3T1ax. MNMomeweHune 223 (138) no
BTU

B: Runbio Biotech Co., LTD. Rongslicng Technological Zone.
UnK. Road. Shantou City, 515063 Guangdong, China

PerucTtpalutoHHoe ygoctoBepeHue Ne ...
Mo TY 21.20.23-008-18023326-2021

Homep cepun (LOT): 20210215
[Jata nsrotonenus (MFG): 02/2021
Cpok rogHocTtn (EXP): 02/2024

3



TECT An4d OrNnPEAENEHNA BEPEMEHHOCTWU

TecT-nonocka gnsa KavyecTBEHHOro |/|MmyHoxpomaTorpa(bmquKoro onpenesieHNAa XOpMoOHNYECKOro

ft FEL\test

Ons lpodeccrmoHa. lbHODS NPUMEHEHUSA U /1 CaMOTeCTUPOBAHNSA
CpoK xpaHeHMs 36 MecsLLEB B 3aBO/CKOM yrnaKoBKe.

XpaHUTb B OTan/MBaeMblX U BEHTUIMPYEMbIX MOMELLEHUAX U
TpaHCnopTMpoOBaTb BCEMW BMAA.MW KPbLITOTO TpaHcrnopTa B
3aBO/ICKOI YNaKoBKe.

He npvmeHATbL BHYTPb
YyBCTBUTENbHOCTL TecTa 25 MME/Mn
akcnnayatuposaTb nNpu Temnepatype HKO-30T.

M3genve CcTabUnbHO B TedeHue
WUHANBUAYANbHOM YNaKOBKMU.

1 yaca nocne BCKpbITUA

VD 4°

r

Afpcy; nponssoacTea; A

& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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roHagotponunHa (XFT'4Y/HCG) B mo4ye 4ye.ToBeKa 4,15 paHHEN AMArHOCTUKKM BepeMeHHOCTM 5,0 MM

11poussogute.lb: OO0 «3TAJIOH TIPOOAKLUH», 141983,

MockoBckas 06,1acTb. r. y6Ha, ya. Mporp;lm.mucros. 4. 4, crp.2,
cxX}P)He 317

.Agnpec nponssoacTea: (0TMeYeHOo HKe A uan B)

A: Poccusa. 141983. MockoBcK:3 o6nactb, r. [Ay6Ha, yn.

ripoipiTM.MHCTOB. g. 4, cTp.4, 2 nax. lNMomeweHune 223 (138) no
BTN

B: Runbio Biotech Co.. LTD, Rong.sheng Technological Zone,
Univ. Road. Shantou City, 515063 Guangdong, China

PerHeTpalutoHHOe yaocToBepeHme Ne .....
Mo TY 21.20.23-008-18023326-2021

ot] Homep cepuu (LOT): 20210215
n CAEL  [lata w3rotosnenns (MFG): 02/2021

2 Cpok rogHoctu (EXP): 02/2024



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

KnnHca

medical

TECT HA ONPEAE/NEHVWE BEPEMEHHOCTMU

TecT-nonocxa ynbTpavyBcTBUTENbHasA A8 KA4eCTBEHHOMO

onpegeneHna XxopmoHn4eckoro nxagotponuHa (XF4/HCG) B moye yenoBeka ANs paHHel

AuarHoctukm 6epemeHHocTn 2,5 mm KJIMHCA MEDICAL

B COCTABE:

1 Tectuonocxa-1 un

2. ®onbrapoBaHHbIii NakeT - 1 wr.
3 WHcTpyKu|«1 no npwBeHeHno

TouHOCTb YYBCTBUTE/IBHOCTb 6bicTphlii

1 TECT-TOJIOCKA CBbILLE 99%

Nponakmuncnb: 000 «3TANOH MPCLLAXLWH» 1419B3. MockoBckasi o6nactb T. [lybHa
yn Mporpammmcn3e.g 4 ctp2. ohnc3l7

Agpec Ih OlaBemOcTBa: <ONrmMedeHo>Uke A MM B|

K Baccuii. 1419B3. MockoBckasi 06nactb r [ly6Ha yn lMpocamMmucToB 4 4 cTp4.2 arax.
Mbman&me223(138)nobTU

B:RuntopBoiechCo..LTD.RocgshBng'fecftnolDgKaiZone Link Road. Sranlou07.515063
Guangdong.Qm a

iCNHHCAMEDICAL-3apefHCTpwpnnajKian TOp»t>eaeti apKB
YBBYEC

Mo TY 2120234X»-1002332&-2021

AnaspodeccaonanbMoronpMMBUBKUMSA N 4NS CaMOTECTUPOBAHUS

Cpok xpaHeHus 36 MecsLeB B 3aBOACKO ynamosme

XpaHVITb B OTanrMBaeMmbiX W1 BeMTMfMPyeMbIX noMeweHnax u TpaHcnopTupoBaTtb BCEMU
€HOAKM UPLITON) TPTCNOPTA e 3aBOACKON yNalekKe.

He npyMeHATb BHYTPb
OKo¥lyatnposars npu Temnepartype 10-30T .

Mogsrme ctabunmio e TedeHne 1 yaca nocne BCKpbITUs MHavenayluK | HO ynakoBku
YyscTBUTErMCCTb TECTa 10

X T ® ra .i"cum x

Appec aponssopcTea A

tOMME/MN PE3Y/BTAT

Hovep cepm (L) ZAUAS
[eraamncanees 02048
i Qurooocm 0204
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TECT And ONPEAENEHNA BEPEMEHHOCTMU

TecT-nonocKa ynbTpay>BCTBUTENbHAA Xl Ka4yeCcTBEHHOro MMMYyHOXpoMaTorpaunyeckoro
oupeneneHns XOpuoHMYeckoro rovanoTponmHa (XrY/HCG) B Mo4Ye YenloBeKa XTA paHHer
ONarHoCcTuKn 6epemeHHocTn 3,0 MM

B cociaBc;

1. TccT*no.KKKa 1w,

2. ®o0.lbinpoB;1HHbIV naker " 1 nH.

3. WHCTpNn KMMA No NpUMenenHio.

1tect

C nepBOro AHA 3aAep>XXKn MeCAYHbIX

MPOBEAJEHWE AHA/TIN3A MAX

LNTTCKMTC TCCT-rK\MX:KN 13 >TlakoBKM.

6epemeHHocm HeT

2.Monn iine TcxA-nawckn BepTUK MbIED B MOYU KOHMOYe
0603Ha4YeHHOM CTpe3kamu Ha 5-10 cekyHA.
max  3E
. MwoXTe TeCTHIal0 €KY Ha POBHYIO. HEBT/bIBAIO W Y10. YHCTUX) loBCpxXHOVTb
4. CYElM1iite pc3ynbTaT 4epCl5 MW AT. HO HC MOMHee 15 MUHUT. 6ep9MEHHOCTb eCTb

1lpounlso.kre.lb: (KX>«'-JTA.1()H MO ANKLW H». 1419K3. M«x:Kc>iickas 061acTb, r. /1>~ a. >n. Mporpammucnx a. 4. cTp.2. ogmiC317
Appec (hoHsBogcTa: torxtc'icHO Huxke /1 10H B)

Poccus. 141983, Mockl>«ckas oaucTb. i. /lyCHu. yn. Mpcapammucax. 4. 4. crp.4.2 srax. MomeweHune 223 j 1O bl U
B: Rui”io Biolech Co., LTD. Ror~sher” Technologicai Zone. L'niv. Rood. Shantou Cit>, 5!5063Giui*ckTi\g. Oiina

PTmrrpawtomioe yjocroeepeiMe Ne ...

Mo TY 21.20.23-008-15S023326-2021

Sl vpodeccmoma.lbHUTM UPUMLWEHUA HX M cayllecrapoBaHus
Cpok xpaHeHMs 36 \tocsINeB B 3aBOM3CKOI YNKOBKC.

XpaHUTb B OTAaTMBACMbIX U BCHTTUPYeUYbIX MOMEWEHUAX W
TpaHclopTHPOBaTb BCEMW BWUMAMU KPbITCHO TpaHCTIOpTa B 3aBOACKOIA
yTlakoBKC.

Homep cepum (LOT): 20210215
He ]:pMMCHﬂTb BHYHM»

Y>mTrlrcnbHocTbTCCcra IUmME/ w fwi]  fara usrotosnern (MFG): 02/2021
JKkcnnuatuposaTbnpuTemMnepatype H0-30C. S CpokrevHoem (EXP) 02/2024

MNnesnc ctabaTbHO B TeueHue 1 yaca noese BCKpbITUA HH/IMBHNY'a.3bHOM

T W QG A V

Appec npomssagcTea: A

673724 793228
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TECT And ONPEAENEHNA BEPEMEHHOCTMU

Tecr-nonocka y.lbTpavyBCTBIFrC.lbHaA 418 Ka4yeCTBEHHOro MMMYHOXpOMaTorpadmnyeckoro
s onpefeneHnsi XopuoHMYeckoro roHagotponmHa (XrY4/HCG) B Moye YenoBeka .M paHHel

‘ ONarHoCcTUKN 6epeMeHHOCTM 3,5 MM
Bcociauc:
1. TccT-non<k:ka — | wr.

2. ®onbinp08auHblii naker 1w,
3. MHCTPYKUNA NO MPUMCUCUUIO.

1TecT

MPOBEAEHNE AHA.1IN3A

EVxTcKwc Teer-nttiocK) K34MakoBKU.
2.1loipA‘jinc TccT-naTock\ BepT!KanbHO B o6pasel \K>LW KO»LWOM.
060'MbTUCHLIOM CTPeTKaMH Ha 5-10 CCKNHA.

3. TlaToxXle TecT-Nanock> Ha p3BHYTO. HeBNUTbIO IO W >X>. YIK.T\*io IKOBEpXHOCTb

4. C'Hnwne pennbTaT Yepe3 5 MUHYT, HO HC norwsee 15 MUHYT.

C NepBOro fHS 3a7ePXKKN MEeCSUHbIX

| MAX
6epemeH HOCTW HeT

| 1N MAX  n
6epeMeHHOCTb eCTb

llpounT).wTe.lb: CXK) *3T.JIJTOH MPOAAKLU WN*. 141983. M (kkoHcbl s oftiiK'n.. T. Jly-6Ha. yn Mporpammucnx. X 4.cTp 2. opuc 317

\ipec Ip (w»o0.® ba: (osakucHo HUXe A aw B)

N; plkicnH. 141%3. M/ KkkoBcKas 06.iacth. r [><xa.>n. MpoHMMMACOH. N 4. cip.4. 2 3Tax. Mo\knk*Hk- 223 (138) rio BTU
B: Kunblo BkmeeHCo.. LTD. Rix?isheng TecHnok)"k:al Zone, t ni\. Road. ShamcHJ Ciiy. 515*363 Guan”mg, China

Fet}rgi\d}{@m{Nd\b..
Mo 21.20.23-008-18023326-2021

JNins npoteccnoHa.lbHOro NPUMEHEHNA UM N ca’TenupoBaHuUs
Cp<K XpaHeHMWs .36 MecsLLeB B TaBOJICKOI ynaKoBKe.

XpaHWTb B OrawuBaemMblX W MWeHTW.IHP\eMbIX MOMeWEHUs.x W
WMpl}KI‘IL W:emn B3Maxw KpbNoOro TpaHcnopTa B 3aBOACKOW

He npHMTATbL BHYT”
YyBcTBUTCAbIOCTbTECTa 10M.ME/Mn
3la:nn>atuposaTh npu Temnepnnpe 10-30C.

WMILitiHC ctabunbHo B leveHne | vaca iiocie BCKpbIXA MHAMB)M>UIbIA T
yiiaKOBKH.

T ® [IY1.r CNjA V

MEenosowa A

L H}ﬂ)cepvm (LOT): 2Q21Q215

Jata HarotoBneHT (8NeG): 32/2(K1
N cpokrogoctn (EXP): 0274

16

73724 793228



TecT-nonocka
onpeneneHNs XOPUOHUYECKOTO

<)
'

[ npogpeccroHansHoro MOUVEHEH/A v [1A CAVIOTECTVO0BaH/A
Cpok XoeHEHMA 36 mecsiLes B Wyna}(oske.

XpaHUTb B OTan/MBaeMblX W BEHTU/IMPYEMbIX MOMELLEHUSAX U
TpaHCMopTMpOoBaTb BCEMW BUAAMW KPbITOFO TpaHcrnopTa B
3aBO/CKOW YT3aKOBKeE.

He npvmeHsATbL BHYTpb
YyBCcTBUTE.3bHOCTL TecTa 10 MME/m,T
.OKclblyaTupoBaTth npu Te.mncpatypc HO-30C.

M3genve cTabrblbHO B TeuyeHue
VHAMBUAX'a/IbHO YNaKOBKMW.

® K.

/Yppec npomnssoacte:!l: A

1 yvaca nocne BCKPbITUA

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

ans

roHagotponuHa (XFY/HCG) B Mouye 4YenoBeka ANs paHHel
AvarHocTukm 6epemeHHoctn 4,0 mm KNOW NOW

31

TECT An4d OMNPEAENEHUNA BEPEMEHHOCTU

YyNnbTpavyyBCTBUTENbHAA

Ka4eCTBEHHOTO I/IMMyHOXpOMaTOFpa(*)I/ILIeCKOFO

[NpounsBoguTens: OCHO «3TAJIOH MPOOAKLIH*,
MockoBckasi 06nacTb,
cTp.2, odhuc 317

1\Ipec Npon3BOACTBa: (oTMeueHO Huke A nnm B)

A Poccusa, 141983, MockoBckada o6nactb, r. [y6Ha, yn.

MporpammucTos, 4. 4, cTp.4. 2 aTaxX. MNomeuweHune 223 (138) rio
BTU

141983,
r. Ay6Ha, yn. lMporpammwucTos, 4. 4,

B: Runbio Biotech Co.. LTD, Rongsheng Technological Zone,
Univ. Road. Shantou City, 515063 Guangdong. China

PeructpaupoHHoe yaoctosepeHue No ...
Mo TY 21.2().23-(t08-18023326-2021

llotl Homep cepun (LOT): 20210215
[Jarta nsrotoeneHus (MFG): 02/2021
2 Cpok rogHoctu (EXP): 02/2024



TecT-nonocka

3

TECT ANA OMNPEAEIEHNA BEPEMEHHOCTU

ynbTpavyyBCTBUTENbHAA ANA KayeCTBEHHOTIo I/IMMyHOXpO.MaTOFpa(i)I/ILIeCKOFO
; onpefeneHNs XOPUOHWMYECKOro roHagoTponumHa (XTY/HCG) B Moue uenoBeka AN paHHel
. ANarHoCTUKN 6epeMeHHOCTU 5,0 MM
,ﬂ,lﬂ lpoheccnoHa..lbHOLX) NPUMEHEHUS U NNsi CaMOTeCTUPOBaHUSA Mpoussogutenis: OO0 «3TAJIOH TIPOOAKLUH., 141983,

CpoK xpaHeHUs1 36 MeCANCB B 3aBO/ICKO YNaKOBKe.

XpaHUTb B OTaruMWIOMbIX W BEHTUIMPYEMbIX MOMELLEHUSX U
TpaHcnopTUpoBaTb BCEMW BW/IaMW KPbITOro TpaHcnopTa B
3aBOACKOV YNaKoBKe.

He npumMeHAlL BHYTPb
YyBcTBUTENbHOCTL TecTa 10 mME/nu
JKcaTyaTtapoBaTb npu temnepartype 10-30t.

M3genue cTabunbHO B TeyeHue
VMHAUBUANASIbHOW YNAKOBKU.

1 yaca nocTe BCKPbITH

vD [

Afpec npoussogctea: A

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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Ma3axkoBckas obnactb, r. Ay6Ha, yn. MNporpammucTos, 4. 4, cTp.2,
ochuc 317

\Zpec nponsBoacTea: (OTMeUYEHO HMKe A 3un B)

A: Poccua. 141983, MockoBckaa o6nactb, r. [Ay6Ha, yn.

Mpolpam.mucToB. 4. 4. cTp.4, 2 atax. MNMomeweHne 223 (138) no
BTN

B: Runbio Biotech Co.. LTD, Rongsheng Technological Zone,
Univ. Road, Shantou City, 515()63 Guangdong, China

PervicTpaupmomnHoe yaoctoBepeHue Ne .....
Mo TY 21.20.23-(K08-18023326-2021

Homep cepun (LOT): 20210215
[Jata v3rotosneHust (MFG): 02/2021
Cpok rogHoan (EXP): 02/2024
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ANY AC

CNocob NPUMEHEHNA:

1. WsBnekuTe TecT*nonoc»c\' B KacceTe wu3
ynakoBKu

2. TomecTuTe wcce y HO YUCTYK POBHYK
naBeoxHocTb OT6"eon”™e oGpasel, Moun
C nomowbi npu/*aroemMoil nuneTtkn u
MeANeHHO HakanaiTe 2*3 an.nu B vhkv
A‘fo6pa3no Ha KacceTe,

3. Cuutaiite pesynbTar yeoes 5 MUHYT, HC
He nosfHee XaUTUHYT

KNOtV 5ccerncn>pab>4os Tcpraea’ mapc
fAHCTrcunobboe yzocT:10eceHue
't TV 21 2025-00C-16025526-2021

nac<}x:<cU(>lansHero rp#riChHeTZio v A com & ecTvipoBa
Ci» 36 8 <aBofl00M YrOCBLb

XpomuTh._ i O'E)tbljb'quiﬁ: Ul bemmg\gmm» @Kﬁmeﬁz 1 *pocTx]pnioc«:ae

TYYCH-b B4-TPb
YHIB1'e"oHoCTb TecTe 25 MVE M-

Jenuyarvipescre>thH Tesviepcrype 10-30 <

VBaenvie cTobunaHe a “eyeH« 1 4oca rocTe BeXQbHA VAR eHAYaTHA yraidE™ .1

W+ @ 1vp, :tr LT

TecT-nonocka B KacceTe A1 Ka4eCTBEHHOIO
MMMYHOXpOMAaTOrpauyeckoro onpepeneHus
XOPWOHMYECKOro roHagotponuHa (Xr4/HCG)
B MOYe 4YesioBeKa A/l paHHel
4 OMarHocTukn 6epemeHHocTn 3,0 MM
KNOW NOW OPTIMA

| fecT-TOAcaa B toTXere - i wn
2 Turerio MNAOrTVKoEs3 OfHCpa3cBaa - | L
A 5. Go-"bMpovaHHorii 0T 1 L
1 W CTQNe(Va no "Mven?T1:C

WHTEPNPETAUWA PE3Y/NIbTATOB:

OTpuuaTenbHbiii: ToSABNEHUE e OKOWeukKe
KOoCcCeTb' TO/MbKO OfHOW TEeMHOW nuHUM B
KOHTPO/IbHOW 30He p . OTo 3HauuT 4’o BblHe
6epemMeHHB

MonoxutenbHbii: [0AB.NeHMe b OKOlWeuvkKe
KacceTbl ABY» TeMHbl» JIMHUIA B KOHTPONbHOW (Q
n *ectobOi (T) 30Hax. 3’0 3HAYUT, YTO 6bl
6epeMeHHbl. VMHTEHCMBHOCTb OKpPacku NWMHUN B
TECTOBOW 30HE MOXET OTANYATLCH OT NIMHUM B

KOHTPO/bY'Oll 30Ha

MoamKmICY OCHO 9 A*CH TPOIA-iIH . 1419B5 ?/1x>030csi conocts *
A,6k. TomemtO6 44 :Tp2 odme 517

ABA*HC " mu3BCACTEO a vjiBj

A ftx-oa 14:983 MocBsoca ccocTb. ¢ [ypto. >n Mborvevmvactos 4 4 cTpf,
27K 223 (139) IceEn

B Rtrbc Bovecn Cq, JD Reogjber-g ‘acbnobpatoo! Zone 1/ nood Shontcj Cr,.
515065 Goengaoog Cnro

Hovep rpw iLOT) 2Gi21025
__ JsH3rTcEreHl'-MEG'222C2"
- r2cn,
'70.'3803rT38 A



TecT-nosiocka B KacceTe pA.14

)

‘ 6epemeHHocTM 3,0 MM FEAtest

s rpopeco/oHalsHAX) MovEHEH/A W APA GAVIOTECT0BEH/M
CpoKXBHEHM 36 MecaLies B JiiBoacKoii ynakoske.

XpaHUTb B OTan/IMBaeMbIX UM BEHTUUPYEMbIX MO.MCLUEHUSIX U
rp;LWCATPTMPCTBATL BCEMMU BWIA.MM  KPLITXTTO TpaHcrnopta U
MBO/EKOi YNaKoBKe.

He HuverAL BT
YyBCTBUTE/IbLHOCTb TecTa 25 MM E /L
JKcIrTyatnpos;irb npu Temnepatype 10-30°C.

WNtac-THe cTabaTbHO B TedeHue |
VHANBUAXUTBHOW YTTaKOBKMU.

Yaca nMNocCTe BCKPbITUA

T

Appec iipoiuBoatTBii: A

VD

Y4 A

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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TECT /1 OrNPEAENEHNA BEPEMEHHOCTN

KauyeCTBEHHOT0 MMMYHOXpPOMaTorpaguyeckoro onpegeneHus
XOPMOHWYECKOFO TroHagoTponuHa (XTY/HCG) B Moue 4YenoBeka [.151 paHHeil [AMarHOCTUKU

Mpounssogwens: OO0 «3TAJIOH TUIOAOAKLIH*, 141983,
MockoBckas obnacTb, r. lybHa, yn. MNMporpam.MucTos. 4. 4, eTp.2,
o({wuc 317

\apec nponssoacTaa: (0OTMeYeHO HKe A unum B)

A: Poccusa. 141983. MockoBckas o6nactb, r. [Ay6Ha, yn.
11X)rpaMMmucToB, 4. 4, cTp.4, 2 ataxX. MNMomeweHne 22.3 (138) no
BTN

B: Runbio Biotech Co.. LTD, Rong.sheng Technological Zone,
Univ. Roiid. Shantou City, 515()63 Guangdong, China

PerucTpatutoHHoe yaoctoBepeHue Ne .....
Mo TY 21.20.23-(K08-18023326-2021

Homep cepymn (LOT); 20210215
[Jata varotoerneHns (MFG): 02/2021
Cpok rogHocn (EXP): 02/2024



TECT gnA OMNMPEAENEHNA BEPEMEHHOCTU

TecT-nonocka B KacceTe A/ KauyeCTBEHHOro WMMMYHOXpomaTorpauueckoro onpeaeneHus
XOPMOHMYECKOTo roHagoTponuMHa (XTY/HCG) B Mouye 4enoBeka AN paHHel AUArHOCTUKM
6epemeHHocTn 4,0 Mm LADYTEST -C

Na npogeccnoHa.lbHOro rNMPUMeHeHUs U Ans camoTecTUpPoOBaHUA Mpoussogutens: 000 «3TAJIOH MO ANKWH*, 141983,
p p pat p p it

CpoK xpaHeHUs 36 mecsiLeB B 3;1BOJCKOI yrNaKOBKE.

XpaHUTb B oOrarbiMBaeMblX W BEHTUNMNPYEMbIX MNOMELLEHUAX U

lpaHcNoOpTUPOBaTh

MockoBckasa o6nactb, r. Jy6Ha, ya. MNporpamysuctos, 4. 4, cTp.2,
otuc 317

Appec npoussoacTea: (0OTMeYeHO HUXXe A nnu B)
BCEMW BMUAAMWU KPbITOro TpaHcnopta B

3aBOACKOr! yrnakoBke. A Poccusa, 141983, Mrxkosckaa c36Tactb, r. [y'6Ha, yn.

He NpUMeHATbL BHYTPb

MpodamysucTos, 4. 4, cTp.4, 2 aTtax. MNMomeweHne 223 (138) no
BTU

YyBCTBUTENbHOCTL TecTa 25 MME/Mn

B: Runbio Biotech Co., LTD, Rong.shcng Technological Zone,

JkcaTtyaTmpoBaTtb npu Temnepatype HO-30C. Univ. Road, Shantou City, 515()63 Guangdong. China

M3genue cTabunbHO B TeyeHMe 1 uaca Moc/fe BCKPbITUSA PerucTpaumoHHoe ygoctosepeHe Ne .....

MHAVBUAYaNbHOU YNaKoBKU.

Mo TY 21.20.23-(K08-18023326-2021

-0'C- - Homep cepwt (LOT): 20210215
VD | I\
r [Jarta nsrotosnexus (MFG): 02/2021
Afpec npoussopcrea: A Cpok rogHoctn (EXP): 022024

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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TECT OANA OrNPEAENIEHNA BEPEMEHHOCTU

TecT-nonocka B CTPYyWHOW KacceTe

onpepeneHmAd XOpMOHMYECKOTOo

Ana  KadeCTBeHHOro I/IMMyHOXpOMaTOFpa(*)I/I‘-IECKOFO
roHagoTponnMHa

(XF'Y4/HCG) B MO4Ye 4yenoBeka

AN paHHeli AMarHoCTUKKN 6epeMeHHOCTH 6,0 MM

4,19 NMPOCPECCMOHA.1bHOLL MPUMEHEHUS H [i/1 caMareCTUpOoBaHUs
CpoK xpaHeH1s 36 MEeCSILIEB B 3aBOLCKOI YTAKOBKE.
XpaHUTb B 0TaasuBacMbIX WM BEHMUUPYEMbIX MOMELLCHUAX W

TPAHCMOPTVPIOBATL  BCEMM  BUAMM  KPbLITOFO  TPaHCMopTa B /ATPEC MPOVISBOACEA: (OTMEUEHO HIDKE A 3bM B) S 2
MOLCKO >HaKOBKe. A Poccna. 141983, MockoBckast  (TBsTaCTb. T, VA,
He MpuVEHsSb BHy TS MporpamMmncTos, A, 4, cTp.4. 2 sTax. MNomeweHne 223 (1.38) no BT

B: Runbio Biotech Co., LTD, Rongsheng Technological Zone. Unix.
HyBCTBATENEHOCTL TeCTa 25 MME/UET Road, Shantou City. 515063 Guangdong China 0 |
SkcaryaTuvposaTbnpuTeMnepartype F330X PervicTpaLoHHoe yiocTosepeHite N ° 0 X
V3genve cTabwibHO B TeyeHue 1 uaca MoOCTe  BCKPbITTiS Mo TY 21.20.23-008-18023326-2021 >

NHNMBWXa/TbHOH YTMaKOBKI.

Mponssogutens: OO0 «3TAJ/IOH TPOOAKLLUH*, 141983

MockoBckasi 06r1acTb, T. [dy6Ha, yn. MporpammncTos, . 4, cTp.2,
othme 317

Apnpec npownssoacTea: A

o= ¢

1 ACpEC NMPOU3BOACTBA:

(o}

TECT AnA OrnpPeAe/1IEHNA BEPEMEHHOCTN

TecT-nonocka YNAbTpauyyBCTBUTENbHAass B CTPYylHO KacceTe Ans  Ka4yeCTBEHHOTO
MMMYHOXPOMAaTOrpaghMueckoro OnpeAeseHnss XOPMOHUYECKOro roHagoTponuHa (XMTY/HCG) B Moue
yenoBeKa 1 paHHel AMarHocTUKM 6epeMeHHOCTH 6,0 MM

‘9 H 1I0H.1bHOTO MPVIVEHEHV 11 X5t CaMO3 CCriA A
il 7 poBaH
CpOK XpaHeHVsl 36 MeCALIEB B 38BO/ICKOI YTaKOBKe.

XpaHWUTb B OrawiliBaeMbIX W BeHTTL3VPYeMbIX MOMELLEHNAX n
TPaHCMOPTMPOBATL BCEMW BW1aM KPbITOro TpaHCMopTa B 38BO,£I,CKOI/I
YIMaKOBKe.

He npyveHsTTL BHyTpb
UyBcTBUTENIbHOCTL TECTa 10 MMIE/Mn
SKCwnyaTmpoBath Mpy Temneparype 10-30C.

Vi3gervie CTabWibHO B TeueHMe 1 uaca MOC/ie  BCKPbTUS
VHAMBIAYa/bHOM YTIAKOBKUA.

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

Mpowssopguten: OO0  «3TAKOH  TMPOAAKLLKO. 141983
MockoBckasi 06.:aCcTb, T. [y6Ha, yn. Mporpammmnctos, 4, 4. cTp.2.

ogmc 317
1 AITEC NPpomn3BO/aBa: (OTMeYEHO Hbke A i B)

A Poccrsi. 141983, Mockosckas oBsractb. I [ybHa, Y.
M|torpamMmncToB. £, 4, cTp.4,2 atax. MomelleHme 223 (138) no 5TU

B: Runbio Biotech Co.. LTD, Rongsheng Technological Zone, Uniy.
Road, Shantou City, 515063 Guangdong. China

PerucTpaHroHHoe YaocroBepawie No ...
Mo TY 21.20.23-008-18023326-2021
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MINMINK 0>

abous

0> MacH-ENCBOVnonveviH Hi-Hd
- jrLjv) sHHuodioveHOJ ojoMoahHHOHdoxHHHaudt/aduo

ojoxaahH”cijoiaHoditoHAwNnH ojoHKaexaahBM H1L/ eH30MOoMn-x3ax

1 TecT

1) C NepBOro AHs
3afepxkKn
MECAYHBIX

WHTEPNPETALMNA PE3Y/bTATOB:

O TUNeNbHbIN:  MOsBMEHVE TOMbIO  OAHOM
TEMHOV /MHAN B FOHTPObHOM 30HE 3TO 3HALWT,
4TOBbIHEGEPEM Hbl.

MONOXUTENbHBIA:  MOSIBNEHVe  [ByX TeMHbX
JVHWA. 30 3HAWT, YTO BblGepemeHHbL.
VHTEHCVIBHOCTL /WHAM B TECTOBOV 30HE MOMET
OTAHHOTbr0B OT JHAN6 FOHIPONbHOIA 30He.

y3Hawm

A"CENYAC!

WwmnmpokKas nonocka
S J 4YeTKuih pesynbTart

TECT NS onpeaeneHns 6e” MeHHOCTU]

4)y 3HAWN CENYAC!

MPOBEJEHVE AHANN3A:

1. VBBnekuTe TECTHIOKOCY U3 YTIAKOBKU.

2. Torpyaute TecT-MOMOCKY BTUIONbHO B
obpaseL, MoO4YM KOHLOM, C”~3Haye” oM
cTpenkamu Ha 5-10 cetepifi,

3. TlonoxuTe TecT-MoAOCKy Ha  POBHYHO,
HEBIMVTLIBOHOLLYHO, YVCTYHO MOBEPXHOCTb

4. CuuTaifte pesynbTar yvepe3 5 MAHYT, HO He
nosgHee 15 MaHyT.

UyBCTBUTENBHOCTL TecTa 25 MVE/M

He NpyiveHSTL BHYTPbL

SHcryatvpotol 1] npu Temneparype 10-HO°C.
V3genvie ac™MnbHO B TeueHvie 1 doca nocne
BCKPLIVA KHOVBAAYaNEHOM YTaKOBKA

Cpok XpaHwmA 36 MecsLeB B 3aBoctoii
yTiotoeKa

XpaHTb B OTarMBaeMbX W BEHTWIPYEMbIX

TOMEVIOMTTK 11 TPOHCTICPTUPOBATL aCeMT BUfaMA
KPbITOrO TPAHCTIOPTa B 3aBOACHON A KLU &

TecT ANns onpeaenieHnst 6epeMeHHOCTH

JAnsi NpotheccmoHanbHoro
NPUHEHEKNS
nana camoTecTupoBaHma
PencTrb. a:-"»X A«Toaepe-HC
rcTA'21232>0M-T9C233»i:Ci
Mponssogutens 000 «3TA/IOH

r?gfi)g)ﬁi] -rlﬁ e' A Mqocacsﬂo%ﬁ

ocpnc3T?
Appec npousBcacTea oTWeveHo V)
Ooca« 141983 »AaocK'as o6nacTe

[—3>410p3u; 4
| VRS
&crkii Ca. LTD Narsyxng
ch'atogicai Zone. Usv. Read
dr-otdrjr.SlaCti;*i7j3;-s.CTna
NPUMEHSATH BHYTDb

3O fIOW: XXISIApAS»y*<» TorFcst

P mm
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M/IM MnNV NN 0> MOOMHaNadao Mmmm

aS!™a (33 W X) aMHuodiomHOJ oj<M»a».w40Mdox MHNauaVaduo
ojoM3ahMpedJOiCNodxoHi(NNM oxoHHaBx3abn Mitf naonocblaax

3C nepsoro gH4g
3afepxku
MECAYHBIX

WHTEPMPETALWNA PE3YNbTATOB;

OTpuLoTeNnaybIii:  rMosiBeHVe TOLLICO  OfHOM
TemHol AVKSLB IOH(IOMMI 30HE 3TO SHOMTT,
YTO BblHe GepeMeHHbL.

MOMXKUTELLbIK; nosBneHne  [BYX Temuw
JMHWIA. DFO 3HOHWT, YTO Bbl GepeMeHHbI.
YKNeHonGHOC1b /MHUN B TECTOBOIA 30HE MOMET
OT/NYATE-CA OT MHIUN B KOHTPO/LMON 30HE.

Wwupokas nonocka
YeTKMI pe3ynbTat

TECT A/151 ONpefesieH s 6epeMeHHOCTU
TecT-nonocka No2 - ABOVIHOW KOHTPO/b

NMPOBEJEHVE AHANIN3A;

n"3BnekuTe TECT-MONOCKY U3 YraKOBK.

I'Iorpya]:e TeCT-MoNoCKy ~ BEepPTUB3/bUO B
obpasel; MO4YM  KOHLIOM, 06GO3HA4EHHOM
CTpenvomm Ho 5-10 cekyH/,

3. Tlonokute TeCT-MONOCKY HO  POBHYHO,
HEBMTLIBALOLLYIO, YVCTYHO MOBEPXHOCTH

4. Cuuraiite pesy/LATOT Yepe3 5 MUHYT, HO He
nosaHee 15 MaHyT.

UyBCTBUTENBHOCTL TeCTO 25 MVE/BM
He rpyveHsTs BHY TP
BVCryLLMPOBOTL Mpy TeMrepaTtype LL-30*C.

VBeMTe CTabWibHO B TedeHue 1 yaca rnocne
BOCPLTM VLYVBATYCYILICI Y THVIOBKK

Cpok XxpotoHus 36 MecAjee B 30BOACVON
yTKacena

XpCMTTb B OTOMVIMBAEMBOC W EEHTWIMPYeMba
roOMeLLIEHM« 11 TPaIONCPTUPOBOTL BCEMM BUfaMA
KPb/IOr0 TPCK3TOPIO B 32BOACKOI yroM3ae

TecT Ans onpeaeneHnsi 6epeMeHHOCTU

CEMNUYAC!

KON,

Anst npocheccroHansHoro
MpYIVEHEHS
V1A CaMOTECTVIPOBAHMS
o /\apaoeepsl/f«
rcTy212:23°M-19C2J3:«i21
Mpoussogutens OCO «3TANOH
FPOCAKIH» mm119a3.Moocac<ssobnactb

y.r Mpcrpam’mcres a i cTp2

AAcBC TpousBcA:Taa «3T«euybHo V)
~occT M19S3 >Aackx-as o6naem

c.-bc Beell Ca. LTD 4yjstpg
iech” 3tog' U d
oA R stk
(MPAVDHTb

I SOWERPSGIOR

Wpa

795

121 HAiapcec-v'LOT) 2C212'5
Maranra~:ancm>* W G* 526C21

u Cocrrea3cT>I(EY?: 022024
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HCG URINE PREGNANCY TEST

TECT A/191 PAHHEM AVArHOCTUKN BEPEMEHHOCTU
MPOBEAEHVE AHATN3A

* N3BnekuTe TeCT-nonocay u3 ynakosku.

« [KypyauTe TeCT-NIoNoCKy BEPTUKa/IbHO B 0GPasT” blouu
K(%—UCXJ. 0603Ha”eHHCM Crpenkalim Ha 5-10 cekyHp,

* T10/ICOKITE TECTUXXIOEXY HA PO»4YH0. HEBMUTLIBAOLLYHD,
YUCTYIO SIOBEPXXKKTb

*CuuTaiite pesynbTaT Yepes 5 MUHYT HO He nosgHee 15
AVHYT.

OTPULIATE/IbHbIA
Bbl HE GepemeHHb!

MONOXUTENbHbIA
Bbl 6epemMeHHb!

TECT.qnﬂ paHHell

Mpycaw||FTsi>a.4 np4

r“AﬁW@nq Ian»M*0y 4 1Z0ne. ty*>- Sloaa Stuc«oi.

FEAtest

YY8CTB41TENbLIIOCTDH 25 MMel N

OcHoBaH Ha <3pe”3ffeHn XCproHnyectoro

renagoTponuHa (Xr'4) B Mcme

TOYHOCTb M.9%

[llaeT pe3>?bTaT 1Cnonb30B3” N«M € NeaBCro iiH«i
MAKTP>'an’n

BEbICTPbIA OTBET

PesynbTaT n3BECTM yXe Yepe3 3 MUy>'Tbl.

SICHbI PE3YNILTAT
Bosee nmmpokast. Yem 06bIUHbIE SI0I0C3CU. TAT-10/10CKa
nokasblBaeT YeTHblli pea taT

I Cvlollworo npumeHeHusa n ana

CfXM xpaHeHa» 36 Mecsic” B 3aBOACKOI ynak(xke.
XpaHuTb B CITA/I/IMBIEMbIX 1 BEHTUNINPYEMbIX

XM el eHusaX 1 TpaHCnopTupoBaTh e cei’ Buaamn
KPbITOrO TPAHCMOpTa B 3aBOACKOI ynakcioke

He npumeHATb BHYTPb

dkcnnyarnposaTh np>v Temnepatypio 10-30X

W3penve ctabunbHo B 1uaca nocne BCKPbITUA
VHANBNYaNbHON YI0aKoBK!

PervcTpaunomHoe ygoctoBepenune Ne.....

Mo TY 21 20 23-008-18023326-2021
FEAtest - 3apeructpupoBaHHas Toprosas Mapka.

1111111
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TECTA ONA panneit
ONATHOCTUKN
BEPEMEHHOCTM

TECT ANA PAHHEW AUATHOCTUKW BEPEMEHHOCTMH

EXxpress

TecT-nonocka ANs Ka4eCTBEHHOro UMMYHOXpoMaTorpauyeckoro
onpegeneHnsa XopuoHMYeckoro roHagotponuHa (Xr'4/HCG) B moue
yenoseka ANa paHHel anarHocTukn 6epemeHHocTn 5,0 mm FEAtest

B COCTaBe:
1. TecT-nonocka- 2 wr.

2. ®onbr1MpoBaHHbIN NakeT - 2 ujt.
3. KapToHHas kopobka-1 wm.

4. IHCTPYKUMSA MO NPUMEHEHNIO

ZSF», MaHebB-11r. 22311317100l

SIEBGEMepHr Gt

FEAtest

HCG URINE PREGNANCY TEST

TECT /19 PAHHEN AVATHOCTVKW BEPEMEHHOCTU

MPOBEJEHVE AHANN3A

* N3BnewTe TECT-TNOroc>y 13 yravoBKM.

« MN(xpyanTe TBCT-NI0MOCKY BEPTVKa/bIO B 06paseL, Mo4n
KOHLIOM, 0603Ha4eMoM cTpenkamu Ha 5-10 cMyHA.

* MoNoXKNTE TECT>N0I0(>KY HA POBHYHO, HEANMTbLIBAIOLLYHO.
YMCTYIO MOBEPXHOCTb

*CAT/Te pesynbTar yepe3 5 MMHYT HO He no3guee 15

OLIEHKA PE3Y/IbTATA
1= | OTPULATE/NbHbIA
Bbl HE 6epeMeHHb!
= 11 NONOXUTeNbHbI

6bl 6epeMeHHbI

YYBCTBUTE/IbHOCTb 25 MMENWI

OotoBaH Ha anpefen/iHnd KOpMOHNYEeCKora
roHagoTponuHa (Xry) s

TOUYHOCTb 99.9%

/3eT pe3ynbTaT Npy UCNOML>30BaHNN C MEPBOTO [HSA
3a7epXKN MAXITpyaaun

BbICTPbIN OTBET

PesynbTar n:»ec7eH yxe 4epeE3 3 M«d>Tbl.

SACHbIN PE3YNIbTAT
Bonee wipokas. 4em 066141 (N NONOCKU, TECT-I0/10CKA
ooKallaaeT yer<a«ii pe~nbTar

Ans npoeccnoHanbHOro NPUMeEHEHNUS U ANA
cwaoTtecTupoaammsa

Cpok xpaHeH1H136 MecsLEeB a 3aBOACKON ynakoBke
XpaHWTb B OTan/IMBaeMbIX N BEHTUTTPYEMbIX
nM(BUAET4AX N TPAHCNOPTMPOBATL BCEMU BUAaMN
KpbITOTO TPAHCMOPTa B 3aBOACKOI ynakoBke

He npuMeHsTb BHYTpb

C~ccnnyatvpoBatb Temneparype 10-30 |

M3penue cTabunbHO B TeyeHne 1yaca nocne «pdbitns
VHAVBUAYaNbHOM Yraoeku

PeructpauynoHHoe ygoctoBepenve No ...

Mo TY 21-20.23-008-18023326-2021
FEAtest »3apeructpupoBaHHas To|xoBas mapka.



AAONMONX

iDVhM 3D
MVHEA

OlOHMaax3obes tnJa MeHUMaxMamBXbBbxan/1 exxxxolmagl

BblcOKasi UyBCTBUTENbHOCTb
10 MME/mMn

K e B

TECT ANs onpefeneHns

Y3HAW
X CEWNYAC!

B COCTABE;

1.TecTt-nosocka - 1 wr.

2. POoNbLrMpoBaHHbIl nakeT - 1 wWrT.
3.KapToHHasa kopo6ka - 1 wrT.
4. VHCTPYKUMA /10 NPUMEHEHUIO

k w 0o w

N
6epeMeHHOCTH

TecT-n0n00ca ynblpa4yyBCTBUTE/IbHAA 7151 KAHECTBEHHOTO MMMYHOXPOMATOrpaduyeckoro
ornpeaeneHns XopuonTeCKOro roHagoTponuHa (XMY/1NCC) B eHe YenoBeka AN paHHen

1 o

POKX *»* 00U 3'ViJH 1419ej *bxK>cs I60OCT»
i/>*2 w. fpunoMCT-ji. A 4 cipl aC>c 317

Vipec rcioksiouc'M tTve«H” V)
141N3 Mnsaoo- oCuarb. 1V jki ¥-

A cip4 2 won. T>en?»me 223 w PH
rn» Ektett Cii DD 2k«a*lerg «dmchco ire

.Jxrtal Cdy 51506? Gijorolonc Ct«i

NMPOBEAEHWE AHANTN3A:

1./eBASKUTE TECTUXHOOKY U3 YTIAKOBKM.

2Jkxpv3HTe Tecr-noAOCKy BepTUlBaALHO B 06paseLy
MOYM KOHLIOM, 0603Ha4eHHOM CTpenkamu Ha 5-10
CeKyHA

fecod

NNCO—

3. MonoXkute TecT-MonocKy
HEBMUTLIBOHOLLYIO, UVCTYHO MOBEPXHOCTH
4 .CuviTaiite pesy/ibTar Yepes S MAHYT, HO He Mo3aHee

15 MaHyT.

Ha

w

KNOW NOW - saperncTprpoBo«3si TeproBosi MOPHO.

Ana  npocheccMonoAbMOro MpUMEHeHUs u  ana
CamMOTeCTMpPOMHUSA n

CpokxpeTMs 36 MecsiLIEB B 3aBOAON YIorosve

XpounTb B OTal/MBaeMbIX W BEHTWIVPYEMbIX
MOMELLEHVSIX U (hCHCMOPTUPOeaTb  BCEMU  BUAOMA
KPbITOro TPAHCTOPHO B 3aBOACKOI yriemoae

if)

N CrRGpR YNes

BKcryoTypoBaTh Npy TebtoepoType 10-30 X'

T an
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4 6757?74 79S

AnarHocTuLL 6epeMeHHOCTH 4.0 T1 KNOW NOW

HNKBMIOT SIS

Iv>Te**TnTas’s"MP MFG+CC"3?!
A CprkrnnHorty. Tu®; 022C4
VicitTraPtvix

35 ffc Ti 21 202M)05-10CCi526-2C21

WHTEPMNPETALWVA PE3Y/IbTATOB:

OTPAILOTBAAMMC  MOSIBNIEYME  TOMbIO
OfHO TEMHOW /WMHAM B KOHTPO/BHOM

30Ha Oro 3HOWAT. U4TO Bbl He
POBHY!O,
rosiBneHve  [ByX
TemMmx AWK D10 SUCMN. YTO Bbl
6epeMeHHbI. VHTEHCVBHOCTb /HAN

B TECTOBOVi 30He MakeT TMMOTb-CSl OT
JbSIM B KOHTPOTbHO  30HE © 3TO
3CBUCUT _OT  PO3/IMYHOTO  YPOBHSI
HOHLIHT! XY Ha pasmMuHbIX
cragusix 6epeMeH-HOCTR

He NpUMeHsTb BHYTPb

Vispenvie cTabunbHo B TedeHVe 1 4oca rocne BothbITvs
VIHOVIYOMbHOI YTIAKOBKM.

HyectBuTensHocTs Tecta 10 MMbmn

y‘cm X
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TecT Ays onpeaenieHisi 6epeMeHHOCTY

WNHTEPMNPETALNA PE3Y/IbTATOB:

MPOBEAEHNE AHANTN3A:

1. VisBnBKKre TBCT-THOAOCHKY U3 YTXMOEKI.

2. TlorpysuTe TecT-MONOCKY BepTVIKanbHO B obpasel,
Moun KOHICM 06o3HaueHHOM cTpentioMu Ha 5*10

CeKyHA

3. T[lonoXuTe TecT-MONOCKY Ha POBHYC,
HEBMUTLEOIOLLYIO. HMCTYHO MOeepXHOCTH

4. CAlraHTe pesynbTar Hepe3 5 MAHYT, HO He no3gHee
15 MUHYT.

KNOW NOW - saperuvcTp/thoBarkost Toprosasi MOpHo.

AM  npotheccMoHanbHOro NpUMEHeHWs W AN
COMOTeCTUpoBanus

CpOoK XpaHeH1s1 36 MecsILIEB B 3aBOHb30M ynoHoeie

XpaHuTb 8 OTanAvMBOEMbIX W BEHTWIMPYEMbIX
MOMELLEHVSIX 1 TPCBIONCRTT/OEOTb  BCEMU  BUNBMA
Kpbmoro Tp(MaTopTa B 3(X\Aacii ynato8Ne

Bkennyatuposarth Npy Temneparype 10*30 C.

c___

OTpMIOTENbMbIN:  MOABAEHWE  TONbKO
OfJHOW TEMHOM NMHWM B IOHTPONbHOM
30He Oro 3Ha4WT, YTO Bbl HE GEPEMEHHbI.

1kmwTTeAbMc nossneHune ABYX
TeMHbIX /UMW. 3T0 3HAUMT, 4TO Bbl
GepeMeHHbI. VIHTEHCWUBHOCTb IMHWM

B TECTOBOW 30HE MaKeT OT/NM4YaThbCA OT
NNHW B KEHTpOﬂhHOVI 30He - 3TO 3aBUCUT

OT pasNTHOro YpOBHA OHUEHTpauT XY Ho po3nkd<bix
CTafnsAX GepeMeHHOCTH.

He npumeHATb BHYTPb

M3genne cTabunbHO B TeueHMe 1 yaca nocne BCKPbITUSA
VIHAVBWAYaNbHOW YMaKoBKU.

YyBCTBUTENbHOCTL TeCTO 10 MME1mn

PerucTpauunoHHoe yaoctosepeHne Ms......
Mo TV 21.20 2J)-008-18023326-2021
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WH 0‘9 ntooHHeunabag Twaowewncr na™adcl BUt? exaeonab abon B (OQH”EIX)
eHMuodioOteHQj 0xn03abUHOMII0X BUM3AIN3ICM U0 0X»03bud e (1x>1em(XPKoH/TKuri \ e

OlOHHBBX3€HE” biN/ HUYMALW A B/Ibec XAn/l eX XXKXM 33X

TecT A9 onpeaeneHnst 6epeMeHHOCTH

TecT-nonocto YyNnbTpavyBCcresuTeNbHOA AN «04ECTBEHHOro

MMMyHodoMaTorpahnuyecxoro onpeAeneHns XOpPMOHUHECKOTO FOHaA0TPONNHA

(XTY'HCG) B MOYe YenoBeKa A9 paHHel AMarHOCTUKN 6epeMeHHOCTU 5,0 MM

1 TecT

ryxxawiM. OOO ‘31101 MOYBOL- U1W Mxxxhki 06UMb.
t A[6o Mscrxewwmciok A4 ap2 od»c 317
r <Vpec chomaototo
NeccT 141983, Mxxokxx) govwb. (. [4,60.  MpohcsHuc!
..... A 4. cthd 2 xwak. Mvewssvia 223 (130, np BM

| Visibio Boiadi Co. MO Borg#wng hosnotogecil to * w tteod
[.. ShoxauC% S190U 6ron~th”™

B COCTABE:

1TecT-noAoaca - 1 wr.

2 ®ONbIMpoBaHHbIN nakeT - 1 wWr.

3. KapToHHOA Kopo6ka > 1 wr.

4. WHCTPYKUMA N0 NPUMEHEHUIO

4 6737?24 795259

TecT oys1 onpeaeneHns 6epeMeHHOCTU

NPOBEAEHVNE AHANW3A

1. Ws8nekuTe TeCT-Mo00CY 13 yNakoBKU.

2. TorpyauTe TecT-n0100Cy BepTUManbHO B oGpasel, Moun
MM, 0603HaYEHHOM CTPESIMOMU HO 6-F0 CeKyH[

3. ToAOxwuTe TeCT-MONOCKY Ha POBHYH, HEBMUTLIBAIOLLYIO,
YUCTYI0 NOBEPXHOCTb

4. CuuTaiiTe pesynbTaT 4yepe3 5 MUHYT, HO He nosgHee 15
MUHYT.

Ana  npoheccMoHanbHOro  NpUMEHeHVs 1 4|
CaMOoTeCTUPOBaHWS!

Cpok xpaHeHus 36 mecs|eB B 3aBOACKON yrnoKoeto

XpaHuTb B OTONAMBaeKBA W BEHTUAMPYEMbIX MOMeLleM4AX n
TPaHCMOpPTMPOBaTb BCEMMU BWAIMW KPbLITOrO TpCMcncpTa B
3aBO/CKOIi ynakoBMB

He npyMeHsiTb BHYTPb

JkcnAyaTuposaTtb npu Temnepatype 10-3CfC

WHTEPIMPETALNA PE3Y/IbTATOB:

OTPULIOTENBHDBIA:  nosiBNeHne  TONbIO
OJHO TEMHOW /MHWM B KOHTPO/bHON
30H€ 3r0 3Ha4UT, YTO Bbl HE GEPEeMEHHbI.

MoNOXUTENbHbIN: nosBNEHUE [BYX

TEMHbIX /MHWA. 3TO 3HAYWT, 4TO Bbl

6epeMeHHbl. VHTEHCNGHOCTb /KMK B

TECTOBO/ 30HE MOXET OT/uYaThes OT

NINHAW B KOHTPO/IbHO 30HE - 3TO 3aBUCUT
OT Pas/IMYHOIO YPOBHS XOHLEHTpoLUMW XY Ha pasfnyHbIX
CTaausax 6epemMeH-HOCTU.

W3pgenve cTabunbHO B TedeHWe 1 40CO MoOCNe BCKPbITUSA
VHAVBUAYaNbHOM YMakoBKU.

YyscTBUTENbHOCTL TecTa 10 MMb'Mn

PerncTpcH|uoHHoe yocToBepeHune Ne
Mo Ty 21.20.23-008-18023326-2021
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rm o0'S 1N130HHOr*ac139 ni+aowen& naHHB<1 bi/Il B)oBOMOK owdw a (90H/KJIX)
eHMuodiot*HOj at30abnHOMG60x miHauaOdduo ajo)OdbM(t)edx)ieMOdxoHAmMi4H Ve

CuoHHaaxaabex Bi/t/ beH4uaiHei3eA>«di4uX emaonocmaax

TecT An19 onpeaeneHns 6epeMeHHOCT

TecT-nonocxa YNbTpOUy» TBUTE/IbHAA ANA Ka4eCTBEHHOro

MMMYHO(OMOTOrPOUYECXOro OnpeAeneHns XOpUoHNYeaKro roHagoTponmHa

(XTY'HCO) B MoUe YenoBeka ANA paHHei AnMarHOCTUKKM GepeMeHHOCTU 5,0 MM

2 TecTa

000 OWICH MPCAMOLL- 14i9U Mxxeaoi oiveoe.
rAzonxsmck». A 4 fy 2 oduc 31T
I " NAPeC ~
Jizcovk 141983, Maokokx» 06KCb. T [J6va  TOpoHMCLU.
" A 4 Ch4 2 7HOA MoveewpltO 223 |13A nobM
| fiiroc Mec” Co. OD fadnaio”ca bne LUk Booc
I ... Shotaj Ciy STSOU Gungdcr™ Own

B COCTABE:

1 TecT-nonocka - 2 wr.

2. ®OoNbrUpoBaHHbIA nakeT - 2 WT.
3. KapToHHOA kexx>6ka - 1 wr.

4. WHCTpYKUMA NO NMPUMEHEHUIO

467 47 3266

TecT oy onpeaeneHs 6epemMeHHOCTU

MPOBEAEHWVE AHANTN3A

1. W3Bnekute TECT-MOMOCKY W3 YNAKOEKN.

2. TlorpysuTe TecT-noNOCKy BepTUXONbHO B 06pasel Mouu
KOHL|OM, 060310 4eHHOM CTPe/IKOMM HO 5-10 cekyHp

3. TICK3KWUTE TECT-NMONOCKY Ha POBHYI, HEBMUTLIBOKXLYIO,
YUCTYI0 NOBEPXHOCTb

A.CuuTaiite pesynbTaT 4yepe3 5 MWHYT, HO He nosgHee 15
MUHYT.

Ana  npodreccroHanibHOro  NPUMEHEHMS U 1A
comoTecTmpoMnns

CpoK xpaHeHUs 36 MecsiL,eB B 3aBCMCM3iA yrnotosue

XpaHWTb B OTan/n1BaeMbiX W BEHTUNQYEMbIX MOMELLEHUAX U
TPOHCMOPT(OBaTb BCEMU BWUA3MW KPbLITOFO TPOHCMCPTO B
9ae0/CMOii ynatoens

He npumeHsTL BHYTpb

3kcnnyatuposaTb npu Temnepatype 10-50“C

WHTEPIMPETALNA PE3Y/IbTATOB:

OTpULOTENbHbIA:  NOSBNEHWE  TOMbiO
OAHOW TEMHOW /MHUM B KOHTPO/bHOI
30He D10 3HAYNT, Y0 M He GepeMeHL.

MoNOXUTENbHbIV:  NosBNEHME [BYX

TEMHbIX /MHWA. 3r0 3H aT 4TO Bbl

GepeMeHHbl. VIHTEHCMBHOCTb /MHUM B
1 i TectoBoil 30He MOXeT OT/AN4aTbCs OT

AVHX B XOHTPO/IbHO 30HE - 3TO 3aBUCUT
OT PasNUYHOrO YPOBHSA XOHLEHTpOLUMM XTI HO PasnnuHbIX
CTafusAX 6epeMeHUAaXTU

W3penne cTabunbHO B TeueHMe 1 yaca Mocne BCKPbITUSA
VIHAVBUAYaNbHOM YMaKoBKM.

YyscTBUTENbHOCTL TeCTO 10 MMb'mn

PeTUCTPOAMOHHOE yj0cTOBEpeHne Ms......
Mo TV 21.20.234108 18023326-2021
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TECT gna PAHHEN
FEAtest luma
BEPEMEHHOCTM

TECT AN PAHHEN AUWATHOCTWKWN BEPEMEHHOCTMU

FEAtest =

TecT-nonocka B KacceTe AN KAYeCTBEHHOr0 MMMYKUOXpOMaTorpahuyeckoro
onpefeneHns XopMOHNYECKOro roHagoTponnHa (XFr'4/HCG) B Moye Yyenoseka
ANA paHHel AuarHocTukuM 6epemeHHocTn 3,0 Mm FEAtest

1. TecTuronocka B KacceTe -1 urT.

2. ®onbrmposcNe»biii nakeT -1 W,

3. MuneTka nnacTMKoBasa ogHopasosas -1 wWT.
4. KapToHHas kopo6Ka-1 wr.

5. MIHcTpyl0Ms no npuMeHeHUto

NpoumMo~rnens.000 <3TAX)HNPOSAKIIH» 14 im MaokKMAOBH«:Tb.T.

Ay6Ha, ya. Nporpaumucros. A. 4.cTpJ. 06*k 317

AIpPX NMPOLIMMITaa-

1~)Poccm. 141963. MocKuickas 06nacT r [ly6MA ysi. IporpamMmucTos
.A4.CTp.4, 2 9tax. Mcascyowo 223<136in0 BT

FMHunbio BkXec6 Co. LTU Kon~tftpngTfchnolo”~cal Zone. Univ. Road. Shantou
Oty, $13063 Guangdong. China

YYBCTBUTE/IbHOCTb 25 MMEM/

OCHOBaH Ha onpefesieHnn XOPUOHNYECKOTo
roHagoTponuHa (Xr4) B moue
TOYHOCTb 99.9%

JaeT pesynbTar Npu UCNOMb30BaHWUM C NEPBOTO AHA

HC6 URINE PREGNANCY TEST Sapepn ueHCTpYL

TECT gns PAHHEN AVWAMOCTUKU BEPEMEHHOCTU BbICTPbIV OTBET

Pe3ynbTar U3BECTEH yxe Yepe3 3 MUHYTHI.
MPOBEAEHWE AHANN3A o

ACHbI PE3YNLTAT
N3BnekuTe TEeCT-NCMXXXY B KacceTe U3

ynakosku Ans npochecCUOHaNbHOTO NPUMEHEHNs U ANs
2. MomecTuTe KKCETY Ha YUCTYI0 POBHYIO ‘camoTecTupoBanms

TXTBEPXHOCTb. OT6epuTe 0Gpasel, Mouu o

C NOMOLLbIO MPUIAraemoil MUNeTkA 1 Cpok xpaHeHusi 36 MecsiLieB B 3aBO/CKOI ynakoBke

Me//IeHHO HakanaiiTe 2-3 Kaniu B yHKy XpaHuTb B OTanNBaeMblx 1 BEHTUIMPYEMbIX

(O [/151 06pasLa Ha kacceTe. NOMELYEHNsIX 1 TP IO NOPLLIPOBATL BCEMU BUAAMM
. CunTaiite pe:*bT3T Yepes 5 MUHYT, HO KPbITOrO TPAHCTMOPTA B 3aBOACKOI YMakoBKe.
He nosaHee 15MuHyT He NpuMeHsATb BHYTPb
OkcnnyaTtuposaTtb npu Temnepatype KO-30T .
OLEHKA PE3Y/IbTATA Vspenue craburesiio B TeyeHne 1yaca rocne BCKpbITUSE

VHAUBNYabHON YNaKkoBK.

. PerucTpaumnoHHoe yaocToBepenme He . ..
oTpuuyaTenbHbl i NONOXWNTENbHbIN Mo TY 21.20.23-008-18023326-2021
Bbl HE GepemerHbl 6bl GepemeHHl FEAtest * 3aperucTpupoBaHHas Toprosasi Mapka.
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TecT-nornocKa B CTPYVIHOV KacceTe /151 KaYeCTBEHHOIO VIMIVIYHOXIDOMATOrpadmeckoro '
onpeeneH s XopoH1HeCKoro roHaaoTporiHa (XM'YHCG) B Moqe Yenoseka
L7151 paHHe JylarHOCTVIKA BepeVEHHOCTV 6,0 MV
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[NMpoHYyMepoBaHO, MPOHH"POBAHO U
toyaTbto ¥ numcta(os).

KLU H»
domunHa H.B.
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