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MHCTPYKUWNA MO NMPNMEHEHWNIKO/

INSTRUCTIONS FOR USE

«TecT 4N UMMYHOXpoMaTorpaumyeckoro onpejeseHna XOpPMOHNYECKOT 0
roHafoTponNMHa YenoBekKa B Mo4e /19 paHHENn AUAarHOCTUKKN 6epeMeHHOCTU
(TecT-nonocka gnsa AMarHOCTUKN 6epeMeHHOCTN) Renetest®»/ Test for
immunochromatographic detection of human chorionic gonadotropin in urine
used for early detection of pregnancy (Test strip for the detection of
pregnancy) Renetest®

«YTBEP>XAEHO»/ “AUTHORISED”

leHepanbHbIi gupekTop/General manager
(momxHocTB/position)
YeH Nunsxy / Chen Lizhu
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HanmeHoBaHVE MeAVLMHCKOIO M3fevs U
BUL, NCMOMHEHWA

TecT 4N UMMyHOXpOMAaTOrpagmnyeckoro
OnpefeneHnss XOPMOHNYECKOro roHafoTponmuHa
yenoBeka B MOuYe /1 paHHe [AMarHoCTUKK
bepeMeHHOCTY (TecT-nonocka ans
[MarHoCTUKN bepeMeHHOCT) Renetest®
BapyiaHTbl UCMOSHEHNS:

1 TecT-nonocka ansa
6epeMeHHOCTY Renetest® simple;
2. TecT-nonocka ansa
6epeMeHHOCTU Renetest® double;
3. Tect-nonocka ans [INarHoCTUKN
OepeMeHHOCT B KOMIJIEKTE CO CTakaH4YMKOM
Renetest® simple;

ANarHoCTUKn

ONarHoCTUKN

4. TecT-nonocka ans [INarHoCTUKMN
6EpEMEHHOCTM B KOMMEKTE CO CTaKaHUYMKOM
Renetest® double.
CocTaB
KoMMNOHEHT CocTas
bopocunmkaTHoe CTEK/I0BO/TIOKHO
(HeTkaHoe  nOMOTHO),  Mapka
TecTtoBas 60pOCUIMKATHOIO
noaylleyka  cTeknoBosiokHa S-BM X (X -
TonuwmHa 0,3 nm 0,6 Mm), Mapka
HeTkaHoro nonoTtHa PEES-28r-30
Mem6paHa C HwTpaT Lenntonosbl, Mapka Bio-
Mo10CcKaMu resourse
MbiwnHble aHTUTENA a-XIMYy -
2 VKT,
KoHblorata ~ MblwuHble aHTUTena p-Xry -
aHTUTEN Ana 1,2 VK.
MemopaHb! Ko3bK aHTUMbILLMHbIE
NO/IMKMOHa/TbHbIE aHTUTENA - 1,6
MKI
MoHoksioHan
bHble K
anTUTeNa/ _406|b|\;oK51aTa KONNONAHOro 30/10Ta
30110TOM
KOHblOraTa
X/onkosas LEeNoo3a, Mapka
BriTbiBatowas Yan Shan 298x31x0,9 mm
nofyLueyka (nonocka), nnotHocTb  0,35-0,4
r/lem®
Martepuan Mpo3payuHbliA  NOAMBUHUIXNOPUA,
ctakaHumka  (MNBX), mapka SG-3
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Name of medical device and type of design
Test for immunochromatographic determination
of human chorionic gonadotropin in urine for
early pregnancy diagnostics (Test strip for
pregnancy diagnostics) Renetest® versions:

1 Testing strip for diagnosis of pregnancy
Renetest® simple;

2. Testing strip for diagnosis of pregnancy
Renetest® double;

3. Testing strip for the diagnosis of pregnancy
complete with a cup of Renetest® simple;

4. Testing strip for the diagnosis of pregnancy
complete with a cup of Renetest® double.

Formulation

Component Formulation
Borosilicate fiberglass (Non-
woven fabric), borosilicate

fiberglass grade S-BM X (X -

Test pad thiekness 0.3 or 0.6 mm), the
brand of non-woven fabric PEES-
28g-30

Strip Cellulose nitrate. Bio-resource

membranes mark

. Mouse antibodies a-hCG - 2 pg,

Ant! body Mouse antibodies |3-hCG - 1.2 pg.

conjugate for Goat anti Ivclonal

membrane oat anti-mouse polyclona
antibodies - 1.6 pg

Monoclonal

gg::jbodles/ Colloidal gold conjugate - 40 pi

conjugate

Absorbing Cotton cellulose, brand Yan Shan

pad 298x31x0.9 mm (strip), with
density 0.35-0.4 ~cm™

Cup material Transparent polyvinyl chloride

(PVC), SG-3 grade



TecT-nosiocKa COCTOUT N3 HECKOJIbKUX CII0EB;

TcooBas noAyweuHa
Moayweyka HOHX>MTB

H|rrpouennlOpolues memOpeHe
TecToBas nMMHMA

KpuTponuHas

nnHua BnuTebiBatowas

| noayweuma

OnucaHvie 1 NPUHLMN LeACTBUSA
XOPWMOHNYECKMIA  TOHAZOTPOMNMH  YesioBeKa
(XI'Y) sensetca rAMKONPOTEMHOBLIM TFOPMO-
HOM, BblpabaTbiBaeMbIM Pa3BUBAOLLEICA Ma-
LIEHTO/ BCKOpe Moc/ie Orn/IoA0TBOPEHUS SLLe-
KNETKW.

B mMouy ropmMoH mocTynaet npu (PuIbTPOBaHUN
KpoBW, cofiepxattiein XI'Y, yepes nouku.

TecT Ans MMyHOXpOMaTOrpagmyeckoro onpe-
[leNeHNss XOPMOHNYECKOro roHafoTponuHa Ye-
NoBeKa B Moye (TeCT-Monocka A AMarHoCTUKM
6epemMeHHOCTN) Renetest®  (manee  no
TEKCTy - TecCT-Mo/socKa) - 3TO WMMMYHOTECT,
npefHa3HavYeHHbIA Ang 6bICTPOro BU3YyasbHOro
N Ka4eCTBEHHOrO OMpeAesieHNs XOPUOHUYECKO-
ro roHagoTponuHa 4enoseka (XIY) B npobe
MOYM.

TecT No3BONSAET ONpeaennTb 6epeMeHHOCTb Ha
PaHHMX CPOKax B fJOMALLHMX YCNOBUSAX in Vitro.
KoHueHTpaums XI'Y B MoYve 6epeMeHHON YKeH-
WWHbI 4Yepe3 1-2 Hefenu Mocfie 3a4atusd Co-
craBnset ot 25 go 100 MME/Mn. TecT ¢ 4yBCT-
BUTENbHOCTBIO 25 MME/MN  no3sonseT nony-
UNTb HafEXHbIN pesynbTaT O Haauuuu Gepe-
MEHHOCTW, C MUHUMASIbHBIMU PUCKaMU JI0XKHO-
MONOXUTENBHOrO pesynibTata. TecT MpocT W
yfo6eH B npumeHeHnn. OAuH TecT npefHasHa-
YeH Ana onpegeneHns cofepxxaHua XY B oa-
HOI NPoGe MOYM YerloBeKa.

[Jemorpahnyecknini acnekT NpUMeHeHVs meau-
LIMHCKOr0 M3[e/InA —APUMEHSETCA dKEHLLIMHAMM.
AHanMTNYeCcKass YyBCTBUTENbHOCTL TeCcT-
MO/0COK:

AHanmMTnyeckas 4yBCTBUTE/IbHOCTb  TECT-
MOMOCOK WMEET 3Ha4YeHWe - He MeHee
25 MME/mn.

lNokas3aHWA K NPUMEHEHWNIO
[varHocTuka Hamuma wam oTcyTcTBUsA bepe-
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The dipstick consists of several layers.

Test pad
Conjugate pad
Nitrocellulose membrane
Test line
Control lin#
Absorbing
JA/\pad Ao

Description and operating principle

Human chorionic gonadotropin (hCG) is a gly-
coprotein hormone produced by the developing
placenta shortly after conception. The hormone
enters the urine during hCG containing blood
filtration through the kidneys.

The test for the immunochromatographic deter-
mination of human chorionic gonadotropin in
the urine (the dipstrip for the diagnosis of preg-
nancy) Renetest® (further in the
text - the testing strip) is an immunoassay in-
tended for the rapid visual and qualitative de-
termination of human chorionic gonadotropin
(hCG) in a urine sample.

The test allows for early pregnancy detection in
vitro.

The concentration of hCG in the urine of a
pregnant woman 1-2 weeks after conception is
from 25 to 100 mlU/ml. A test with a sensitivity
of 25 mlU/ml allows obtaining a reliable result
about the presence of pregnancy, with minimal
risks of a false-positive result. The test is simple
and easy-to-use. One test is designed for hCG
determination in one human urine sample.
Demographic aspect of the medical product use
- used by women.

Analytical sensitivity oftesting strips:
The dipstick analytical sensitivity has a value of
at least 25 mlU/ml.

Indications for use
Early diagnostics of presence or absence of



MEHHOCTW Ha PaHHNX CPOKaX.

[NpoTnBonoKasaHus

He BbIABNEHBI.

Cnocob npuMeHeHuA

Mepes HayaioM WCCNeAOBaHWA BHUMATEIbHO

MpoYTUTE UHCTPYKLUMIO-BKIAAbILL MO MpUMeHe-

HUIO.

3apaHee MPUroTOBbTE YUCTIHO U CYXYH €eM-

KOCTb A/1s cbopa mMoun. [ns nposefeHUs Tecta

MPUrogHa To/bKO CBEXecobpaHHas Moua.

1 W3Bnekute TeCT-NOMIOCKY U3 WHAMBUAYa b-
HOM (PONbrMPOBaHHOM YNakoBKW. TecT He-
06X04MMO BbINO/HUTL B TeueHne 14aca rno-
CNe BCKPbITUA YNaKOBKW.

2. Onyctute B EMKOCTb C MOYO/ CTOPOHY MNo-
NIOCKM, OTMEYEHHYIO CTpesioyKamu, He [o-
MycKas Mpy 3TOM MOFPYXKEHUS HXKE NIMHAN
MAX. Togoxaute He MeHee NATU CEKYHA,

3. VI3BnekuTte TeCT M3 eMKOCTM W MONOXUTE
ero Ha ropM3OHTAIbHYHO CYXYH U YUCTYHO
MOBEPXHOCTb BMUTbLIBAKOLLIEN YaCTbO BBEPX.

4. OueHunTe pesynbTaT B TEUYEHNE 5 MUHYT.

MpumeyaHve: [na TeCcTMPOBaHWA MOAXOAUT

nobas Moua, 0AHaKO MepBast YTPEHHAS Modva

B 60/IbLLUMHCTBE C/Ty4aeB COAEPXXUT MaKCK-

MaslbHYH0 KOoHUeHTpaumo XY ana paHHero

06Hapy»XeHus1 GepeMeHHOCTU. OBpasLibl MoUW

MOrYT XPaHUTLCS NPY KOMHATHOW TemmnepaType

[0 8 yacoB. Ecnm nposefeHne TecTa HeBO3-

MOXXHO B TeYeHWe 3TOro BpeMeHW, TO A0MyCKa-

eTCA XpaHeHve npobbl J0 48 YacoB Mpu Temne-

patype 2-8 °C. 3aMOpOXeHHble W/uan pasmo-

POXEHHbIE MPO6bI MOYM Hefb3si UCMO/b30BaTb

L1581 POBeeHNs TecTa.

OueHKa pesy/bTata

BepemeHHOCT b

MosBNAOTCA [Be SIMHWM PO30BOr0 LIBETa, OfHa

B TecToBOl o6niactn (T), a gpyrasd B 06/1acTu

KOHTPOsst (C). MIHTEHCMBHOCTbL PO30BOrO LiBETA

B TeeToBOWN 06nacti (T) MOXET BapbMpPOBATHCH

B 3aBMCMMOCTM OT KOHLieHTpaummn XY B npobe.

Takum 06pa3om, /K060 OTTEHOK PO30BOrO

LBeTa B TeCTOBOM 30He (T) JO/MKEH CUMTATLCA

MONOXUTENBHbIM.

OTcyTCTBME 6epeMeHHOCTH
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pregnancy.

Contraindications

Not registered.

Method of use

Before starting the study, carefully read the pre-

scribing information for use.

Prepare a clean and dry urine container in ad-

vance. Only freshly collected urine is suitable

for testing.

1 Take the dipstick out of the individual foiled
package. The test must be performed within
1 hour after opening the package.

2. Dip the side of the strip marked with arrows
into the container with urine, while avoiding
diving below the MAX line. Wait for five
seconds at least.

3. Take the test out of the container and put it
on the horizontal dry and clean surface with
the absorbing part up.

4. Estimate the result within 5 minutes.

Remark: Any urine is suitable for testing; how-

ever, the first-morning urine in most cases

contains the maximum concentration of hCG
for early detection of pregnancy. Urine sam-
ples can be stored at room temperature for up to

8 hours. If the test is not possible during this

time, then the sample may be stored for up to 48

hours at a temperature of 2-8°C. Frozen and/or

thawed urine samples should not be used for the
test.

Result evaluation

Pregnancy

Two pink lines appear, one in the test zone (T)
and the other in the control part (C). The pink
color intensity in the test zone (T) can vary de-
pending on the hCG concentration in the sam-
ple. Therefore, any pink tone in the test zone (T)
should be considered positive.

No pregnancy

The appearance of the pink line in the control
area (C). The absence of the pink line in the test



MosiBNeHVe po30BOM IMHWN B 06/1aCTU KOHTPO-
nsa (C). OTcyTCTBME PO30BOIA SIMHMI B TECTOBOIA
o6nactu (T).

OLMBOYHbIA TECT

OTcyTCTBME PO30BOI IMHUM B 06/1ACTU KOHTPO-
na (C). HegocTaTouHoe KOMMYECTBO MOYM Ha
TecTe UM HecoBNoAeHVe NpoLieaypbl TECTUPO-
BaHMA ABNAKOTCA Hanbonee BepPOSTHbIMM MNPU-
YMHaMM OLLIMGOYHOIO TECTUPOBAHMUSI.

U ©

-1c)
~(T>

OcobeHHOCTM NpUMeHeHNS
1 He cunTbiBaTh pe3ynbTaT U He NPUHUMATL BO
BH/MaHMe W3MEHeHUs pe3ynbTaToB MOo3JHee,

UemM 4Yepe3 5 MUHYT TMOCMe NPOBeAeHWS
TeCTUPOBaHUA.
2. TecT-nonocka npegHasHayveHa

onpeaeneHus cogepxxaHna XI'Y B Moue.

3. Mpv nony4yeHUn OTPULLATENLHOTO pesy/bTaTa
MOXHO MOBTOPUTL TeCT Yepes 48-72 yaca.

4. TeCT  npefocTaBnseT  NpeaBapuTe/bHbIN
fuarHo3  GepemeHHoOCTW.  [MOATBEPXKAEHHbIN
[VarHo3 6epeMeHHOCTM JO/MKeH OblTb BbIHECEH
TOMbKO  BpayoM  MOCMie  OLUEHKU  BCeX
KMHWYeCKMX 1 NabopaTopHbIX 06C1eA0BaHNIA.
NprmeyaHne

1 XI'Y MOoXeT npucyTcTBOBaTb B Mpobe B
TeYeHMe HeCKONbKMX [HEN Win Hedenb nocne
pOLOB,  Camonpou3Bo/IbHOTO — abopra  Wan
nHBeKumn XI'Y.

2. W36eraiiTe M30bITOYHOrO ynoTpebneHns Ha-
MUTKOB MOCNe MOMYHOUN, MpPeALLeCTBYHOLLEN
YTpYy TecTrpoBaHus. XXUOKOCTb MOXET Cepbes-
HO pa3baBWTb KOHLIEHTpaLumo X4,

3. Ha pesynbTarbl TeCcTa MOryT MOB/MATL: MPU-
eM Opa/ibHbIX KOHTPALENTMBOB, Npuem auype-
TUKOB (MOYeroHHble npenapatbl) 3a 24-48 ua-
COB [10 TECTMPOBaHWA, NPUEM aJIKOr0/IbHbIX Ha-
MATKOB, a TaKXXe Cepbe3Hble (PU3NYecKVe Ha-
TPY3KW.
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zone (T).

Erroneous testing

Absence of pink line in the control zone (C).
Insufficient urine in the test or failure to observe
the testing procedure are the most likely causes
of erroneous testing.

"(T)

-<0
-(T)

&

Peculiarities of use

1 Do not read out the result and do not consider
the result changes later than 5 minutes after
testing.

2. The dipstick is
determination in urine.
3. In case of negative result, the test can be
repeated in 48-72 hours.

4. The test provides a preliminary diagnosis of
pregnancy. The confirmed pregnancy diagnosis
should be stated only by a doctor after the
evaluation of all clinical and laboratory
researches.

Note:

1 hCG may be present in the sample for several
days or weeks after birth, spontaneous abortion,
or hCG injection.

2. Avoid excessive drinking after midnight prior
to morning testing. The liquid can seriously di-
lute the hCG concentration.

3. The test results can be effected by: admin-
istration of oral contraceptives, diuretics 24-48
hours before testing, alcohol drinks, as well as
serious physical activity.

4. Ectopic pregnancy, ovarian cyst, menopause,
and some very rare medical conditions can give
a false-positive result.

5. Since pregnancy is the most likely cause of
the presence of hCG in serum or urine, an

intended for hCG



4. BHemaTO4uHas 6epeMeHHOCTb, Kucrta
ANYHMKA, MeHoMay3a W HeKOTOopble O4eHb
pefKune MeAULMHCKNE COCTOAHWS MOryT [aBaTb
NOXHOMOMOXMUTE/bHbIA Pesy/bTar.

5. IMocKonbKy 6epemMeHHOCTb ABNSETCA
Hanbonee BEPOATHOM NPUUMHON Hannums XY
B CbIBOPOTKE KPOBW WM MOYe, TO MOBbILLEHHASA
KOHUeHTpauua  XI'Y, He cBA3aHHaa C
OEpeMEHHOCTbIO, Yy  HEKOTOPbIX — MauyeHToB
MOXET  CBUWAETeNbCTBOBATb, Hampumep, O
TpohobracTnyeckor 601e3HN 1 onpeaeneHHbIX
HETPOho61aCTUUECKMX HOBOOOPA30BaHMAX.
Mepbl NPesoCcTOPOXKHOCTU

1 TMepef BbIMONHEHMEM TecTa PeKOMeHAyeTcA
BHMMATE/IbHO npoYnTaTh
WNHCTPYKLMIO-BKNabILL MO NMPYMEHEHNIO.

2. TeCT-MoNOCKA He MOL/EXMT MOBTOPHOMY
CMONb30BaHMIO. [locne MCMonb30BaHUA U3fe-
Nie YTUIN3NPYeETCS.

3. He mncnonb3oBath Maket ¢ ocyLumteniem (cu-
NKarenb).

4. TeCT-NONOCKa He npeaHasHayeHa An1s npue-
Ma BHYTpb.

5. Mpw npornatbiBaHUM TECT-MNOSIOCKA HEOOXO-
[AVMO OKasaTb MepByHO MOMOLLp; CAenarb Mnpo-
MbIBaHWE >KeNyAKa, BbIMUB 2-4 KPY>KKW BOABI,
06paTnTLCS K BpaYy.

6. He ponyckaTb 3arpsi3HEHWA TeCT-MosI0CoK
NNOCbOHOM [/19 PYK, Mac/iamu, rpssbio uim My-
COpPOM.

7. He ncnonb3oBatb TECT-MOMOCKY, ecnm yna-
KOBKa NMOBpeXeHa U BCKPbITa.

8 PekomMeHOyeTCA XpaHWUTb U3Jenve B MecTax,
HeOCTYMHbLIX 41151 AETEN N XXMBOTHbIX.

9. He ucnonb3yite COrHyTble WM MOBPEX-
[leHHbIe TECT-MOJIOCKN.

10. He wucnonb3oBaTb MO WCTEUYEHUU CPOKa
FOAHOCTK, YKa3aHHOrO Ha YnakoBKe.

11. Wcnonb3oBatb M3AenMe CTPOro no HasHa-
YEeHWIO, YKa3aHHOMY MPOV3BOAUTESNIEM.
TpeboBaHMs1 6e30MacHOCTA

W3genve (pyHKUMOHaIbHO 6e30MacHo, TakK Kak
OTCYTCTBYET PUCK MPUYMHEHMA Bpeda >KU3HW,
3[10POBbI0 YE/I0BEKA N OKPYXKAIOLLE cpeae npu
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elevated concentration of hCG that is not
associated with pregnancy may in some patients
indicate, for example, trophoblastic disease and
certain non-trophoblastic tumors.

Precautions

1 Prior to testing, it is recommended to read
the prescribing information for use carefully.

2. The dipstick is not to be re-used. Dispose the
used product.

3. Do not use the desiccant bag (silica-gel).

4. The dipstick is not intended for oral use.

5. If swallowed, provide the first aid; perform
stomach pumping by drinking 2-4 cups of wa-
ter, refer to a doctor.

6. Prevent dipstick contamination with hand
lotion, oils, dirt or waste.

7. Do not use the dipstick if the package is
damaged or open.

8 Keep away from children and animals.

9. Do not use bent or damaged dipsticks.

10. Do not use after expiry date specified on
the pack.

11. Use the product as intended by the manu-
facturer.

Safety requirements

The product is functionally safe since there is no
risk of causing harm to life, human health, and
the environment when using a medical product



CNO/b30BaHNM MEAULIMHCKOro M34enns no Ha-
3HAYEHNO B YCMOBUAX, MPeAYCMOTPEHHbIX
NPOV3BOAUTENEM.

®dopma BbInycKa

Kaxxgas TecT-nosocka ynakoBbIBaeTCA B UHAM-
BUAYa/IbHYIO  BO34YXOHEMNPOHMLUaeMyo  (hosib-
rMpPOBaHHYHK YNakoBKY ((hO/brMpoBaHHbIA Na-
KET) C MakeToM C OCyLUMTeNem (Cunmkarenb).

1) OpHa TecT-Mosnocka B MHAVBMAYabHOM Yna-
KOBKE YMaKOBbIBAETCA BMECTE C WMHCTPYKLWEN-
BKMadbllLeM B Mavky M3 KapToHa (BTOpWYHas
yrakoBka) 18 BuAa MUCMOMHEHWs  «TecT-
noiocka 418 AVarHOCTUKM - GepeMeHHOCTY
Renetest® simpley;

2) OpHa TecT-nonocka B MHAMBMAYaIbHOI yna-
KOBKE YMaKOBbLIBAETCA BMECTE C MHCTPYKLMeEN-
BK/IablLLEeM W C MIACTUKOBbLIM CTaKaHYMKOM B
nayky u3 KapToHa (BTOpMYHas YMakoBKa) NS
BMAA MCMOMHEHUs «TecT-Mosnocka and amarHo-
CTUKN GepeMeHHOCTV B KOMI/IEKTE CO CTaKaH-
4MKOM Renetest® simple»;

3) [iBe TeCT-MoMoCKM B MHAMBUAYaNbHbIX Yna-
KOBKax (Kaxxgasd OTAe/bHO) YMaKoBbIBAOTCA
BMeECTe C MHCTPYKLUMeN-BKIabILLEM B NayvKy 13
KapToHa (BTOpPMYHasA YnakoBKa) ANs BMaa WC-
MoNHeHMs «TecT-nofocka Anf  AnarHOCTUKU
6epemeHHOCTI Renetest® double»;

4) [Be TeCT-MONOCKN B MHAMBMAYaANbHBIX Yyra-
KoBKax (Kaxgast OT[eNlbHO) YMaKOoBbIBAOTCA
BMeCTe C WHCTPYKUWMe-BKNadbIlLeM U ¢ nna-
CTUKOBbIM CTakaHYMKOM B Mayky W3 KapTOHa
(BTOpUUHas ynakoBKa) Ans BWAA MCMOMHEHUS
«TecT-nosocka 418 AMarHocTukKM 6epeMeHHo-
CTU B KOMMJ/IEKTE CO CTakaH4MKoM Renetest®
double».

YcnoBus XpaHeHus

XpaHUTb B OPUrMHASIBHON YNakoBKe Mpu TeM-
neparype ot + 2 °C go + 30 °C. XpaHuTb B He-
[OCTYMHOM [N [eTE MecTe.

Mpn XpaHeHUN Wn3aenne [JOMKHO ObITb 3allm-
LLIEHO OT BflarM WU KOHTAKTOB C KWC/OTON W
OKMNC/INTENIAIMMA.

CpoK rogHocTu

3rofa ¢ faTbl U3rOTOB/EHNS.
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for its intended purpose in the conditions speci-
fied by the manufacturer.

Pack size

Each testing strip is packaged in an individual
air-tight foil package (foil bag) with a bag with
a desiccant (silica gel).

1) One testing strip in individual packaging is
packaged together with the prescribing infor-
mation in a cardboard pack (secondary packag-
ing) for the "Testing strip for diagnosis of preg-
nancy Renetest® simple™ version;

2) One testing strip in individual packaging is
packed together with the prescribing infor-
mation and with a plastic cup in a pack of card-
board (secondary packaging) for the 'Testing
strip for pregnancy diagnosis complete with a
Renetest® simple cup"” version;

3) Two testing strips in individual packages
(each separately) are packed together with the
instruction insert in a pack of cardboard (sec-
ondary packaging) for the "testing strip for di-
agnosis of pregnancy Renetest® double” ver-
sion;

4) Two testing strips in individual packages
(each separately) are packed together with the
instruction insert and with a plastic cup in a
pack of cardboard (secondary packaging) for the
"testing strip for pregnancy diagnosis complete
with a Renetest® double cup™ version.

Storage conditions

Store in the original package at a temperature of
+ 2°C to + 30°C. Keep out of the reach of chil-
dren.

During storage, the product must be protected
from moisture and contact with acid and oxidiz-
ing agents.

Shelf life

3 years from date of manufacture.



He vcnonb3oBaTh MO UCTEYEHWUN CPOKa rofHO-
CTW, YKAa3aHHOTO Ha YraKoBKe.

IMopsgoK  OCYLLECTB/IEHMA  yTUAM3aumm W
YHUUTOXEHNS

TecT-MoMOCKM  MOXHO  YTWIM3MPOBATL  Kak
TBepAble oTxofbl. C yCTpOMCTBaMK, KOHTaKTU-
PYHOLLMMM  C  GMOMIOrMYECKUMU  XKUAKOCTAMM,
HeobXoaVMO 06paLLaTLCA Kak C MOTEHLMaIbHO
onacHbIMW MaTepvaiaMn, B COOTBETCTBUM C
(hefepasibHbIMK, FOCYAAPCTBEHHBIMU U MeCT-
HbIMK 3aKoHamW. Knacc oTxozoB b.

CsefeHMA 0 CTepunmnsaummn

TecT-nonocky Ans AMarHoCTUKN GepeMeHHOCTH
BbIMYCKAtOTCA HECTEPU/IbHBIMU U CTEPUIN3ALMN
He NoZ/Iexar.

TpeboBaHNST K TeXHUYECKOMY 06CNy>XMBa-
HUIO N PEMOHTY

TecT-nosocKM Ans AMarHoCTUKY 6epeMeHHOCTM
AB/IAKOTCA M3LEMAMM Pa30BOro MPUYMEHEHNS.
TexHn4eckoe 06CyXnBaHVe WU PEMOHT He
MpeLyCMOTPEHBI.

MapaHTUiMHbIE 06513aTeNbCTBA
KomnaHus-nponssogutens; Core Technology
Co., Ltd., China/Kop TekHonomkun Ko., JItg.,
Kutaid, rapaHTUpyeT Ka4yecTBo, 3(heKTMB-
HOCTb M 6e30MacHOCTb M3deNns B TeveHue 3
NeT noc/e faTbl NPOU3BOACTBA NpY cob/toe-
HUW YCIOBUIA TPAHCMOPTUPOBAHMA U XPaHeHWS.

Do not use after expiry date specified on the
pack.

Disposal and destruction procedure

Testing strips can be disposed of as solid waste.
Devices in contact with biological fluids must
be treated as potentially hazardous materials, in
accordance with federal, state and local laws.
Waste class B.

Sterilization
Testing strips for the diagnosis of pregnancy are
non-sterile and cannot be sterilized.

Maintenance and repair requirements

testing strips for the diagnosis of pregnancy are
single-use products. Maintenance and/or repair
are not provided.

Warranty

Manufaeturing company: Core Technology
Co., Ltd., China/ Cor Technology Co., Ltd.,
China, guarantees the quality, efficiency and
safety of the product for 3 years after the pro-
duction date under the conditions of transporta-
tion and storage.

Mpadhmnyeckme cnmBosbl Ha MapkmpoBke/Graphic symbols on the label

[na camoTecTnpoBaHuA

A

IVD

V

diagnostics
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YKa3zaHve Ha 1UCrnosb30BaHve TecTa NauyeHToOM CaMoCcTos-
TenbHo/Indication of use for the self-testing by the patient

BH1MaHVe! (CM. MHCTPYKLMIO-BbCaAbILL MO NMPUMEHEHNIO)/
Important! (see the prescribing information for use)

W3genve ana guarHocTuky in vitro/ Device for in vitro

CoaepXXnT KONMYECTBO, A0CTaTOYHOE A <n> TecTos/ The
device contains an amount sufficient for <n> tests

W3penve He npeaHa3HaueHo Ans NOBTOPHOrO NpUMeHeHUs/
The device is not intended for re-use

Kog naptun/ Batch code



He vcnonb3oBaTh MO UCTEYEHWUN CPOKa rofHO-
CTW, YKa3aHHOr0 Ha YraKoBKe.

lMopAfOK OCYLLUECTB/IEHUSA  YTUAM3AUMA U
YHUUTOXEHNS

TecT-noslockM  MOXHO  YTWIM3MPOBaTb  Kak
TBEpble 0TXoAbl. C YCTPOMCTBaMM, KOHTaKTW-
PYHOLLYMM  C  OGMOMIOrMYECKUMU  XKUAKOCTAMM,
HeobXoaVMO 06paLLaTLCA Kak C MOTeHLMaIbHO
OrnacHbIMW MaTepuasiaMu, B COOTBETCTBMU C
(hefepasibHbIMK, FOCYAAPCTBEHHBIMU U MeCT-
HbIMM 3aKoHamK. KOsacc 0Txo0A08 b.

CsefeHns 0 CTepunmnsaummn

TecT-nonockm 418 AUarHOCTUKN GepeMeHHOCTU
BbIMYCKAtOTCA HECTEPU/IbHBIMU U CTEPUIN3ALMN
He NoZ/Iexar.

TpeboBaHNA K TEXHUYECKOMY O0OC/Ty»XMBa-
HUIO N PEMOHTY

TeCT-nosocKM AN AMarHoCTUKM 6epeMeHHOCTM
ABMIAKOTCA W3LENMAMU Pa30BOr0 NPYMEHEHMS.
TexHnyeckoe 06CNY>XMBaHWE W/WIN PEMOHT He
MpeLyCMOTPEHbI.

MapaHTUiMHbIE 06513aTeNbCTBA
KomnaHug-npomnssogutens: Core Technology
Co., Ltd., China/Kop TekHonomkun Ko., Jita.,
Kutaid, rapaHTUpyeT Ka4yecTBo, 3(heKTMB-
HOCTb M 6e30MacHOCTb M3fenus B TeueHue 3
NeT noc/e faTbl NPOU3BOACTBA NpY cob/toe-
HUW YCOBUIA TPAHCMOPTUPOBAHMSA U XPaHeHWS.

Do not use after expiry date specified on the
pack.

Disposal and destruction procedure

Testing strips can be disposed of as solid waste.
Devices in contact with biological fluids must
be treated as potentially hazardous materials, in
accordance with federal, state and local laws.
Waste class B.

Sterilization
Testing strips for the diagnosis of pregnancy are
non-sterile and cannot be sterilized.

Maintenance and repair requirements

testing strips for the diagnosis of pregnancy are
single-use products. Maintenance and/or repair
are not provided.

Warranty

Manufacturing company: Core Technology
Co., Ltd., China/ Cor Technology Co., Ltd.,
China, guarantees the quality, efficiency and
safety of the product for 3 years after the pro-
duction date under the conditions of transporta-
tion and storage.

Mpadhmnyeckme cnmBosbl Ha MapkmnpoBke/Graphic symbols on the label

[na camoTecTnpoBaHuA

A

IVD

diagnostics

YKa3zaHve Ha UCnosb3oBaHve TecTa NalyeHTOM caMoCTos-
TenbHo/Indieation of use for the self-testing by the patient

BH1MaHVe! (CM. MHCTPYKLMIO-BKIaAbILL MO NPUMEHEHNIO)/
Important! (see the prescribing information for use)

W3penve ana guarHoctuky in vitro/ Device for in vitro

CofepX1T KONMYeCTBO, AOCTAaTOUHOE And <n> TecToB/ The
device contains an amount sufficient for <n> tests

W3aenve He npeaHasHauYeHo 15 NOBTOPHOO MpUMeHeHMs/

®
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The device is not intended for re-use

Kog naptun/ Batch code



2
Wi

n"30Xx

2"C-"

PAP

€3

rogeH no/ Expiration date

MponssoguTens/ Manufacturer

XpaHUTb B OpUrMHAILHOM YMakKoBKe MpW TemnepaType
or + 2 °C pgo + 30 °C/ Store in the original package at a
temperature from + 2°C to + 30°C

3HaK yTunm3aumm ncnonb3oBaHHoM yrnakosku/ Utilization
marks for used packaging

CootseTtcTByeT ampekTnee EC no meguumMHCKoMy o6opy-
posaHuo 93/42/EEC/ Compliant with EU Directive 93/42 /
EEC

CumBONbI TpaHCNOPTHOW ~makoBKW/Shipping Packaging Symbols

AY LA
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Xpynkoe, obpallatbcst ocTopoxkHo / Fragile, handle with
care

He gonyckaTb BO3AECTBMS CONMHEYHOro ceeTa/ Avoid
exposure to sunlight.

Bepeub oT Bnaru/ Protect from moisture



MpowussoguTens/Manufacturer:

Core Technology Co., Ltd., China/Kop TekHonomkv Ko., ita., Kutaii

Room 100, C Building, No. 29 Life Park Road, Changping District, Beijing, 102206, Chi-
na/KomHata 100, 3gaHue C, Ne 29 Jlaid Mapk Poya, YaHnuH AncTtpukT, MekuH, 102206, Kutaii
Ten/tel.: 86-10-69390616; dhakc/fax: 86-10-69390660

Appec Mpounssogctea/M anufacturing address;

Ne 30, Area 9, Dauda Avenue, Fanghan District, Beijing, 102433, China/Ne 30, nomeLieHue 9,
Hayna AseHto, PaHLwaHb ANCTpuKT, MeknH, 102433, KuTaii

YnonHoMoYeHHbI npeactaButens B P®/VimnopTtep/Authorized representative in the
Russian Federation/Importer:

AO «M®PK O6HoBneHWe». HOpuandeckunii  agpec: Poccuiickas ®Pefepauys, 633621,
HoBocnbupckass 06n., Cy3yHCkuin paiioH, pn. Cy3yH, yn. Komuccapa 3dTbkoBa, 4. 18,
Ten./pakc: 8 (800) 200-09-95/TM Renewal Registered office: Russian Federation, 633621,
Novosibirsk region, Suzunsky district, Tel/fax: 8 (800) 200-09-95

OpraHuszauus, ynosiHOMOYeHHas MPUHUMATb MPETEH3UM OT noTpebuTens/Organization
authorized to handle consumer complaints:

AO «PK O6HoBNeHMe». Poccuiickas defepauys, 630096, r. HoBocmbupcek, yn. CTaHLUMOHHaS,
4. 80, e-mail: pretenzii@pfk-obnovlenie.ru/ PPC Obnovleniye JSC Russian Federation, 630096,
Novosibirsk, st. Stantsionnaya, 80, e-mail: pretenzii@pfk-obnovlenie.ru
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MpunoxeHwne I/ Appendix |

WHCTpyKumsa-Brorafpll no nprmMeHeHunto/Package insert

INnuesas cTopoHa/ Face side

t t |

R e n e e S I'Iepe,q ncnonb3oBaHMeM BHUMaTE/IbHO nNpo4vTuTe
A [laHHYI0 NHCTPYKLMIO-BKNAAbIL MO NPUMEHEHMUIO.

TecT AN MMyHOXpomaTarpagurysacKoro onpagaianms XopmuoHNUsCKOro

roHafoTPOMNVHa YesioBeKa B MoYe /151 paHHel ANarHocTUKN 6apeMenmnocTu.

*BblcOKas TOYHOCTb - YYBCTBUTENbHOCTb OT 25 MME/mMn XI'Y B Moye.
*PaHHee TeCcTMpOBaHWe - B/eHb 0Xunaaemoii MeHcTpyauuu (To4HOCTb 99 %].

*W3genvie npefHa3Ha4YeHO ANA AUATHOCTUKYM in vitro.

TecT ANs UMMyHOXpOMaTorpaguyeckoro onpeaeneHnsi XOpUOHNYECKOro rOHaOTPONMHA YenoBeKa B Moue (TecT-
nonocka Ans AVarHocTukn GepemeHHoe™) Renetest” - 3Ta MMMYHOTECT, NpejHasHauyeHHblli A1s GbICTPOro
B3yalbHOTO 11 KAYECTBEHHOTO OMpe/ieNeHNs XOPUOHMYECKOTO FOHa0TPOMNMHa Yenoeka (XMY) B npo6e Mouu.

TecT N03BONISET ONPeeNnnTh 6ePEMEHHOCTL Ha PaHHWX CPOKax B J0MALLHKX YCMOBUSX in vitro. KoHueHTpaums XY B
Mouye GepeMEeHHON XeHLMHbl Yepe3 1-2 HeAenu nocne 3avyatas cocTaeBnsieT oT 25 go 100 MME/mn. TecT ¢
YYBCTBUTE/IbHOCTbIO 25 MME/MN NO3BONSET MONYYUTb HAfEXHbIA pe3ynbTaT 0 HanMuuu GepemMeHHOCTH, ¢
MUHUMANbHBIMU PUCKaMI NOXHOMONOXMTENbHOTA pesynbTaTta. TecT MpocT U yao6eH B NpuMeHeHUU. OAWH TecT

npeaHasHayeH 4ns onpefeneHus cofepxanns XrY B ofHoii npo6e Mouu Yenoseka.

CMocob NPUM6H1NNA

3apaHee NpUroTOBbLTE HYUCTYIO U CyXyl eMKOCTb Ans c6opa Mouun. [Ns npoBefeHUs TecTa NpUrogHa TOMbKO
cBexxecoGpaHHas Moya.

ECNU Bbl TOTOBbI K MPOBEAEHMIO TecTa:

1. N3BnekuTe TECT-NONOCKY U3 UHANBUAYANBHOMN (hONLIMPOBAHHOI YNaKOBKU. TeCT HEO6X0ANMO BbINOHUTL B
TeueHMe 14aca nocne BCKPbITUS YNaKoBKN.

2. 0nycTuTe B EMKOCTb C MOYOIi CTOPOHY NONMOCKM, OTMEUEHHYIO CTPENIoUKaMu, He 4oMycKasi Npu 3TOM Norpy-
JKEHUA HUKE NHUKN MAX. TMof0XANTE HE MEHEE MATU CEKYHA,.

3. Vi3BnekuTe TECT U3 EMKOCTU W MOMOXMTE €ro Ha rOPU3OHTANBHYIO CYXYH0 U YMCTYIO MOBEPXHOCTb BMNTHI-
BaloLLeii 4acTblo BBEPX.

4.0ueHnTe pesynbTat B TeUEeHWe 5 MUAHYT.

MpuMeyaHue: [ins TecTMPOBaHWA NOAXOAMUT No6Gas Mouya, OfHAKO MepBas YTPEHHAS Moua B GOMbLIMHCTBE
CNyyaeB COAEPXUT MAKCUMalbHYH KOHLEHTpauu Xy Ans paHHero obHapyxeHus 6epemMmeHHocTn. O6pasLibl
MOYM MOTYT XPaHWUTLCA MPW KOMHaTHOI TemnepaTtype f0 8 4acoB. Ecnn npoBejeHue TecTa HEBO3MOXHO B
TeyeHWe 3TOrO BPEMEHW, TO AOMycKaeTcs XpaHeHWe npobbl 4o 48 vacoB npu Temnepatype 2-8 X.

3aMOp0>KeHHbIe n/vnn pPa3mMopoXXeHHble I'IpOﬁbI MO4YM HEeNb3A UCNOMNb30BaTh A1 NPpOBEeAEeHUA TecTa.

OLEHKA PBE3YJIbTATA
BepeMeHHOCTb. MosBAsAOTCS BE IMHUM PO30BOTO
uBeTa, ogHa a TectoBoii o6nactu (T), a Apyras B o6nactu
KoHTpons (C). NHTEHCUBHOCTL PO30BOTO LiBeTa B
TecToBOV 06nactu (T) MOXeT BapbUpoBaTLCA B
3aBUCUMOCTU OT KOHUEHTpauun XY B npobe. Takum
o6pa3om, Nto6oi OTTEHOK PO30BOrO LiBeTa B TECTOBOM
30He (T) AO/KEH CHUTATLCS NONOXKNTENbHBIM.
OTcyTCcTBME GEPEMEHHOCTMW. MosiBNeHe po30BOii IMHUY B 061acTh KOHTponA (C). OTCyTCTBUE PO30BOI
NMHWUK B TecToBoli o6nacTw (T).
OLWMBOUHBINV TECT. OTCyTCTBME PO30BOI MHNN B 061ACTH KOHTPONA (C). He[0CTaTouHOE KONMYECTBO MOUM
Ha TecTe WM Heco6niofeHVe Npoueaypbl TECTUPOBAHWUS SBMAIOTCA HaubGosnee BEPOATHbIMKW MPUYMHAMMU
OLMBOYHOTO TECTUPOBAHUS.
OCOBEHHOCTW NMPUMEHEHWNA
1. He cuuTbiBaTb pesynbTaT U He NPUHUMATL BO BHUMaHUE U3MEHEHUs PesynbTaTon Mo3jHee, Yem Yepes 5 MUHYT
nocrne npoBeeHs TECTUPOBaHUS.
2. TecT-nonocka npefgHasHaveHa Ans onpeaeneHns cogepxxanns X4 s moye.
3. Mpw nonyyeHUn oTpuULaTENBLHOTO pesynbTara MOXXHO NOBTOPUTL TECT Yepes 48-72 yaca.
4. XTY MOXeT NpuCYTCTBOBATL B NP0Ge B TeHEHWe HECKOMbKUX AHEN UK HeAleNb NOC/e POAOB, CaMONpPOKU3BOLHOMO

abopTa unmM nHbEKLMK Xr4.
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O6opoTHas ctopoHa/Reverse side

5. 136eraiiTe n36bITOHHOTO yNoTpe6IeHNs HANNTKOB NMOC/Ee MONYHOUM, NPEALIECTBYOLe yTPY TECTUPOBAHUS.
XKunAKoCTb MOXeT cepbe3Ho pa3baBuTb KOHLEHTpauuio XIMy.

6. Ha pesynbTaTbl TecTa MOTYT NOB/MATL: NPUEM OpasbHbIK KOHTPaLENTUBOB, MPUEM JUYPETUKOB (MOUETOHHbIE
npenapatbl) 3a 24-48 4acoB [0 TeCTUPOBaHWS, NMPUEM aNKOrO/bHbIX HANNTKOB, & TakXe Cepbe3Hble
(hnsnyeckmne Harpysku.

7. BHemaTO4Has 6epeMeHHOCTb, KUCTa AMHHUKA, MeHOMNay3a U HEKOTOPbIE O4YeHb PeAKNE MeJULIMHCKME COCTO-
SIHWA MOTYT [JaBaThb IOXKHOMONOXMNTENbHbIA pe3ynbTar.

8. MockonbKy 6epeMeHHOCTb ABNSETCA Hanbonee BEPOATHON NPUUMHOI HaNMUUs XY B CbIBOPOTKE KPOBW UK
Moue, TO MOBbILWEHHAsA KOHLEHTpauusa XY, He cBsi3aHHaA ¢ GEPEMEHHOCTbI0, Y HEKOTOPbIX NaLUeHTOB MOXET
CBUAETeNbCTBOBATb, Hanpumep, o TpodobGnacTuyeckoit 60M1e3HN U onpeAeneHHbIX HeTpodobnacTuyeckmnx
HOBOOGPAa30BaHMAX.

9. TecT npefocTaBNseT NpefBapuTeNbHbli AMarHo3 6epeMeHHOCTH. MoATBEPXKAEHHDI 1arHo3 6epeMeHHo-

CTN A0/DKEeH 6bITb BbIHECEH TONIbKO Bpayom nocne oueHKN BCeX KIIMHNYEeCKNX n na6opaTothlx 06CﬂeAOBaHVIVI.

M1Pbl MP1AOCTOPOXXHOCTU

t. Mepep BbINO/IHEHNEM TeCcTa PEKOMEH/YeTCs BHUMATEbHO MPOUUTATh UHCTPYKLMIO-BKNAAbIL MO
NPUMEHEHMI0.

2. TecT-nonocKa He NOANEXNT NOBTOPHOMY MCMONb30BaHMI0. [locne UCNoNb30BaHUA n3genve
yTunusmpyetcs.

3. He ncnonb3oBath NakeT ¢ OCyWIMTENEM (CUNMKAresb).

4. TecT-nonocka He NpefHasHaueHa ANs NpUemMa BHyTpb.

5. Mpu npornaTbiBaHUN TECT-NONOCKN HEOGXOAMMO OKa3aTb MepByio MOMOLb: CAeNnaTb NPOMbIBaHNE
XenyAKa, BbiMUB 2-4 KPYXKU BOAbl, 06paTUTLCS K Bpauy.

6. He gonyckatb 3arps3HeHUs TECT-NO0COK 10CLOHOM A1 PyK. Macnamu, rpsisbio UM MyCOPOM.
7. He ucnonb3oBaTb TECT-MO/OCKY, €C/IM YNaKoBKa NOBPEXAEHA NN BCKPbITA.

8. PekOoMeH/YyeTCs XpaHUTb U3Aenne B MecTax, HeJOCTYMNHbIX ANS AeTeli 1 XKUBOTHBIX.

9. He ncnonb3yiite COrHyTbie NN NOBPEX/AEHHbIE TECT-NONOCKN.

10. He ucnonb3oBaTb MO UCTEHYEHUN CPOKA FOAHOCTU, YKA3aHHOTO Ha yNaKoBKe.

11. icnonb3oBaTb n3genune CTporo no HasHa4YeHuro, ykasaHHOMY npoussoguTenem.

TPEBOBAHWA BE3OMACHOCTU
Vsgenve (yHKLMOHaNbHO 6e30MacHOo, TakK Kak OTCYTCTBYeT PUCK MPUYNHEHWS BpeAa >XW3HW, 3/0pPOBblO
YesnoBeKa 1 OKpyxalolieil cpefie Npu UCMNoNb30BaHUN MEAWULMHCKOTO W3eNUsA MO Ha3HaueHWIo B YCNOBUSX,

npeAycMOTPEHHbIX MPON3BOAUTENEM.

Bbl MOXeTe HaliTu OTBETbl Ha BO3HUKLINE BOMPOCHI U 3a4aTb CBOI Ha Halem caiiTe:
www.renetest.ru

YCnoBus XxpaHeHns. Xpaunib B C TVHALHON YNaHOAKB NPy TBMMSPSTYPB YkAMHVie ttancrionbIaHHVs Tecta

oT* 2*C 10 430 *C XpaHuTb m HOAOCTYINHOM /151 AeTeid MecTe, Mpy XpaHeHun (LiuHTViOM ciivoATOeTENBHO

VI3[ie/vie I0IDKHO G ITb 3aULMTEHA OT BIarkt 1 KOHTAKTOB C KMCTIOTOM 1 OKVCTATE MU, GVVETAVET (CbL VHCTYKLYIO-

CpOK roiHOCTH 3 TOAa C AaThl M3raTooNTHa. A erAMU<DpAVBE1INIO)

Mpownasogurena: CoreTectwwtoQyCo., Ud.. Chm/Kop ToHtonomiu Ko., J1Ta.. m‘l .

Kunigi Room 100. C BuMng. No. 29 Life Park Rood. atangpinQ Otetncl. Beittng, Visaeve st ouitro

102206, Chtna/KomHars 100. 3opxwe C. N>29 Jiiich Mapk PoyA. HwiumH Auc mrT, szwrheopm]/NNucﬁyneKoM

MexuH. 102206. KuTaii.Ten.:66- tO'6%90616; chakc: 86- 10-69390660 - npTBMTapsTypeor *2 C no <3070

Appec npounsaogctaa: M»30, Aiaa9. CeodaAiveniMli. FanQhao Oialricl. Beifng. V ConH>*UT KOMVHECTBO, JFICTSTOHOE

102433. Cdina/hP 30, rrometyjaHue 9. ayna AaeHto, DaHLLOoHb JUCTPUKT. MekvH. ana >r>Tecme

102433. Kuraii n a0

YreNHO@OUBHMBIA npaacraantana a P®/Vimnoprep: aL el

AO TI®K OGHoB/EHME-. IOpvw,M‘loml/u‘/‘l aapec: Poccwiickas depepanmst. 633621 8 oo

HoBocnbrpcksso6n..CyayHeeuiipaiion.pn.CyayH.yn KuM cci®»3smbicoaa

1. 18 Ten/cpakc: 6(600)200-09-95 F’\n Komel T

OpraHu13auvs, yTKILMOMOYEHUAs NPUHUMATL NPaTaHanm OT NorpasuTens;

AO N®K O6HoBMeHve- Poccuiickast ®oaspaLysi, 630096. r VoBOCHGMPCK, (D Virganmvir He npeunaviasicHa s

yn CrimayonHas. n - BO, oTmmalt prelenntiStpfiK-ohnoviento.iu MTOArGpHORA MLVEHEH/A
SIVKYTAKLLHIA W TOTS088H/0N
YIaUMKIA

wT

RENEWAL
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190104389-001 1/1 2
Poccua E D ¢ 002
15.06.2019

CEPTUDPUNKAT

[Ombnema: KuTainckunii KOMUTET NO COAENCTBUIO Pa3BUTUIO
mexayHapoaHor Toprosnun (CCPIT)]

KnTaincknini KOMUTET MO COAENCTBUIO Pa3BUTUIO MEXAYHAPOAHO TOProBAN SBNSETCS
KuTalickoi mexkayHapoAHO TOProBoii nanaTomn
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KuTtancknii KomuTeT No coaercTBUIO pa3BuUTMO MexXayHapoaHon Toproeav (CCPIT)
KuTaickaa mexxayHapogHasa Toproeas nanara

CEPTUDOUNKAT
/QR-koa/
Ne 191100B0/047374

HACTOAWNMM CBUAETE/NILCTBYETCA, YTO: neyatb komnaHu KOP TEKHOIOOXXW
KO., NTA. (CORE TECHNOLOGY CO., LTD.) Ha npunaraemom COIJTALLEHWW sBnsetcs
NOA/MHHON. Mpunaraemblii TeKCT ykazaHHoro JOKYMEHTA Ha pyCcCKOM 3blke COOTBETCTBYET
TEKCTY Ha aHI/IMACKOM A3bIKe.

KuTtaincknin KoMUTeT 1Mo cofencTBuio pasBuTmMIO MeXAYHapPOLHON TOPros/u
(noanmce)

YNONHOMOYEHHBIN nognucaHT: J1toin LlyinnsaHb

Hata: 15 utona 2019 r.

MeyaTb (2 0TTUCKA):

Ceptumkayms

Kutainckunii KoMmTeT no coaencTBuio passntumro
mexxayHapoaHoi Toproenun (CCPLT)

TucHeHasa neyaTsb:

CepTudmkayms

KuTtaiicknin KoMuTeT No coaeincTBMio pasBuTumLo
MeXayHapoaHow Toprosnn (CCP1T)

Beb-caliT Ans npoBepku ceptudmnkara: http://www.rzccpit.com/validate.html

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



/TeKCT VIHCTPYKLUMM MO NPUMEHEHUIO Ay6NMpyeTCa Ha PyCCKOM sA3blKe/
LTamn:
KOP TEKHO/O4)XW KO., NTA.
(CORE TECHNOLOGY CO., LTD.)

[TekcT Mpuno>keHns | cnefyeT HapyccKoMm s3bike/

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



nepesofumnK S5LPMyO<AL, ,OOA

Poccuiickas degepauus
["opog MockBa
CemHaguaToro aBryeTa fiBe TbiCsiumM ABajLaTb NepBOro roja

A, Mowuceesa Jinnna BnagumMumpoBHa, HOTapuyc ropoga
NOANMHHOCTL MoANMcK nepeBofumka AnosHa Oasuga Meoprue”ina.

Mopnuck caenaHa B MOEM MPUCYTCTBUN.

JInyHoCTbL NognNucaBLLEr0 AOKYMEHT YCTaHOB/IEHA.

Sapervctprps8LLInr@™N8ctpe: Ne 50/995-H/77-2021-

Ynnau#to 3a CoBeplueHne 1apnanbHOro gencrup: OOpgonA

Bcero npoLuHypoB MEePOBaHO M CKPEMNIEHO NeyaTbto

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

w v w

China Council for the Promotion of Internationa] Trade is China Chamber of International Commerce
& 000 LWPMI (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR RU
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AN AN

M

China Council for the Promotion of International Trade
China Chamber of International Commerce

IE B

CERTIFICATE

THIS IS TO CERTIFY THAT;
CO., LTD.
attached Russian
the English text.

nm

Website for verifying the certificate:

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

the seal
on the annexed AGREEMENT
text of the said DOCUMENT

o 2M/kis

B
o

220100B0/007071
No.

of CORE TECHNOLOGY
IS genuine. The
IS true to

Cblna C
of

Authorized

i Lyu Cuilian
Signature:

BWr 2022, 342LW
(Date: Mar. 21, 2022)

ht,tp:/7wtvw. rzccitit. tom/val iciate. html



JNIOMONIHEHWE K MHCTPYKLUWU MO MPUMEHEHWIO
HA MEAVLHCKOE U3AENUE/

ADDITION TO THE INSTRUCTIONS FOR USE
FOR MEDICAL DEVICE

«TecT A1 UMMYHOXPOMAaTOrpaUyeckoro onpegeieHns XOpUoHNYeCKOro roHafoTponuHa
4yenoBeKa B MOYe 15 paHHel MarHocTuKy bepemeHHOCTM (TecT-Mnosocka Aans
[INarHoCTUKN 6epemeHHOCTN) Renetest®x»/ Test for immunochromatographic detection of
human chorionic gonadotropin in urine used for early detection of pregnancy (Test strip
for the detection of pregnancy) Renetest®

«YTBEPXXAEHO» / “AUTHORISED”

["eHepanbHbI aupekTop/General manager
(pomxkHocTb/position)

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



[aHHble 0 (PYHKUMOHa/IbHbIX XapaKTepPUCTMKaxX MeAVLMHCKOrO W3aenMst 4mTatb B
CleflytoLLEeN pefaKumn:

AHanmMTYeCKasa YyBCTBUTENbHOCTb TECT-MOMOCOK - He MeHee 25 MME/vn.

AHaMTMYeCcKass CneumUYHOCTL:  pesynbTaTbl Tecta oTpuuatesibHbl npy 500 MME/Mn
remMogharoyutapHoro amMmdoructmoumtosa, 1000 MME/MA (ONIMKYNOCTUMYIMPYHOLLETO
ropmMoHa yenoseka 1 1000 MME/mn TMPeoCTUMY/IMPYIOLLIEr0 FOPMOHA YeN0oBeKa.
[JnarHoctnyeckasa vyBcTBUTENLHOCTL = 100 %.

[JvarHoctuyeckas cneumgpunyHocTs = 100 %.

[narHocTnyeckme XapakTepucTuky (Mo pesynbTatam KIMHUYECKUX UCTIbITaHWUI, NPOBEAEHHbIX
Ha TeppuTopun PD):

UyscTBuTENLHOCTL: 100%

CneungmyHocTb: 100%

TouHocTb: 100%

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



CEPTUDPUKAT

[Ombnema: KuTaicKnin KOMUTET MO COAENCTBUIO Pa3BUTUS
MEeXXAyHapOAHOW TOProBnu]

KuTancknini KOMUTET MO COAECTBUIO Pa3BUTUSA MeXAYHapOLHOM TOProBv siBNSETCA
KuTaickoi nanaTon MexxayHapoLHON TOProB/u

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



KuTtaiickuii KoMnTeT No CoAeincTBUIO pasBUTUIO MesiefyHapogHoi Toprosnm (CCPIT)
KuTaickaa mesieflyHapoiHasa Toproeas nasiara

CEPTUDPUNKAT
/QR-koa/

Ne 220100B0/007071

HACTOAWNMM CBUNAETEJ/IbCTBYETCH, UTO: neyats komnaHu KOP TEKHOMOOXXW
KO., NTA. (CORE TECHNOLOGY CO., LTD.) Ha npunaraemom COIJTALUEHWW saBnseTca
NoANMHHOW. Mpunaraemblil TeKCT YKazaHHOro JOKYMEHTA Ha pycCKOM 5i3blKe COOTBETCTBYET
TEKCTY Ha aHIIMACKOM i3blKe.

KuTtaincknin KomuTeT Mo CofencTBUIO pa3BUTUIO MesA3AyHapO4HOM TOPros/n
(noanwceb)

YNOMHOMOYEHHbIA NoANUCaHT: JTtol LlyinsiHb

[Jata: 21 mapTta 2022 .

MevaTs:

Ceptudmkaums

Kutainckunii KOMUTET NoO COAeNCTBUIO Pas3BUTUIO
mexxayHapoaHow Toprosnu (CCPIT)

TucHeHas neyaTsb:
Ceptudmkayms

KuTtainickmin KoMUTET N0 COAENCTBMIO Pa3BUTUIO
mexayHapogHou Toprosnm (CCPIT)

Beb6-cainT gns npoBepku ceptudmkara: http://www.rzcepit.com/validate.html

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



LLiramn:
KOP TEKHOJTO)KW KO., NT/A,

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



MeopBOA, AAHHOI0 TEKCTa BbIMO/HEH nepeBoaYnkom LLonH6oaoBoM Mapxa6o [MNalilLiaH6eeBHOM

Poccuiickas dPegepauns
["opog MockBa

[BaauaTb ceabMoro anpens Ase TbiCSuM ABaALaTb BTOPOro roja

{iiSSEEatfc,

A, Mowvceesa Jlnnua BnagummuposHa, HoTapuyc ropoga Mocksbl, ceuge( NbCTBYHO
NOA/IMHHOCTbL NOANUCK NepeBouMKa LLlonH6040B0 Mapxa6o MaiLwanbeeBHbl.

Moanuck caenaHa B MOEM NMPUCYTCTBUMN.

JInyHOCTL NoANMcaBLIEro JOKYMEHT YCTaHOB/IEHA.

3apernctpuposaHo B peectpe; No 50/995-H/77-2"

NnaTeTo 3a COBepLUEHMe HOTapuasbHOro geiictsiis| 400 pyo.

\ BcerojipomftypraaHo, npoHymMepoBaHO 1 CKpeneHo neyatbtd T ACT(-a,-0B).

J1.B.MowuceeBa

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



