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BbIMNCKA N3 TEXHUYECKOIO ®ANNA /
EXTRACT FROM TECHNICAL FILE

«TecT-cucTemMa /15 UMMYHOXpOMaTorpagmyeckoro onpeaeneHus
XOPWOHMYECKOr0 roHagoTponnHa YvenoBeka (XIMY) B Moye AN paHHen
AVarHocTnkn 6epemeHHocTu (TecT 41A ANArHOCTUKY GepeMeHHOCTM
CTpYWHbI) Renetest® comfort»/ Test system for immunochromatographic
detection of human chorionic gonadotropin in urine for early detection of
pregnancy (inkjet test for the detection of pregnancy) Renetest® comfort.
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B.X.JLM. Banucka B3 Texnuveckoro ¢aiina megunuHckoro nigenns | Homep Td/
Buopucey 3Ha | «TecT-cuerema  aas  Mmmysoxpomarorpaguueckoro | 7O N.: /
TeKHONOMWKH | onpexeenns XOPHONHIECKOTe TOHAZOTPONNHA Yenoneka B | Bepour/

Ko., Jlta., MoOde ANS paHReli AHATHOCTHKH Gepemenuocta (Tecr aum | Version: 01
Kuraii / AnarnocTHkud  GepemennmocTn  crpyitnsiifl) Renetest®
W.H.P.M. comfort»/Summary technical file for he medical product

Bioresearch & | "Test system for immumochromatographic detection of
Technology human chorionic gonadotropin in wrine for early detection
Co., Ltd., of pregnancy (inkjet test for the detection of pregnancy)
China Renetest® comfort."

Hacmoswyas emnucka nod2omoenena O npedocmasienus ceedenuti 8 yeasx pesucmpayuu
MeduyuHckozo  usdesun na meppumopuu  Poccutickoii  Pedepayuu. Ceedenun
npedcmaenern 6 o0b6veme, mpebyemom 6 coomeemcmsuu ¢ Ilocmanoenenuem
IIpasumenvcmea PP om 27 dexabpa 2012 2. N 1416 "O6 ymeepucoenuu Ilpasun
20CY0apPCMEeHHOU  peucmpayuu  Meouyunckux  wideruu” (¢ usmenenuAmMu  u
dononnenusmu)/This extract is prepared for submission of information for registration of
the medical product in the territory of the Russian Federation. Information is presented in
the amount needed in accordance with the RF Government Ordinance dated December 27,
2012. N 1416 "on approval of the Rules for State marketing authorization for medical
products” (with amendments).

MPOH3BOAUTEJIB/PASPABOTYHK/MANUFACTURER/DEVELOPER::
W.H.P.M. Biorescarch & Technology Co., Ltd., China/B.X.IL.M. buopucey sHa
Texuonomxu Ko., Jita., Kuraii

Ne 2 Zhongxin Street, LouZiZhuang, Jinzhanxiang, Chaoyang District, Beijing 100018,
China/Kurait, 100018, INexnn, Yaoan Juctpuxr, Lzuasuxaue Can, Jloyuswm YUxcyan, Ne 2
UskyHeun CTput

Ten. +86 10 84391888

customerservice@whpm.com.cn

AJPEC NPOU3IBOACTBA/MANUFACTURING ADDRESS::

Ne 2 Zhongxin Street, LouZiZhuang, Jinzhanxiang, Chaoyang District, Beijing 100018,
China/Kuraii, 100018, INTexun, Yaoau [Iuctpukt, Lizunbwkans Can, Jloymasr Dxyan, Ne 2
Yxyncun Crpur

IOPHAMMECKOE JIMIIO, HA HMA KOTOPOrO BYJAET BbBIJIAHO
PETHCTPAIIMOHHOE YAOCTOBEPEHHE/LEGAL ENTITY THE MARKETING
AUTHORIZATION WILL BE ISSUED TO:

AxunoHepuoe odmecteo «[IpoussoacTsenHan dapManesTHyecKan koMnaHua O6HoBIEHHE)
(AO J1DK ObroBACHHEY)

HOpuauueckuit anpec: Poccutickan ®egepaumusa, 633621, Hosocnbupekan o6s., Cysyucxuit
paiion, pn. Cysyn, yn. Komuccapa 3srskoea, a. 18/JSC "Renewal” pharmaceutical
manufacturing company"

PMC Renewal JSC.
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B.X.I1.M. Buinucka H3 TexHHueckoro $aiina Meaununcroro wiseaus | Howep 79/
Buopuced 3Ha | «TecT-cucrema AN umMMysoxpomarerpaduyecxoro | TDN.: 1
TekHONOAXKKN | OMpeZe/ieHHS XOPHOHHYECKOr0 rOHAJOTPONHHA Te/I0OBCKA B Bepcur/

Ko., Jita,, moue aas panneli Anarnocruku Gepemennoctn (Tect aag | Version: 01
Kurait / AWATHOCTHKH  GepeMennocTd  crpykimeiii)  Renetest®
W.H.PM. comfort’/Summary technical file for he medical product

Biorescarch & | "Test system for immuwochromatographic detection of
Technology human chorionic gonadotropin in urine for early detection
Co., L., of pregnancy (inkjet test for the detection of pregnancy)
China Renetest® comfort."

Registered office; 18 Komissara Zyatkova, Suzun urban locality, Novosibirsk Oblast, Russian
Federation 633621 Suzun, 18 Komissar Ziatkov Str.

O BOITPOCAM KAYECTBA H IPHMEHEHHSA H3AE/MA OBPAIIATHCA K
YINOJJHOMOYEHHOMY  HPEIACTABHTENIO IIPOMIBOAMTE/IA HA
TEPPUTOPHH POCCHIACKOHA ®EAEPAIIHH/ FOR PRODUCT QUALITY AND
USE, CONTACT THE AUTHORIZED REPRESENTATIVE OF THE
MANUFACTURER IN THE TERRITORY OF THE RUSSIAN FEDERATION:
AxkumnonepHoe obiectno «[lpoussoacTeenHas papMauneBTHYECKas KOMITaHKA OGHOBACHHEY
(AO «[1DK ObHossieHHEY)

IOpuanveckuit aapec: Poccuiickas ®eaepauna, 633621, HoBocubupexas o6n., Cysyrckni
paiion, pn. Cy3yn, yn. Komuccapa 3aTsxosa, J. 18.

TNouroswil anpec: 630096, r. Horocubupcek, yn. CranusonHas, a. 80.

OI'PH 1025405426826, UHH 5408151534, Ten./pakc: 8 (800) 200-09-95,

e-mail: pretenzii@pfk-obnovienie.ru/

JSC "Renewal” pharmaceutical manufacturing company” PMC Renewal JSC .

Registered office: 18 Komissara Zyatkova, Suzun urban locality, Novosibirsk Oblast, Russian
Federation 633621 Suzun, 18 Komissar Ziatkov Str.

Mailing address: 630096, Novosibirsk, 80 Stantsyonnaia.

OGRN 1025405426826, TIN 5408151534, Tel/Fax: 8 (800) 200-09-95,

e-mail: pretenzii@pfk-obnovlenie.ru
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B.X.IN.M. BbinucKa U3 TeXHUYECKOro aina megnumnHckoro ngenus Homep Td/
Buopucey sng  «TecT-cuctema  Ans nmmMyHoxpomartorpaguyeckoro TON.: 1
TeKHONOLKM onpefesieHNs XOPMOHNYECKOro roHaf0TPOMNMHa YesoBeka B Bepcus/
Ko., /ITA., MOuYe AN paHHell AMArHOCTMKN GepemeHHocTH (Tect gns  Vversion: 01
Kuraii / AVNarHOCTMKM  GepeMeHHOCTW  CTPYMHbIN)  Renetest®

W.H.P.M. comfort»/Summary technical file for he medical product

Bioresearch & "Test system for immunochromatographic detection of
Technology human chorionic gonadotropin in urine for early detection

Co., Ltd.. of pregnancy (inkjet test for the detection of pregnancy)

China Renetest® comfort."”

1. NAME OF THE MEDICAL DEVICE
Test system for immunochromatographic

1. HAMWMEHOBAHWE
MEONLUWNHCKOIO U3AENNA

TecT-cuctema ana  test of human chorionic gonadotropin in
MMMYHOXpoMaTorpagmnyeckoro urine for early pregnancy detection
onpeaenexHns XOPUOHMNYECKOT0 (Midstream urine  pregnancy  test)

rOHaZoTpOMMHa YesioBeka B MoYe A/ Renetest comfort
paHHel AMarHoCTUKWM GepemMeHHOCTU (TecT

ans ANarHOCTUKM 6epeMeHHOCTH

CTpYy/iHb[i1) Renetest® comfort.

2. HA3BHAYEHWME MEAMUMHCKOIO 2. INTENDED USE OF THE MEDICAL

N3NENNA DEVICE

XOpMOHNYECKNIA TOHaZoTpPoNMH 4Yenoeeka Human chorionic gonadotropin (hCG) is a
(Xry) sBnAeTCs rnnkKonpoTenHoBbIM  glycoprotein  hormone produced by the
rOPMOHOM, BblpabaTtbiBaeMbiM  developing placenta shortly after conception.
pasBmMBaroLLeiica nnaueHToi Bckope nocne The hormone enters the urine during hCG
OonnofoTBOpPeHUs  AluekneTkn. B mouy containing blood filtration through the
rOpMOH nocTtynaet npu uabTpoBaHUK  kidneys.

KpoBK, cogepxkatyein XY, yepes noyku. Single-step pregnancy test. It is a fast

OfHOCTyneHYaTblii TecT Ans onpeaeneHus

6epeMeHHOCTH, ABNAETCS ObICTPbIM,
KayeCTBEHHbIM UMMYHONOT NYECKNM
aHa/IM3oMm ans onpeaeneHns

XOPMOHMYECKOro roHafoTpoMnMHa 4YenoBeka
(XT'U) B Moue in vitro.

B KkayectBe 00pa3uoB AN  nNpoBeAeHMS
TECTOB uCMnosib3yerca moya. OpfgHa TecT-
cucteMa npefHasHayeHa Ans onpefeneHus
cogepxaHuss XI'Y B ogHOM o06pasue Mouu
yenoBeka.

TecT-cuctema MOXET WCNOJb30BaTbCA Kak

crneyuanmcTamm (MeagnLmMHCKUMK
paboTHUKaMWu) B MeAVNLUHCKUX
yupexzaeHusx, Tak "
HEKBA/IM(NLMPOBAHHLIMK  MO/Nb30BATENIAMU
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qualitative immunological test for in vitro
determination of human chorionic
gonadotropin (HCG) in the urine.

Urine is used as test samples. One test
system is designed for HCG determination in
one human urine sample.

Test-system can be used both by specialists
(healthcare specialists) in clinical conditions,
and by unskilled users for self-control at
home.

Test system is simple, easy-to-use and
hygienic due to the ergonomical design - no
need to collect urine into container, the test
can be conducted at any time and place.



B.X.MNM.M. BbInucka 13 TeXHWYeCKoro aiina MeauumMHcKoro nsgenvs Homep T/
Buopuceu aHg ~ «TecT-cucTema  Ans nmmMmyHoxpomatorpaguueckoro TDN.: 1
TeKHONOMKM onpedeneHNsi XOPUOHWYECKOT0 FOHAA0TPONMHA YenoBeka B Bepeus/
Ko., g, MOYe [/ paHHell AMarHoCTUKM GepemeHHocTM (Tect gns  Version: 01
Kwutain / AVNArHOCTUKKN  GepeMEeHHOCTM  CTPYWHbIA)  Renctest™
W.H.P.M. comfort»/Summary technical file for he medical product
Bioresearch &  "'Test system for immunochromatographic detection of
Technology human chorionic gonadotropin in urine for early detection
Co., Ltd., of pregnancy (inkjet test for the detection of pregnancy)
China Renetest® comfort."
AN15 CAMOKOHTPONS B JOMALLIHUX YCNOBUSIX.
Catalogue
ecT-cmucTema nNpocTa, YA06Ha U rMrmeHnYHa cumber Sample type Type
B NPUMeHeHUN 6narofaps 3proHOMWUYHON Midstream
F1-M05 urine ’
KOHCTPYKUMM - 4N MCMONb30BaHUA  He 5 mm

o6s3aTenbHO cobupaTtb MO4Yy B EMKOCTb,
TeCTMpOBaHMe MOXHO NPOBOAUTL B Nt06Oe
BpeMs HA U B NIO6OM MecTe.

Homep no
P Tun obpasua dopmat
Karasiory
CTpyWiHbIiA 5
F1-MO05 Moya
MM

3. NMOKA3SAHWMA K NMPUMEHEHWNIO
[MarHocTvKa Hannumus UK oTCYTCTBUS
6epeMeHHOCTM Ha PaHHMX CPOKaX.

4. KNACCUOUMKALNA
MEAVLIMHCKOIO N3AENA

Kon obuepoccuiickoro  knaccudmkaropa
NPOAYKUMM N0 BUAaM 3KOHOMWYECKOIA
pestenbHocTn (OKMA 2) - 21.20.23.110
Bug B HOMEHKNaTypHOW Knaccugmkamm
MeANLMHCKMX M3gennin no smgam - 205650
(O6WKMiA  XOPUOHUYECKWIA  TOHAAOTPOMNUH
yenoseka (Xry nBa, Habop,
NMMYHOXpOMaTorpamyecKunin aHanms,
3KCMpecc-aHanms).

Knacc noTeHUManbHOro pucka rnpyMeHeHus
MeMUMHCKOr0 M3Aenns B COOTBETCTBUM C
HOMEHKNaTypHOWA Knaccmdmkaumei
MeLULMHCKUX U3LeNuni - 2a.

5. MPOTUBOIMOKA3AHWA
He BbIsIB/IEHbI.
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3. INDICATIONS FOR USE
Early diagnostics of presence or absence of
pregnancy.

4. MEDICAL
CLASSIFICATION
All-Russian classifier of products by type of
economic activity (ARCPEA 2) -
21.20.23.110.

Nomenclature Classification of Medical
Devices by Type - 205650 (total human
chorionic gonadotropin (HCG) IVD, Kit,
immunochromatographic test, express-test).
The class of potential risk of using a medical
device in accordance with the nomenclature
classification of medical devices -is 2a.

PRODUCT

5. CONTRAINDICATIONS
Not registered.



B.X.IN.M. Bbinucka 13 TeXHUYECKOro gaiina meguuuHckoro nsgenus Homep Td/
Buopuced sy «TecT-cuctema AN nMmyHoxpomatorpaguueckoro TON.: 1
TekHONoAKM onpe/eneHns XOpMOHMUECKOro rOHaA0TPONNHA Yenoseka B Bepcus/
Ko., N1a., MOoue 4N paHHel AMarHocTWKM GepemeHHocTw (Tect gns  Version: O
Kuraii / AVNarHOCTUKM  6epeMeHHOCTM  CTpYMHbIA)  Renetest®
W.H.P.M. comfort»/Summary technical file for he medical product
Bioresearch & "Test system for immunochromatographic detection of
Technology human chorionic gonadotropin in urine for early detection
Co., Ltd.. of pregnancy (inkjet test for the detection of pregnancy)
China Renetest® comfort."
6. ONMMCAHWME MNMPNHLUWMIMOB 6. DESCRIPTION OF THE
MPOLIEAYPbI TECTUPOBAHWA PRINCIPLES OF THE TESTING
OnpepeneHne cogepxaHna XYy B moye PROCEDURE

YenoBeka OCHOBAHO Ha MeToze
MMMYHOXPOMAaTOrpamyeckoro aHanmsa c
MCMO/b30BaHNEM ABYX
BbICOKOYYBCTBUTE/IbHbIX aHTUTeN,

BbIABNAOWMX MUHUMa/IbHbIe KOMNYeCcTBa p-
n a-cy6bvegmHuy XI'Y u ceasbiBatoLLmxca

OlHOBPEMEHHO c LBYMS pasHbIMy
anuTonamun Ha mosnekyne XI'y.

Ha KPYMHOMNOPUCTOM (hunbTpe,
HaxoAsaLWEeMCS B HWKHEM 4acTuM MOMOCKM
TeCT-CUCTEMB!, NMMOOWIN30BaHbI
cneundguueckme MbILLVHblE

aHTuTena K P~
cybbeamHmue XI4, KOHbHOIMpoBaHHble C
yactuuamu  KoninoumgHoro  3on0ta. Ha
HUTPOLIEN/THON03HOW MembpaHe B TeCTOBOM
30He MONOCKM TECT-CUCTEMbI
MMMOOWIN30BaHbI KO3bW MOMIMK/IOHA/IbHbIE
aHTuTena K a-cyoveamHuue XY 6nmxe K
HWKHEMY Kpal MONOCKU TeCT-CUCTeMbl W
KO3bM aHTUMbILWMHbIE aHTUTena O6amke K
BEPXHEMY Kparo MOMOCKN TECT-CUCTEMBI.

AHanmsmpyemblii obpaseL Mouu
abcopbupyeTcsd NOrnowarWwmnm  y4acTKoMm
npobo0TOOPHMKA MOMOCKN  TecT-CUCTEMBI.
Mpn  cofepXaHuUn B  aHaIU3NPyeMOoM
obpasue  mounm  XI'Y, paBHOM  wan
npesbiwarowem 25 MME/Mn, oH o6pasyeT
KOMI/IEKC CO CNeunpmuyecKUMmN MbILLNHBIMU
MOHOK/IOHA/IbHbIMW ~ aHTUTENaMM K p-
cyobveamHmuye X4, KOHbIOrMpoBaHHLIMK C
yactvuamum  KOnJoMgHoro 3ofiota.  3TOT

MOHOK/10HaJIbHbIE
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The hCG determination in the human urine is
based on immunochromatographic assay
with the use of two highly sensitive
antibodies that define minimum amounts of
p- and a-hCG and simultaneously bind with
two different epitopes on the hCG molecule.

On the large-porous filter in the bottom of
the test-system dipstick, specific mouse
monoclonal p-HCG antibodies conjugated
with the colloidal gold particles are
immobilized. On  the nitrocellulose
membrane of the test-system dipstick test
zone, the goat polyclonal a-HCG antibodies
are immobilized close to the upper edge of
the dipstick and goat-anti-mouse antibodies
close to the upper edge of the dipstick.

The analyzed urine sample is adsorbed by
absorbing section of the test-system dipstick
sampler.

With the HCG content in the analyzed urine
sample that is equal or exceeds 25 mlU/ml, it
forms a complex with specific mouse
monoclonal p-HCG antibodies conjugated
with the colloidal gold particles. This
complex moves to membrane and degrades
when the pink-red line is formed in the test
zone close to the lower edge of the test-
system dipstick when the HCG interacts with
goat polyclonal a-HCG antibodies. The
excessive  mouse monoclonal p-HCG
antibodies conjugates moves up across the
membrane and degrades while interacting



Bbinucka M3 TeXHWYecKoro garina MeguumMHCKOro n3genuns
NMMYHOXpOMaTOorpaguyeckoro
onpefesieHNs XOPUOHNYECKOT0 rOHaA0TPOMNMHA Ye/ioBeKa B
MOYe ONA paHHel AMarHoCTMKM GepemeHHOCTM (TecT gns
CTpyMHbIN)  Renetest?
comfort»/Summary technical file for he medical product
"Test system for immunochromatographic detection of
human chorionic gonadotropin in urine for early detection
of pregnancy (inkjet test for the detection of pregnancy)

Homep Td/
TDK: 1
Bepcus/
Version: 01

B.X.IN.M.

buopucey sy «TecT-cucTema ans
TeKHONoXU

Ko., /T4,

Kwutaii / LNarHoCTUKM 6epeMeHHOCTH
W.H.P.M.

Bioresearch &

Technology

Co., Ltd.,

China Renetest® comfort.”
KOMM/EKC [ABMXETCA No  MembpaHe W
paspywiaetca Cc 06pasoBaHMEM  IMHUK

PO30BO-KpacHOro LjBeta B TECTOBOW 30HE
ONMKe K HMXKHEMY Kpaw MONOCKM TecT-
cucTeMbl npu  B3aumogelicteum XMy ¢
KO3bUMW MONIMK/IOHANIbHLIMU aHTUTENaMU K
a-cybveanHuue XI4. M30bITOK KOHbIHOraTa
MbILUMHBIX MOHOK/NOHANbHbIX aHTUTEN K p-
cybbveamHuue XYy psuxetcs BBepx Mo
mMembpaHe W Npu  B3aUMOJEACTBUM C
KO3bMMMW  aHTU-MbIWWHBIMK  aHTUTeNaMm
paspywaetca ¢ 06pa3oBaHUEM  IMHUK
PO30BO-KPaCcHOro LBeTa B KOHTPO/IbHOM 30He
ONMKe K BepxXHeMy Kpar MOSI0CKU TecT-
CUCTeMbI.

Mpu otcytctBum XI'Y B aHanusnpyemom
obpasue MouYM WM ero COAepXKaHun MeHee

25 MME/mn npoucxoaut  obpasoBaHue
TONMbKO OAHOW JIMHWM  PO30BO-KPACHOr0
UBeTa B KOHTPONbHOM 30He 6/Mke K

BEPXHEMY Kpako MO/I0CKN TECT-CUCTEMBI.

CpoK OoT 3a4artus, YposeHb XY,

Hegenun MME/mn
1-2 25-156
2-3 10! -4870
3-4 1110-31500
4-5 2560-82300
5-6 23100-151000
6-7 27300-233000
7-11 20900-291000
11-16 6140- 103000
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with goat-anti-mouse antibodies when the
pink-red line is formed in the control zone
close to the upper edge of the dipstick of the
test-system.

In case of no HCG in the analyzed urine
sample or its content of 25 mIU/ml, only one
pink-red line is formed in the control zone
close to the upper edge of the dipstick.

Term from the date of

. HCG level (mlItvml)
conception, weeks

1-2 25-156
2-3 101 -4870
3-4 1110-31500
4-5 2560-82300
5-6 23100-151000
6-7 27300-233000
7-11 20900-291000
11-16 6140- 103000
16-21 4720-80100
21-39 2700-78100



B.X.IN.M. BbInucka n3 TeXHUYecKoro daina meguumHckoro msaenms Homep T/
Buopucey aHg  «TecT-cuctema  AnA MMMyHoxpomaTorpapuueckoro TDK: 1
TekHONoLXN onpeeNieHNs XOPUOHNYECKOro FOHaA0TPONMHA YenoBeka B Bepcus/
Ko., N1a4., MOYe AN paHHel AMarHoCTMKM GepemeHHocTw (Tect ans  Version: 01
Kwuraii / ONArHOCTUKM  OepemMeHHOCTW  CTpyilHbIA)  Renetest
W.H.P.M. comfort»/Sunimary technical file for he medical product
Bioresearch & "Test system for immunochromatographic detection of
Technology human chorionic gonadotropin in urine for early detection
Co., Ltd- of pregnancy (inkjet test for the detection of pregnancy)
China Renetest® comfort."

16-21 4720-80100

21-39 2700-78100

7. METHOD OF USE
1.To perform test, prepare watch with timer.
2. Take the test-system out of individual

7. CIMNOCOB NMPMMEHEHWA
1 [na npoBefeHUs TeCTUPOBAHMSA
MOAroTOBbLTE Yachl, HA KOTOPbIX Bbl CMOXETE

3aceyb BpemA.

2. WN3Bnekute TecT-cucTemy 3
WHAWBMAYaNbHOW (hONbIrMPOBaHHOIA
YMaKoBKMU.

3. CHumunte konnayok ¢ QOHOO KoHua
TeCT-CUCTEMbI ans 0CBO6OXEHUSA
abcopbupytoero KOHYMKa. CHAaTbIN
KONNa4YoK HafeHbTe Ha NPOTMBOMONOXHbIV
KOHely, 4ToObl  YAAMHUTbL  PYYKYy  Ans
YNYULWEHNA  TUTMEHWYHOCTU  npoueaypsbl
TeCTMPOBaHWS.

4. TopactaBbTe abcoOpOMPYIOWMNIA  KOHUMK
nog crTpywo wmoum Ha 5-10 cekyHa, Ao
MOJTHOTO ero HaMoKaHwus.

5. HapgeHbTe KO/INayoK Ha
abcopObuMpyOLWMn KOHYMK 1 NONOXKNUTE TecT-

CACTEMY Ha TOPU3OHTANIbHYH CYXYH W
YUACTYHDO  MOBEPXHOCTb.  TecToBoe U
KOHTPO/IbHOE ~ OKOWKW  [OMKHBI  ObITh

Harnpas/ieHbl BBEPX.
6. 3acekuTe Bpems - 5 MuHYT. Korpa TecT-
cuctema HayHeT  pab6oTartb, MOXHO
HabnoaaThb 61eHO-KpaCHbIl NnoToK,
ABUXYLLNIACA yepes  abcopbupyroLLmii
KOHYMK K  KOHTPONbHbIM  OKHam. B
3aBMCMMOCTU OT KOHUeHTpaumm XY B
TECTOBOM 06pasue MOYM MNONOXKMTE/NbHbIE
pe3ynbTaTbl MOryT HabNOAATLCA YXKEe uepes

8

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

foiled pack.

3. Remove the cap from one end of the test
system to expose absorbing tip. Cover
another end with the removed cap to extend
the handle to improve hygienic features of
the testing procedure.

4. Put the absorbing tip under the urine
stream for 5-10 seconds until it's full
soaking.

5. Cover the absorbing tip with the cap and
put the test-system on a dry and clean
horizontal surface. Test and control windows
must be oriented upwards.

6. Note the time —5 minutes. When the test-
system starts to work, a pale-red flow
moving through the absorbing tip to the
control  windows can be observed.
Depending on the HCG concentration in the
test sample, positive results can be obtained
after 1 minute or even earlier. But the whole
reaction takes 5 minutes, after which, the
results can be read.



B.X.M.M. Bbinucka M3 TEXHWUYECKOro (haiina MeguumHcKoro usgenus Homep T®/
Buopncey sng  «TecT-cuctema  Ans nMmyHoxpomatorpapuyeckoro TDN.: |
TeKHONOLKM onpeJeneHns XopMOHMYECKOro FOHaA0TPONNHA YenoBeka B Bepcus/
Ko., N1, MOYe AN paHHel AuarHocTuku GepemeHHoctn (Tect gns  Version: 01
Kwutain / AVArHOCTUKN  OGepeMeHHOCTM  CTPYyWHbIA)  Renetest™
W.H.P.M. comfort»/Summary technical file for he medical product
Bioresearch & "Test system for immunochromatographic detection of
Technology human chorionic gonadotropin in urine for early detection
Co., Ltd.. of pregnancy (inkjet test for the detection of pregnancy)
China Renetest® comfort."”
1 MUMHYTY uamM  paHblwe. Ho 4nd
MPOXOXAEHWS MOMHON peakuun Tpebyertca 5
MWHYT, OCNe Yero MOXHO MpoYUTaTh
pe3ynbTaTbl.
OLl'eHKa pe3ynbTaToB TecTa Evaluation of test results
(C) - KOHTPO/bHas 30Ha (C) - control zone
(T) —TecToBas 30Ha (T) - testzone
BepemMeHHOCTb Pregnancy
Hanmuue [BYX Appearance of two

KpacHbIX JIMHWIA - B
TecToBoOW 30He (T) 1 B

KOHTPO/IbHOM 30He
(C) o3HauvaeT, 4TO BbI
6epemMeHHbI. OpHa
NMHUSA  MOXEeT ObITb
6neaHee Apyroia.
OTcyTCcTBMe
6epeMeHHOCT N
Hannuue TOJIbKO
OAHOIA KpacHoiA

NIMHUW B KOHTPOJIbHOIA
30He (C) o03Hauvaer,
uTo Bbl He
6epemMeHHbI.
HenocToBEpHbIl
pesynbTaT
Pesynbtatr  fBnseTCA
HeAeNCTBUTENbHBIM,
ecnu OTCYTCTBYIOT
JIMHUW B KOHTPO/BbHOM
30He (C) n TecToBOW

30He (M nm
MosiIBNAETCA  TOMbKO
o4Ha NNHUA B
TectoBoi 30He (T). B
Takom cnyvae
pekoMeHayeTcs
MOBTOPUTb
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red bars - in test (T)

and control  (C)
zones means that
you are pregnant.

One bar can be more
pale than another.

No pregnancy

Only one red bar in
the control zone (C)
means that you are
not pregnant.

Invalid result

Result is invalid if
there are no bars in
control (C) and test
(T) zones or if there
is only one bar in the
test zone (T). In this
case, repeated testing
with new test-system
is recommended.

In case ofpositive result, consult a doctor.



B.X.M.M. BbINMcKa M3 TeXHUUYECKOro daiina meguumnHckoro nsgenms Homep Td/
Buopucey aHg  «TecT-cucTemMa  Ans nmmyHoxpomatorpaguueckoro TON.0 |
TeKHoNoAXM onpefeneHNs XOPMOHMYECKOr0 TOHAA0TPONNHA YenoBeka B Bepeus/
Ko., N14., MOYe ANs paHHeil AMAarHoCTUKM 6epe.MeHHocTn (Tect gns  Version: 01
Kwutali / AWAarHOCTMKM  6GepeMeHHOCTM  CTpyWHbIN)  Renetest®
W.H.P.M. comfort»/Summary technical file for he medical product
Bioresearch & "Test system for immunochromatographic detection of
Technology human chorionic gonadotropin in urine for early detection
Co., Ltd.. of pregnancy (inkjet test for the detection of pregnancy)
China Renetest® comfort."
TecTMpoBaHue c
1CNob30BaHNEM
HOBOW TECT-CUCTEMbI.
Mpwu nonyyveHnn MONO>KNTEeNbHOIo
pesynbTaTa TecTupoBaHus
PEKOMeHAyeTCA MPOKOHCYIbTNUPOBATbCA
C Bpa4om.
MpuMeYaHus: Notes:
1. PekomeHgyeTcs ucnonb3osate 1. First void urine is recommended for
YTPEHHIOH mMouy  ans npoBeeHust testing.  False-negative results can be
TeCTUPOBaHUS. J10XKHOOTpULLATENbHbIE obtained if the test is performed with a later
pesynbTaThl MOryT nosBNATLCA B protion of urine (|OW6F HCG |EV6|).
pesynbTare MCMO/b30BaHNs onee 2. Do not allow the urine to enter the test
nosgHeli moum (6onee Huskuii yposedr and control window. If needed, you can
Xruy). collect urine into a clean, dry container, and
2. He ponyckate nonagaHus wmoun B dip the absorbing tip into the urine less than

TECTOBOE W KOHTPO/IbHOE OKOLWKKW. Ecnu
He0OX0ANMO, TO MOXHO MOMOYMTLCA B
UUCTbIA  CYXOM  KOHTeliHep,  3aTem
MorpysnTb B MOYY TO/IbKO MOT/OLLAIOLLNIA
KOHYMK CTPYMHOro TecTa He MeHee YeM Ha
10 cekyHa.

3. He oueHuBaTb pe3ynbtar U He
npMHYMaTb BO BHWMaHWEe UW3MEHEeHue
pesynbTaToB no3gHee, 4em 4epes 10
MWHYT Moc/e NpoBefeHNsa TeCTUPOBaHUA.
4. He MCMNoMb30BaTb  TECT-CUCTEMY
MOBTOPHO.

5. TecT-cuctema He npefHasHavyeHa [A/14
npuema BHYTpb.

6. Ecnn TecT-cuctema XpaHwunachb npu
TemnepaType HWKe KOMHATHOM, TO nepef,
1crnonb3oBaHem TecT-cucremy
BblepXXaTb NPU KOMHATHOW TemrepaType
(o1 + 18 g0 + 25 °C) He meHee 20 MUHYT.
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for 10 seconds.

3. Do not evaluate the result and do not
consider the result changes later than 10
minutes after testing.

4. Do not re-use the test system.

5. Test-system is not intended for oral use.

6. If the test-system was kept at a
temperature lower than room temperature,
hold it at a room temperature (+18 to +25°C)
for not less than 20 minutes.

7. Avoid excessive drinking after midnight
prior to morning testing. The liquid can
seriously dilute the hCG concentration.

8. Birth control pills can influence the test
results and cause invalid result. Test results
(test precision) can also be affected by the
use of diuretics (urinative products) 24-48
hours before testing, use of alcohol
beverages, and serious physical load.



B.X.INMN.M. Bbinucka u3 TexHuyeckoro aiina meauymHckoro nagenus Homep Td/

Buopuceu aHg  «TecT-cuctema  Ans nMmyHoxpomatorpaguueckoro TDN.: 1
TekHO/IOMKA  OMpefeneHns XOPUOHMYECKOTO rOHaf0TPONMHA YenoBeka B BePCUs/
Ko., NT4., MOYe 415 paHHeil AMAarHoCTUKM GepemeHHocTu (Tect gns  version: Ol
Kuraii / ANArHOCTUKN O6epeMeHHOCTN  CTPYWHbINA) Renetest®
W.H.P.M. comfort»/Summary technical file for he medical product
Bioresearch & "Test system for immunochromatographic detection of
Technology human chorionic gonadotropin in urine for early detection
Co., Ltd., of pregnancy (inkjet test for the detection of pregnancy)
China Renetest® comfort,"

7. W3beraiite n3obiTouHoro 9. Pituitary dysfunction can also affect the

ynoTtpebaeHUs HaNUTKOB Noc/e NoayHoun,  test results.
npeglwecTeytowein  ytpy TecTupoBaHma.  10.  This test-system does not evaluate the
XKunpgkoctb MOXeT cepbe3HO pasbasuTb  ability to conceive.
KOHUeHTpauuto X'y,

8. OpanbHble  KOHTPAUENTWMBbI  MOTYT

MOBNUATbL Ha pe3y/nbTaTbl TecTa U fAatb

HETOYHbI pe3ynbTaT. Ha pesynbTatbl

TecTa (TOYHOCTb TECTUPOBAHWA) TaKXe

MOXET MNOBMUATb MpPUEM  LUYPETUKOB

(MoyeroHHble npenapaTsbl) 3a 24-48 4acos

[0 TecTUpOoBaHWA, MpPUEM anKorofbHbIX

HanmnTKoB, CepbesHble (hnsnueckune

Harpysku.

9. [AuchyHKUMS runogmsa TakKe MOXeT

MOB/NATL Ha pe3y/bTaTbl TECTa.

10. [laHHas TeCcT-CMCTEMa He onpegenset

CNOCOBHOCTb K 3a4aTuio.

8. KOMIMJIEKTHOCTb 8. SCOPE OF DELIVERY

MOCTABKU Test system for immunochromatographic test
«TecT-cuctema ana  ofhuman chorionic gonadotropin in urine for
MMMYHOXPOMAaTOrpadnMyeckoro early pregnancy detection (Midstream urine
onpefeneHmns XOpVOHMYeckoro  pregnancy test) Renetest® comfort s

roHafloTPOMNMHa YesioBEKA B Mo4ye An1A delivered in foIIowing complectation:
paHHEI7I AMarHoCTUKK 6epemeHHocTu (TecT

ans ANarHOCTUKM 6epeMeHHOCTH Test-system for Catalog
CTPY/AHbIA) Renetest® comfort» dHe(t:zm'”'”g e Formulation
nocTaB/1A€TCA B KOMNNEKTaUNn: number
pregnancy
Test system for Test-system  (in
TecT-cuctema Ha i indivi
A KaTanox |mmunqchroma th'e individual
pea Hblii CocTaB tographic  test foil-coated _
GepeMeHHOCTU MO of human F1-M05 package with a
HoMep o )
Xry chorionic dessicant bag
TecT-cucTema gns F1-MO5 TecT-cuctemMa gonadotropin in (silicagel)) - 1
MMMYHOXpOMaTor (B urine for early piece;
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B.X.IN.M. Bbinucka u3 TexHMYeckoro galina meguumHckoro usgenus Homep Td/
Buopucey aHg  «TecT-cuctema  Ans nMmyHoxpomatorpagpuueckoro 1DK: 1
TeKHONOLKM onpe/eneHns XOPMOHMYECKOTo roHaf0TPONMHa Yenoseka B Bepcus/
Ko., N14., MOYe ANsi paHHeil ANarHocTUKM GepemenHocTw (TecT gns  Version: Ol
Kutaii / OVWAarHOCTUKN  GepeMeHHOCTU  CTPYMHbIA)  Renetest®
W.H.P.M. comfort»/Summary technical file for he medical product
Bioresearch & "Test system for immunochromatographic detection of
Technology human chorionic gonadotropin in urine for early detection
Co., Ltd.. of pregnancy (inkjet test for the detection of pregnancy)
China Renetest® comfort."
padyeckoro NHAMBULY &b pregnancy Package-insert -
onpefeneHns HoWA detection 1 piece;
XOPMOHNYECKOro thonbrmposaH (Midstream
roHagoTponnHa HOW YyNakoBKe urine
Yesl0BeKa B MoYe C nakeToMm ¢ pregnancy test)
[N paHHei oCyLUUNTEeNEM Renetest®
[ANarHoCTUKN (cunukarens)) comfort
bepemeHHOCTM - lum; Each test-system is supplied with a package
(TecT Ans VHcTpykups:- insert with the instructions for use.
[AMarHoCTUKMN BKIagbiw - 1 . .
6epeMEHHOCTI T Test-system is a disposable product.
CTPYHbIN) The control results are given in Annex b in
Renetest® comfort the Analysis Certificates for certain kind of

C Kax[ol TecT-CMCTEMOW MOCTaBNseTCs
WHCTPYKUMA-BKNaAbIW C MH(opMauuen no
NPUMEHEHUIO.
TecT-cuctema  ABNfAeTCA
OHOKPATHOr0 NPUMEHEHMUS.
Pe3synbTatbl  KOHTpPONA  nNpuBefeHbl B
MpunoxeHnn b B CepTudimkaTax aHanmsa
Ha KOHKPETHbIV BUA NPOAYKLNN.

n3gennem

9. TEXHWYECKWE
XAPAKTEPNCTUKN

TecT-cucTema ans
NMMYHOXpOMaTOrpafuueckoro
onpegeneHns XOPMOHMYECKOr0

roHagoTPONMHa YenoBeKa B Moye AN
paHHen AMarHOCTUKM GepeMeHHOCTM (TecT

ans ANarHOCTUKM 6epemMeHHOCTH
CTPYWHbIi) Renetest® comfort
npeactasnser coboi  MONnblA  BHYTPU

NNacTUKOBbIA Kopnyc (B BUAe PY4YKn CO
CbEMHbIM  KO/MNAaykom) C  A4elikamu-
OKOLLKamu,  3aKpblTbIMW  MPO3payHbIM
nnacTMKom. B Kopnyc nomeLieHa TOHKas
TecToBass MNONOCKa M3 abcopbupytoLero
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product.

9. SPECIFIC PERFORMANCE DATA
The test system for human chorionic
gonadotropin immunochromatographic
determination in urine for early pregnancy
detection (Midstream urine pregnancy test)
Renetest® comfort is a hollow plastic
housing (in form of handle with removable
cap) with cell windows closed by transparent
plastic. The case contains thin strip of the
absorbent with applied chemical reagents
(see table "Materials used and type of
contact” below. Composition of the medical
product) The chemical reagents are in the
reaction zone in the cell windows of the test
system.



B.X.MN.M. Bbinucka u3 TexHUYeckoro daiina megnumHckoro nsgenus Homep T®/
Buopuced HI, «TecT-cuctema AN nMmyHoxpomatorpagpuueckoro TON.: 1
TEeKHONOMKM  OMpefeneHIs XOPUOHUYECKOr0 rOHafoTPONNHA YenoBeka B Bepens/
Ko., N14., MOYe ANs paHHell AMArHoCTUKM GepemeHHocTn (Tect gnsa  version: 01
Kwutai / AVNarHocTukK  6epeMeHHOCTM  CTPYMHbIA)  Renetest®

W.H.P.M. comfort»/Summary technical file for he medical product
Bioresearch & "Test system for immunochromatographic detection of
Technology human chorionic gonadotropin in urine for early detection

Co., Ltd., of pregnancy (inkjet test for the detection of pregnancy)

China Renetest® comfort."

MaTtepuana ¢ HaHeCEHHbIMU XUMUYECKNMU

peareHtamn  (cm. Tabnmuy HuXe

«cnonb3yemble  mMatepuanbl U TWN
KOHTaKTa. CocTas MeAMLMHCKOro
N3nenna»). Xunmmnyeckue peareHTbl

pacnosoXeHbl B peaKLl,I/IOHHOVI 30HE B

AueliKax-0OKoLKax TeCT-CUCTEMbI.

MapameTp

"opMoHanbHBbI
MapKep 6epeMeHHOCTH
B Mo4e

OnpegeneHve
KOHUeHTpaumn X4 B
Moue, MME/mn
Bpems, Heobxognmoe
[/191 NPOBeAeHNs TecTa,
c

Bpems onpegeneHus
pesynbTaTta (peakumm),
MWH

Korga MoxxHo
MCMosb30BaThb TECT

abapuTHble pasmepbl,
MM:

ANnHa (C KoAnaykom)
AnuHa (6e3 Konnayka)
ANnHa (C Konayukom
Ha NPOTMBOMO/IOXKHOM
KOHLIe TECT-CUCTEMbI
[N19 NpoBefeHns
TECTMPOBaHUSA)
LMpuHa (B caMoM
LLUIMPOKOM MEeCTe)
TONWMHA

Bec, r

Bec B ynakoBke, r

3HaueHune

napameTpa
XOpMOHNYECKIIA
rOHafoTPOMWH
yenoeka (XIMY)

oT 25

5-10
He meHee 5, He 6onee

10

B geHb oxxungaemori
MeHCTpyaLmn
(TouHOCTb 99 % )

105 (+ 0,1 % )
100 (+0,1 %)

127 (+0,1 %)

16 (+ 0,1 %)

9 (+0,1 %)
43+02
350 (+ 1%)

9.1 UyBCTBUTENLHOCTb

TecT-cuctema

Ans

MMMYHOXpOMaTOorpafuyeckoro

onpegeneHns XI'Y B Moye Ans paHHei
ONAarHOCTUKN 6epeMeHHOCTU KannbpoBaHa
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Quantity

Hormone pregnancy
marker in urine
Determination of hCG
concentration in urine,
mlU/ml

Test time, sec

Result (reaction) time,
min.

When the test can be

Parameter value
Human chorionic
gonadotropin (HCG)

from 25

5-10
Min 5, max 10
On the date of expected

menstruation (99%
used
accuracy)
Overall sizes, mm:
length (with cap)
length (without cap) 105 (£0.1 =0
: 100 (20.1 & )
length (with cap on the 127 (+0.1 %)
opposite side of the test S
system for testing)
\F/)v;ir:g (in the widest 16 (£0.1 %)
[0)
thickness o (£0.1 99)
Weight, g 4.3+0.2
Packed weight, g 350 (x 1%)
9.1 Sensitivity
The test system for HCG

immunochromatographic determination in

urine for
calibrated

early pregnancy detection is
according

to the fourth
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B.X.IT.M. Bbinucka 13 TeXHUYECKOro (paitna MeguLMHCKOro M3genus
Buopucey sug  «TecT-cuctema ans MMMYHOXpOMaTOorpagnyecKoro
TeKHONooKM onpefeneHns XoOpMoHNYeCKOro roHafoTpornmHa YenoBeka B
Ko., NT4., MoYe AN1A paHHel AuarHoCTUKK GepemeHHocTu (TecT gns
Kwutaii / AVWArHOCTUKN  OEepeMeHHOCTM  CTPyWHbI)  Renetest®
W.H.P.M. comfort»/Summary technical file for he medical product
Bioresearch & "Test system for immunochromatographic detection of
Technology human chorionic gonadotropin in urine for early detection
Co., Ltd.. of pregnancy (inkjet test for the detection of pregnancy)
China Renetest® comfort.”
no 4yeTBEPTOMY mexayHapogHomy international HCG concentration standard as

CTaHAapTy KoHueHTpauum XIY cornacHo
TpeboBaHMAM BcemMupHO opraHusauuu
34paBoOOXpaHeHNS.
AHannTunyeckas
TEeCT-CUCTEMbI:
AHanuTnyeckas 4YyBCTBUTE/NIbHOCTb TECT-
cuctembl 25 MME/mn X' B moue.
MporpamMmma MCcnblTaHUN Ha
4yBCTBUTENIBHOCTb

CraHgapt XI'Y ¢ pa3HOM KOHLeHTpauwein
Obln fo6aBneH B MYXCKyK mody. [ns
KaXA0M  KOHUeHTpauum  XIY  6bino
nogrotosneHo 10 pacTBOpOB, KOTOpble
MPOBEpPUIN Ha 3 CEPUAX TECT-CUCTEMDI.
Mcnonb3yemble KOHUeHTpaumn Xy

0 MME/mn, 10 MME/mn. 25 MME/mn, 50
MME/mn, 100 MME/mMn

Mcnonb3yemeble cepuun

YYyBCTBUTENBHOCTb

1.0T#20031001, LOT#20031002,
LOT#20031003
LOT#20031001
KoHU.
1 2 3 4 5 6 7 8 9 10
Xry
0

MME/ O* O O O O O O O O o
M
10
MME/ O O o O O O O O O O
M
25
MME/"™t m n N n n n n N n
Mn
50
MME/ n N n n n n n M n N
M
100 N non 0O NOn n M N n
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required by the World Health Organization .
Analytical sensitivity ofthe test-system:
Analytical sensitivity of the test system is 25
mIU/ml of HCG in urine.

Sensitivity test program

Standard of HCG  with  different
concentration was added to male urine. For
each HCG concentration, 10 solutions tested
on 3 batches of test system were prepared,
HCG concentrations used

0 miu/ml, 10 mlU/ml, 25 miu/ml,
50mIU/ml, 100 mliU/ml
Lots used
LOT#20031001, LOT#20031002,
LOT#20031003
LOT#20031001

Cone'12345678910
hCG
0

N*N N N NN N N N N
mliU/ml
10 N N NN NN NNNNN
mlUu/ml,
25 P:PPPPPPPPP
miUu/ml
50 P PP P P P P P P P
mill/ml
100 P PP P PP P P P P
mll7ml

LOT#20031002

HCG 1 2 3 4 5 5 7 8 10
Cone.
0

N* N N N N N
miLl/ml VoM
10

|

m“J/mI’NNNSN N N S



B.X.M.M.
bropucey aHp
TekHonomKm
Ko., JI14.,
Kutaii /
W.H.P.M.
Bioresearch &
Technology
Co., Lid,,
China

MM E/

MA

KoH
T 1

m M 0

E/m
10
m M
E/m
25
m M
E/m
50
m M
E/m

100

E/m

KoH

0* 0

E/m

Bbinucka 13 TeXHUYECKOro aiina meguuMHCKOro nsaenus
«TecT-cuctema Ans MMMYHOXpOMaTorpagmu4yeckoro
onpefeneHns XOPMOHNYECKOr0 roOHaA0TPOMNMHa YenoBeKka B
Mo4ye ANA paHHeil gmarHocTukyu 6epemeHHocTu (TecT gns
ANArHOCTUKN  OGepeMeHHOCTM  CTPYMHbINA)  Renetest®
comfort»/Summary technical file for he medical product
"Test system for immunochromatographic detection of
human chorionic gonadotropin in urine for early detection
of pregnancy (inkjet test for the detection of pregnancy)
Renetest® comfort."”

25 P .
mUJ/ml P P
>0 P P p P P p
LOT«0031002 miU/ml
100
P P p P P p
3 4 5 6 7 g 9 10 miU/ml
LOT#20031003
HCG
2 r 4 5 S 7
Cone.
o 0 0 0 0 0 O O 0
N
miU/ml N N M N
10
N N 4 M N
miU/ml,
000 0 0 0 o 0 O o o
midfinl > P P
>0 P P p
. miu/m]| P p
mn n 0 nnn 100 . P
miu/ml P P
n A n n n non *P-positive

**N-negative

LOT#20031003
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B.X.IN.M. Bbinncka 13 TexHNYecKoro ganna MegnuuMHCKOro Usnenns
Buopucey aHp  «TecT-cuctema ansa NMMYHOXpOMaTOorpamnyeckoro
TeKHONOL4XM onpefesieHNA XOPUOHNYECKOIr0o roHaL0TPOMNMHA YenoBeka B
Ko., N14., MoYe ANA paHHen AnarHoCTUKM GepemMeHHocTu (TecT ans
KuTai / AMarHoCTUKN  6epeMeHHOCTM  CTpyiHbIR)  Renetest®
W.H.P.M. comfort»/Summary technical file for he medical product
Bioresearch & "Test system for immunochromatographic detection of
Technology human chorionic gonadotropin in urine for early detection
Co., Ltd., of pregnancy (inkjet test for the detection of pregnancy)
China Renetest®comfort."

E/m

n

50

"M n n n n n n n n n n

E/m

n

100

m M

n n n n n n n n n n
E/m
n

*0-oTpuuaTesisHO
**[M-N0N0XNTENBHO

9.2 CneunmnUUHOCTb N TOYHOCTb
CneungunyHoCTb Y TOYHOCTb PaboTbl TecT-

9.2 Specificity and accuracy
The test system specificity and accuracy

cuctembl  6binn nopTBepxaeHns ¢ were conformed with the use of 4057 clinical
ncnonob3osaHnem 4057 KnuHunueckux  samples in different medical institutions:
06pasyoB B pasHbix  MeauuuHckmux  Beijing Tianjin Hospital, Tianjin Medical
yupexaeHusx:  [MekuHckwii  rocnutans  Examination Center), 301 Hospital, Renmin
TaubTaH  (Beijing Tianjin  hospital), Hospital, National Family Planning Institute.

MeAVNUUHCKNIA MUCCnefoBaTe/IbCKUA LEHTP
TaHbu3biH (Tianjin Medical Examination
Center), lNocnutans Ne 301 (301 Hospital),
Focnutans PeHmuH (Renmin Hospital),
HauunoHanbHbIl MHCTUTYT MJaHUPOBAHUSA
cembsa  (National Family  Planning
Institute).

Cneun@UUHOCTL M TOYHOCTb MOMYYEHHBIX
pe3ynbTaToB cocTaBuna 6onee 99,9 %.

9.3 Mcnonb3yemble mMatepuasibl U TUN
KOHTaKTa

CocTaB MeULMHCKOro n3nenus
TecT-cuctema - aTo MULCTPUM
(nnacTukoBas nnacTvHa C fAvelikamu), B
KOTOPYIO MOMELLEHbI TOHKWE MOJIOCKK C
XVMUYECKMM peareHTom (cm. Tabnuuy
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Specificity and accuracy of the obtained
results have made more than 99.9 %.

9.3 Materials used and type of contact
Composition of the medical product
Test-system is a midstream (plastic plate
with wells), which contins thin test-strips
with chemical reagent (see "Content" table).
Reagent is contained in the reaction cell of
the test-system.



B.X.M.M. Bbinncka M3 TeXHMYECKOro (arna MeguLMHCKOro U3genuns
BVIOpI/ICG‘-I SHA «TecT-cuctema anA VIMMyHOXDOMaTOI'pa(*)VI‘-IeCKOFO
TeKHOHO,qM(M onpeneneHna XopuoHNYEeCKOro roHaaoTponnHa Yea0BEKa B
Ko., N1g., MoYe ANS paHHelh AMarHoCTUKKM bGepeMeHHocTu (TecT ans
Kwurait / AVNarHOCTUKM  6epeMeHHOCTW  CTpyMHbIA)  Renetest?
W.H.P.M. comforWSummary technical file for he medical product
Bioresearch & "Test system for immunochromatographic detection of
Technology human chorionic gonadotropin in urine for early detection
Co., Ltd., of pregnancy (inkjet test for the detection of pregnancy)
China Renetest® comfort."
«CocTaB»).  PeareHT pacnofioxxeH B Structural
o o element .
peakLMOHHOW AYeliKe TecTa. of the test- Material
YacTb - system
KOHCTPYKLUNK Matepuan nn CASE
TecT- KOHTaKTa Plastic case:
CNCTEMbI Plastic type ABS757
KOPIyC (acrylonitrile styrene
MnacTuKoBblii copolymer)
Kopnyc; (manufacturer:
Mapka njactuka Plastic Tianjin Da Gu Hua,
ABS757 q China), dye: P 1-2C,
(aKpUIOHNTPUNOBLI case . an 0.1 %.
n cononumep ?Iahs_tlc cap Plastic cap:
white case .
cTupona
(ponssopurens and - pink e syrens
MnacTukoBbli . ! cap) y y
Tianjin Da Gu Hua, KpaTkospe P copolymer)
Kopnyc v KuTtait), kpacutenb  MeHHbIV i :
NNacTUKOBbI p 1—2C‘O 1 % KOHTAKT C (rr_1an_L_Jfacturer.
Konnaiok I'Inacrv;Kc;Bm; Henospex oo Ba Gu e
(Genbiid KONNauok; eHHOE e v
KOpMYC 1 ; A ) PANTONE 176C,0.3
o MapKa nnactuka KOXel %
PO30BLIN ABS757 nauneHTa asti
KONMaYoK) 4 Plastic Plastic type ABS757
(ﬁa:sggg:;zzwﬂ%bl window in (acrylonitrile styrene
cTupona) the  case E;F;%':f?;[])rer: Chi
(npounssoauTens; (clear) Mei, China).
Tianjin Da Gu Hua, DIPSTICK
Kurait), kpacutens Cotton  fiber 180
PA’:'TONE 176C, g/m~  manufacturer:
0.3 %. Test pad Shenmao
Mapka nnactuka KpaTKOvae Techonology co., Itd.,
M 1aCTUKOBOE ABS757 MeHHbI China
OKOLIKO B (vaKpmnOHMprnosbl KOHTaKT ¢ Borosilicate-glass
Kopnyce :T;%'lzg?mp :s:sggem fiber with
(npospauHoe) (npousBogmuTenb; KOXeit Conjugate ?F())\I}/'Xl)n)é:)ar:g?:glﬁber
Chi Mei, KuTaif). naunenTa pad supplier:  Shenmao
TECTOBASA MNOJIOCKA Techonology co., Itd.,
Xnonkosoe He China
BONOKHO 180 F./M’\, KOHTaKTUD Nitrocellulose
TecToBas NpoOu3BOACTBA; yer ¢ (Supplier: Advanced
nogylieuka f—:szomnacflogy o naymeHTe Strip M icrodgvices Pvt.
g, China " membrane (Lctiﬂztiﬁ)m)
BopocununkatHoe He s pyroxyline. Supplier:
Mogywka CTEK/IOBO/IOKHO C KOHTaKTnp Advanced
KOHblOraTa MONMBUHUNCANPTOB  yeT C Microdevices Pvt.
biM (MBA) nayueHTe

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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Homep T/
TDK: 1

Bepcus/
Version: 01

Type
of contact

Short-term

contact with
the intact
patient's skin

Short-term

contact with
the intact
patient's skin

Does not
contact with
patient's
body

Does not
contact with
patient's
body

Does not
contact with
patient's
body



B.X.MN.M.
Buopucey sHA
TexkHoNoAKM
Ko.. /1T4,,
Kutaii /
W.H.P.M.
Bioresearch &
Technology
Co., Ltd..
China

MembpaHa ¢
nonockamu

Abcopbupyto
was
nogyueuka

Mopnoxka

KoHblorar
aHTuTen anAa
MeM6paHbl

Bbinvcka 13 TexHU4YecKoro gaina MeguLMHCKOro 13fenms
«TecT-cucrema ans UMMYHOXpoMaTorpapunyeckoro
onpejesieHNs XOPUOHNYECKOro roHafo0TPOMNMMHa YesioBeKa B
MoYe ONA paHHel AnarHocTuku bGepemeHHocTu (TecT Ans
JNarHoCTMKM  GEepeMeHHOCTU  CTPyWMHbIA)  Renetest™
comfort»/Summary technical file for he medical product
"Test system for immunochromatographic detection of
human chorionic gonadotropin in urine for early detection
of pregnancy (inkjet test for the detection of pregnancy)
Renetest® comfort."

CBfi3blBaKO UM Ltd, India)
BOJIOKHOM. Mtrocellulose
MocTaBLmMK: plastic (Supplier:
Shenmao Advanced
Techonology co., Microdevices Pvt.
Itd., Kutalt Ltd., India)
Hutpat Cotton cellulose,
Lenntnosbl 298x31x0.9 mm
(MocTaBLWKK: (strip), density 0.35-
Advanced Absorbent 0.4 ~cm”
Microdevices Pvt. pad Supplier: Guangzhou
Ltd, MHpuns) Zifeng Medical and
(Konnopgwnit) He technology Co., Itd,
NUPOKCUNWH China
(MocTaBULMK: Kg:zakmp Polyester 120 g/m"
Advanced ﬁa eHTO s i Supplier:  Hangzhou
Microdevices Pvt. " 4 uppor Maiteke Technology
Ltd, NHauns) CO,, Itd, China
HuTpouenntonosH Antibody conjugate
bIiA NNacTuk (distribution: test
(MocTaBLKK: zone - goat
Advanced polyclonal antibodies
Microdevices Pvt. Antibody to a-HCG + control
Ltd., NHans) conjugate line - goat antimural
Xnonkosas for anti-G-1gG antibodies
Lenntonosa, membrane (1.7 pg (reference
298x31x0.9 Mm range 1.4-2.0 pg))
(nonocka), He Manufacturer:
nnoTtHocTh 0,35-0,4  KOHTaKTUp Beijing Wanhua,
ricm? yeTc Wanhua, China
MMocTaBLWmK: nauueHTo Colloidal gold
Guangzhou Zifeng M conjugate
Medical and (murine  monoclonal
technology Co., Itd. antibodies to p-HCG
KuTaii +  colloidal  gold
Monunactep 120 Monoclona conjugated murine
i He 1 anti-G-lgG antibodies
KOHTaKTUp -
MocTaBLKK: _ yerc antibodies/ (1.8 pg) reference
Hangzhou Maiteke HALUEHTO gold range 1.3 - 1.9 pg))
Technology co, Itd, " 4 conjugate (Dispensed over the
China conjugate pad)
KoHblorart aHTuTeEN Manufacturer:
(pacnpepgeneHue: He Advanced
test zone - Ko3bW KOHTaKTUp Microdevices Pvt.
NOMIMKNOHaNbHbIE yetc Ltd.India
aHTuTena K a-xXry nayueHTo
+ control line - M

KO3bW aHTU-
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Homep T/
TON.: 1
Bepcusa/
Version: 01
Does not
contact with
patient's
body
Does not
contact with
patient's
body
Does not
contact with
patient's
body
Does not
contact with
patient's
body



B.X.IN.M. Bbinucka 13 TexHuyeckoro taiina meguumHckoro msgenua Homep T/
Buopucey sug  «TecT-cuctema  Ans nmmyHoxpomatorpauueckoro TDN.2 1
TekHonoLXM onpefeneHns XOPUOHMYECKOT0 FOHaA0TPONMHA YenoBeka B Bepeus/
Ko., N14,., MOYe ANsi paHHel AMArHoCTWKU GepemeHHocTu (Tect gns  Version: 01
Kuraii / ANArHOCTMKN  OGEpeMEHHOCTW  CTPYMHbIA)  Renetest™
W.H.P.M. comfort»/Summary technical file for he medical product
Bioresearch &  "Test system for immunochromatographic detection of
Technology human chorionic gonadotropin in urine for early detection
Co., Ltd,, of pregnancy (inkjet test for the detection of pregnancy)
China Renetest® comfort."
MbILUNHblE Test dipstrip scheme:
aHTutena G-1gG Xnt pad
(>.7 |_g Ceejegal» pad
(cnpaBoYHbIi Strip I
amnanasoH 1,4-2,0
MpousBogcTBa: ADBorr t pad
Beijing Wanhua,
Wanhua, Kutait
KoHblorar 8«ppart
KONongHoro
EOHOTa Materials used in the test-system structure
MbILLIWHbIE . .
MOHOKNOHANLHEIE are non-hazardous (according to the Material
aHTMTeNa K p- Safety Datasheet) and correspond to the ISO
XTY+MblIWNHBIE 10993
aHTuTena G-1gG, .
KOHbIOrMPOBaHHblE  He Test-system does not contain lead and other
MoHoKnoHanb
Hbie C KONNOUAHbLIM KOHTaKTUp heavy metals.
anturenajkon  SONOTOM (18 pgyerc Dessicant particles are sealed into the
LloraT 3071074 (cnpaBoYHbIN nayueHTe .
AManasoH 1,3—19 M package, they are non-toxic, but can

Ma))
(PacnpepgeneHo Ha

nogyLike
KOHbtOTaTa)
lMpomnssoacTBa:
Advanced
Microdevices Pvt.
Ltd, MHana

CxemMa TECTOBOI MOJIOCKU:
NCTMM sQILL-K]]

>leHAlMw enonooat

*CIWTpOJIMUIJI 3

wfi< BoAgynauka

Martepuasnbl, UCNOJSIb3yemMble B KOHCTPYKLUU
TECT-CUCTEMbI, fBMIAOTCA HE ONacHbLIMK
(cornacHo nacropty 6e30nacHOCTM
npogykuun MSDS) 1 COOTBETCTBYIOT Cepun
ctaHgaptos I1SO 10993.
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contribue to irritation.

The processes of processing, conservation,
testing and processing of tissues, cells and
substances of animal origin, which are part
ofthe product, provide the maximum level of
biological safety for users.

All membrane materials are protected by a
plastic case, which prevents any effect of the
components on the human body when using
according to the instructions.



Homep TP/
TDN.: 1

B.X.IL.M. BuinHCKS B3 TeXuH9eckoro $aiina MeAHINHCKOro H3AEIHS
Buopuceu s3un | «TecT-clacTemMa ann HMMYHOXPOMATOTpadHYecKoro
TexHONOMXNM | OMpee/IeHNs XOPHOHHYIECKOTO NOHAOTPONHHEA YEN0OBEKa B
Ko., JIta., moue aau panueit amarnocTkn Gepemenunocra (Teer anu
Kuraii / AMATHOCTHKR  OGepememmoctr  crpy#inwiil)  Renetest®
W.HP.M. comfort»y/Summary technical file for he medical product
Bioresearch & | "Test system for immunochromatographic detection of
Technology human chorionic gonadotropin in urine for early detection
Co., Ltd., of pregnancy (inkjet test for the detection of pregnancy)
China Renetest® comfort."”

Bepcus/
Version: 01

CBHHEL W ApYTHE TAXKENbE METALIb HE
HCNOAL3YIOTCA B TECT-CHCTEME.

YacTHUW  JeCMKAHTOB  3ancyaTaHol B
YNAKOBKY, HE TOKCHYHB, HO  MOTYT
cnoco0CTROBATL Pa3/IpaXKeHHIO.

IMponecct:  nepepaboTkH,  KOHCEPBALIHH,
TECTHPOBaHMA ¥ 00paboTKH TKaHel, KIETOK
¥ BEIIECTB >KHBOTHONO [MPOHCXOMACHMA,
BXOAALLME B COCTAB M3eNNs, odecneunBaior
MaKCUMaNnbHLI# YpOoBeHb OHONMOTHUECKOMH
GeszonacHoCTH AR nmonb3oBatenci.

Bee mMarepuannl MeMOpaHB  3allAILCHB
[IaCTHKOBBIM Kopnycom, KOTOpHIH
npeaoTBpailiaeTr  mofoe  Bo3AcHCTBHE
KOMIOHEHTOR HA OPraHW3M 4enoBeKa NpH
WCTMIONBIOBAHUM COT/IACHO MHCTPYKUMHM MO
NPUMEHEHHKD.
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& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU




B.X.IL.M.
Buopucey 3un
TexHomoHKu
Ko., Nlta.,
Kwraii /
W.HPM.
Bioresearch &
Technology
Co., Ltd.,
China

Brimucka B3 TexpHYeckoro ¢aiina MeIHNHECKOTO HIReAUNR
«TecT-ccrema ans HMMYHROXPOMATOIPAQHYECKOT0
onpenejieHHsS XOPHOHHYECKOT0 FOHATOTPOITHAS Ye/I0BeKA B
Move aaa pasaedl AmarnocTHkn Gepemennocrn (Tecr aan
ABATHOCTAKH  Oepememmoctm  crpydinmit)  Renetest®
comfort»/Summary technical file for he medical product
“Test system for immunochromatographic detection of
buman chorionic gonadotropin in urine for early detection
of pregnancy (inkjet test for the detection of pregnancy)
Renetest® comfort."

Homep TP/
TDN.: 1

Bepcui/
Version: 01

10. ®OTOIrPAGHYECKHE H30BPAXKEHHA/ PHOTOGRAPHIC IMAGES
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B.X.IN.M.
bBuopucey sHg
TekHONomXM
Ko., /4.,
Kutaii /
W.H.P.M.
Bioresearch &
Technology
Co., Ltd.,
China

MakeT ynakoBKU W WHCTPYKLMK-BKNagblLa

Bbinucka 13 TeXHUYECKOro haiina MefULUHCKOTro n3genns
«TecT-cuctema ans NMMYHOXpOMaTorpamnyeckoro
onpejenieHNs XOPUOHNYECKOro rOHaf40TPONMHA YenoBeka B
MoYe ANA paHHel gmarHocTukn bGepemeHHocTn (TecT Ans
AVNarHOCTUKM  OGepeMeHHOCTW  CTPYMHbI)  Renetest®
comfort»/Summary technical file for he medical product
"Test system for immunochromatographic detection of
human chorionic gonadotropin in urine for early detection
of pregnancy (inkjet test for the detection of pregnancy)
Renetest® comfort.”

The package design and

Homep T®/
TON.: |
Bepcus/
Version: 01

the insert

npueefeHbl B MpunoxeHun B. doTtorpagumn

roToBoOM BTOPUYHOWA yNakoBKu He
npeAcTaBneHbl B TEXHNYECKOIA
AOKYMeHTauun, TaK Kak  W3roToBfieHue

YNaKoBKN NaHMpyeTcs Mocne perucTpaluu
MEAMLMHCKOTO  U3aenuMs U BbiMyckKa
NPOAYKLMM Ha NOTPEe6GUTENbCKMNIA PhIHOK.

n. YMNAKOBKA

Bce  TecT-cucTemMbl  ynakoBblBalOTCA B
NHAMBUAYaNbHYI0 BO34YXOHENPOHULAEMYHO
(hONbrMpPOBaHHYHO YNaKoBKy
(bonbrMpoBaHHbI NakeT) C MaKeToM C
ocywntenem (cunukaresns), (Npom3BoAcCTBa:
Kunshan Jinkaihongyi Packing Material co.,
Itd, China), a 3aTem BMecTe C MHCTPYKLWEN-
BK/MaAbILLEM MO NPUMEHEHWUIO BK/aAblBAKOT B
nayky KapTOHHyt. Takasa [AByx3TarHas
ynakoBka  MpefoxpaHseT  u3gennsa  OT
BO3MOXHOro  Heb6naronpuATHOr0  BAUAHUSA
OKpY>KaloLLeil cpedbl BO BPeMSi XpaHeHWs
TPaHCNoOpPTUPOBaHUS.
Pasmepbl  (PONLrMPOBaHHOA
160x35 MM (£ 1%).
Matepuan - PET12/AL7/PEGO,
Nnpou3BOAUTESb: Zhongshan Chuangji
packing anf printing co., Itd, China

yNakoBKW -

WnpuHa 3aneyaraHHbIX KpaeB -
5Mm (£ 1mm).

Pa3mepbl KapTOHHOW KOpO6KM -
170x40x14 MM (£ 2 MMm).

IMnoTHOCTL KapToHa - 350 /v

npoussogutens: Langfang Shengyang Huiye
packing and printing co, Itd, China
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instructions are given in Appendix B. The
photos of the finished secondary package are
not provided in the technical documentation,
as the package production is planned after
the medical product registration and product
release to the consumer market.

11. PACKAGING

All test-systems are packaged into individual
breathable foil package (foil bag) with a
container with a desiccant (silica gel),
(manufacturer: Kunshan Jinkaihongyi
Packing Material co., Itd, China), and then it
si packed into a cardboard box together with
package insert. Such double-step packaging
prevents the possible negative impact of the
environment on the product during storage
and transportation.

Foiled package dimensions:
(£ 1%).

Material - PET12/AL7/PE60, manufacturer:
Zhongshan Chuangji packing anf printing
co., Itd, China

Sealed edge width - 5 mm (£ 1 mm).
Cardboard box dimensions - 170x40x14 mm
(£ 2 mm).

Cardboard density —350 g/m”, manufacturer:
Langfang Shengyang Huiye packing and
printing co, Itd, China

The products individually packed are
packaged in a transport container (
200 pcs. or 840 pcs. Per bpx) to ensure
efficient use of the vehicle.

160x35 mm



B.X.M.M. BbINMCcKa M3 TeXHUUYECKOro (aiina megnuuHcKoro usgenus Homvep Td/
Buopuceu sHg  «TecT-cucTema  And nMMyHoxpomaTtorpaguueckoro TDK: 1
TeKHoNoAXM onpe/eneHns XOPMOHUYECKOTO FOHAA0TPONNHA YenoBeka B Bepeus/
Ko., NT4., MOuYe ANS paHHeil AMAarHOCTMKM 6epemeHHocTu (Tect gnsa  version: 01
KuTai / ANArHOCTUKN  OGEPEMEHHOCTM  CTPYWHbIN)  Renetest®
W.H.P.M. comfort»/Summary technical file for he medical product
Bioresearch & "Test system for immunochromatographic detection of
Technology human chorionic gonadotropin in urine for early detection
Co., Ltd., of pregnancy (inkjet test for the detection of pregnancy)
China Renetest® comfort."
YnakoBaHHble B MHAMBMAYabHYHO ynakoBKy — Transport —container sizes for 200 pcs.
N3[enns KOMIJIEKTYIOTCA B TpaHCNopTHyr  360x220x360 mm (£ 5 %).
Tapy (no 200 wT. nam 840 wT. B KOPOBKY), Transport container sizes for 840 pcs.
KoTopas obecrneymBaet paumoHanbHoe  625x500x441 mm (£ 5 %).
NCNoNb30BaHKe TPAHCNOPTHOIO CPeacTBa. Remark: The MA holder shall reserve the
Pa3mepbl  TpaHCNOpPTHOM ynakoBku Ana  right to change the shipping package sizes
200 wT 360x220%360 MM (* 5 %).
Pa3vepbl  TPaHCMOPTHOW  YNakOBKW  A/is

840 Wt 625x500%441 MM ( 5 %).
lMpumMeyaHue: pepxatenb PY ocTaBnseT 3a

co60lil MnpaBO Ha W3MeHeHue rabapuToB

TPaHCMNOPTHOW YNaKoBKMW.

12. MAPKVPOBKA 12. MARKING

Mpu wncnonb3oBaHUM Heckonbkmx BuaoB  When using several types of packages each
yNaKoBKU Kaxxas M3  HMX  umeeT has its own labeling, corresponding to the
COOGCTBEHHYIO MapkupoBky, EN ISO 18113-1:2011 requirements.

cooTBeTCTBYlOWYO TpebosaHmam EN ISO  Marking on the individual tight-sealed
18113-1:2011. package contains the following information:
MapKknpoBKa Ha NHAMBUAYaIbHOW - batch number;

BO3JyXOHeNnpoHuuaeMoli  qonbruposaHHoli - shelf life.

yrakKoBKe COLEePXUT cnegytowyto  Marking on an individual cardboard box
VH(opMaLuio: shall contain the following information:

- HOMep napTuu; - manufacturer's name and location (address,
- CPOK rOfHOCTH. country of manufacture, telephone, e-mail);
MapKnpoBKa Ha WHAVBUAYaIbHOW name of the authorized
KapTOHHOW nayke OyaeT  cojepxaTb organization/importer, its location (country,
CnefyoLwyro nHHopMaLuio: registered address, telephone/fax);

- HaumeHOBaHWe npoussoauTens U ero - address for claims (mailing address of the
MeCTOHax0oXeHune (appec, cTpaHa authorized organization/importer, e-mail);
npounsBogMTeNs, TenegoH, 3NMeKTPOHHbIA - trade mark, “RENEWAL?”;

afpec); - trade name of the medical product
- HaMmeHOBaHwWe YnonHomoyeHHoin  specifying the registered trade mark to be
opraHusauum/vumnopTepa, ero indicated as: "Renetest®";

MECTOHaxoXpaeHue (CTpaHa, HPUANYECKNi]
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-«COMFORT»;



B.X.II.M. Boinncka M3 vexnuveckoro aitna Meaunnuckoro nigeaus | Howep T/
Buopucey sna | «TecT-ccTeMa  Aas  wMmyHOXpomaTorpadmaeckoro | TON.- 1
TexHONOMKN | onpeneienns XOPHOHNNY9ECKOTO TOHANOTPONKHHEA YenoBeKa B | Bepcus/
Ko., Jita., moue Aan panneli AnarnocTukn Gepemennoctn (Tecr aas | Version: 01
Kurait / AnarHoctHkn  Gepemenmmocts  crpyitnnili)  Renetest®
W.HPM. comfort»/Summary technical file for he medical product
Bioresearch & | "Test system for immunochromatographic detection of
Technology human chorionic gonadotropin in urine for early detection
Co., Lud., of pregnancy (inkjet test for the detection of pregmancy)
China Renetest® comfort."
aapec, Tenedor/paxc); - «Midstream pregnancy test»;
« aapec AN NPRHATHA npeTen3nil (nouToBull | - "Test-system for immunochromatographic
aapec ynon#oMouenHo#t | determination of human  chorionic
OpraHM3aLMW/UMNOPTEpPa, anextpounslit | gonadotropin in the urine for early diagnosis
agpec); of pregnancy.”;
- TOBapHHIN 3HaK npeanpuatua, | - Test-system sensitivity;
«RENEWALDy; - method of use;

~ TOPrOBOE HAMMEHOBAHHE MEAMLHHCKOIO
Haaenua ¢ obo3Hayenue

3apCrHCTPHPOBAHHOINO  TOBapHOTO  3HAKa,
ykasbiBaloT Kak: «Renetest Py

- «COMFORT»;

- «TecT ana AuarHocTHKH OepeMeHHOCTH
CTpYHHBIRY;

- «Tecr-cucrema ans

MMMYHOXpOMaTorpaduueckoro onpeacneHus
XOPHOHHYECKOIO TOHAZOTPONNHA YEOBEKA B
Moye ans paHne# AHATHOCTHKH
6GepemennocTn. »

- YYBCTBUTEABHOCTH TECT-CHCTEMBI;

- cnocob npUMeHCHNUA;

- HOMEp M JaTta  PETHCTPAUMOHHOTO
YAOCTOBEPECHHA;

- YCNOBWA  XpaHeHHA, «XpaHHTP B

HEAOCTYNHOM JIA AeTeH MECTE.»;
~ HOMEP NAPTHH;

- CPOK FOAHOCTH;

- WITPHXOBOH XOX:

- marketing authorization number and date;

- storage conditions, “Keep away from
children”;

- batch number;

- shelf life;

- bar code;

- information on confirmation of compliance
"Not subject to mandatory certification and
declaration”;

- disposal and destruction procedure;

- design images with an explanation of the
positive and negative result of the application
of the test-system;

- designer images;

- informative remarks: “high accuracy”;
"early testing"; "accuracy over 99%";

- "When the test can be used? On the date of
expected menstruation (99% accuracy):

- «Test-system shoukd be used immediately
after opening of the foiled package.»;

- "comfortable use without the need 1o collect

- wHpopMauMa ©  NOATBEPXACHHH | urine."
cooreercTena «He noanexut obasatensHoi | - "see additional information on the side of
cepTHHKALMK U ACKNAPHPOBAHHIO. »; the package";
- MOPAAOK OCYUICCTBACHHA yTuamsauunm M | - "Do not use a desiccant bag (silica gel)!”.
YHHRUTOXKEHNS; - quantity of products.
- An3aiKepekoe n3obpaxeHne ¢ NOKCHEHHEM
NONOXKHTENLHOTO W OTPHUATENHHOTO
24
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B.X.I'N.M.
bropucey aHg
TekHOoNnoLXKN
Ko., Nl14.,
KuTai /
W.H.P.M.
Bioresearch &
Technology
Co., Ltd.,
China

Bbinucka n3 TeXHNYeCcKoro (anna MefuUUHCKOro nsgenns
«TecT-cuctema ans MMMYHOXpoMaTorpaguyeckoro
onpegeneHns XOPMOHNYECKOro roHaj0TPONNHa YenoBeka B
MOYe ONA paHHel AmarHocTuku 6epemeHHocTw (TecT ans
AVNarHoCTUKKM  6epeMeHHOCTU  CTpyiHbI)  Renetest®
comfort»/Summary technical file for he medical product
"Test system for immunochromatographic detection of
human chorionic gonadotropin in urine for early detection
of pregnancy (inkjet test for the detection of pregnancy)
Renetest® comfort."”

pe3ynbTaTa NPYMeHeHNs TeCT-CUCTEMbI:
- In3aiiHepCcKne n3obpaxeHus;
- CBeAeHMs MH(OPMaLMOHHOTO XapakTepa:

«BblCOKasA

TOYHOCTb»; «paHHee

TECTUPOBAHMEY»; «TOYHOCTb CBbille 99 %»;
- «Korga MOXXHO 1cnonb3osatb TecT? B AeHb
0XuNaemoin MeHcTpyaumm (To4HOCTb 99%);

«[Mocne
YMaKoBKM

BCKPbITUS  (PONIMPOBAHHOIA
TecT-cucTeMy cnepyet

1CNONb30BaTb CPasy.»;
- «KomhopTHOe ucnonb3oBaHne 6e3 cbopa

MO4Nn.»

- «[lononHuTesnbHble CBEAEHUA CM. Ha
GOKOBOI CTOPOHE YMNaKOBKU»;

- «[MakKeT c ocywwimTenem (CUanKaresb) He
MCNo/b30BaTb!»;

- KO/IMYECTBO M3AeNunii.

Homep T/
TDK: 1
Bepcusa/
Version: 01

Mpadmuueckne cMmBOSbI, pasMmelleHHble Ha yrnakoske/Graphic symbols placed on the

package:

Paclundgposka cumBonos Mapkumposku/Decoding of marking symbols

Ans caMmoTecTMpoBaHuA

A

YKa3zaHWe Ha UCMnosib30BaHWe TecTa nayMeHToMm

patient

camocTtosATensHo/ Indication of use for the self-testing by the

BHMMaHMe, CM. MHCTPYKLMIO-BKAAbIL NO NPUMEHEHMIO/
Important! (see the prescribing information for use)

M3penne ang amarHocTukuy in vitro/ Device for in vitro

1 I\D 1 diagnostics

n"30-c XpaHuTb B OPUrMIHANLHOI YNaKoBKE Npu TeMrepaType oT +

4 °C po + 30 °C/ Store in the original package at a

temperature of + 4°C to + 30°C
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B.X.IL.M.
Buopucey sna
Texuononkn
Ko., N1ta.,
Kurati /
W.H.P.M.
Bioresearch &
Technology
Co., Ltd.,
China

BoInucKa H3 TEXHH9eCKOro §aitna MeARUMACKOrO H3RCHIHS
«Tecr-cucrema aAnn BMMYHOXPOMATOrpagHIecKoro
ONPECTEHNS XOPHOHAYECKOr0 TOHAJIOTPONNHA €/IOBEKA B
Moue AnA pauHell anarHocTrkr Oepemennoctn (Tectr ana
AHATHOCTHKE  Gepemenmoctn  crTpylinmii)  Renetest®
comfort»/Summary techmical file for he medical product
"Test system for immunochromatographic detection of
human chorionic gonadotropin in urine for early detection
of pregnancy (inkjet test for the detection of pregnancy)
Renetest® comfort."

Homep T/
TDN.: 1

Bepeuw/
Version: 01
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B.X.IN.M. Bbinncka M3 TeEXHWYECKOro (haitna meanmuMHCKoro nsgenuss Homep TP/
Buopucey sua  «TecT-cuctema  Ans nMmyHoxpomatorpaguueckoro TDN.: |
TekHONoLXN onpefeneHns XOpMOHMYECKOro FOHaA0TPONNHa Yenoseka B Bepcus/
Ko., N14., MOYe A/1si paHHeil AMarHoCTUKM GepemeHHocTn (TecT pns  Version: Ol
Kwutai / ANArHOCTUKN  GEPEMEHHOCTM  CTPYWHbIA)  Renetest®
W.H.P.M. comfort»/Summary technical file for he medical product
Bioresearch & "Test system for immunochromatographic detection of
Technology human chorionic gonadotropin in urine for early detection
Co., Ltd,, of pregnancy (inkjet test for the detection of pregnancy)
China Renetest® comfort.”
Bepeub ot Bnaru/ Protect from moisture
Ha TpaHCnopTHyl  3TMKeTKy HaHocaT Handling marks are applied to the transport

MaHUNYNALUMOHHBIE 3HAKM.
MprviMep MapKMPOBKMN YMakoBKW MpYBELEH B
MpunoxeHnn B.

MprvMeyaHune: NPOU3BOAUTENb OCTaB/AETCA
3a c060i NpaBo M3MEHNATH An3aliH YNakoBOK.

13.  CBEAEHWA O
CTEPNNN3ALNIN

MeanuuHckoe usgenne «TecT-cuctema Ans
NMMYHOXpOMaTOorpapmnyeckoro
onpegeneHus XOPUOHUYECKOr0
rOHafoTPOMMHA YenoBeKa B Moye [/id
paHHeil AmarHocTMkM 6epemeHHocTn (TecT
ONA ANarHOCTUKN GepeMEeHHOCTU CTPYMHbIN)

Renetest comfort» BbIMyCKaeTcA
HeCTepU/ibHbIM W CTEpuUIM3auum  He
MOLNEXUT.

14. OCHOBHBbIE STAIMbI
MPOLIECCA NMPON3BOACTBA

Mpon3BoACTBO TeCT-CUCTEMBI
OCyLLecTBNseTCS Ha NpOV3BOACTBE,
cepTUHMLMPOBaHHOM no
Tpe6oBaHmaM EN ISO 13485:2016 (EN 1SO
13485:2012/AC:2012), 4TO noOATBEPXKAEHO
cepTUnKaTom Cuctemsl KOHTpons

KayecTBa, BblJaHHbIM KOoMMaHun B.X.[1.M.
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label.

Example package labeling is provided in
Annex B.

Remark: Manufacturer retain the right to
make changes in the package design.

13. STERILIZATION

The medical device "Test system for
immunochromatographic test of human
chorionic gonadotropin in urine for early
pregnancy detection (Midstream urine
pregnancy test) Renetest comfort s
manufactured non-sterile and is not subject
to sterilization.

14. MAJOR STAGES OF
MANUFACTURING PROCESS
Test-system manufacture is performed at the
manufacturing site sertified in accordance
with the requirements of
EN ISO 13485:2016 (EN ISO
13485:2012/AC:2012), which is confirmed
by the Quality control system certificate,
issued to W.H.P.M. Bioresearch &

THE



B.X.IIM. Brinucxa u3 texauveckoro gaitaa meanuuncxoro ninenus | Homep Td/
Buopucey 5ua | «TecT-ciicteMa  An8  mMMyHOXpomaTorpaguveckoro | TON.: 1
TexHONOZKH | ONpeae/ieHNs XOPHOHRYECKOTo FOBAROTPONNANA Yeopeka B | Bepcut/

Ko., JIta., MOYe Ans pammeli ARarmocrnks Gepemennocrn (Tect aas | Version: 01
Kwnrait / ABATHOCTHKH  OepeMeninocTH  cTpyinnili) Renetest®
W.HPM. comfort»/Summary technical file for he medical product

Bioresearch & | "Test system for immunochromatographic detection of
Technology human chorionic gonadotropin in urine for early detection
Co., L., of pregmancy (inkjet test for the detection of pregmancy)
China Renetest® comfort."

Buopnceu 3ua Texwonopxkn Ko., JIta. | Technology Co., Ltd).
(W.H.P.M. Bioresearch & Technology Co.,
Lid).

Cxema NpoM3BOACTBEHHOTO Npoueccea npuseaeHa wwke/ The flow-chart of the manufacturing

process is given below.

Quality control
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B.X.IN.M. Bbinucka M3 TexHMYeckoro galina megumumHckoro usgenus Homep TP/

Buopuced sy «TecT-cuctema  ANs nMMyHoxpomatorpaduueckoro TDK: }
TeKHONOLKN onpeaeneHns XOpMOHNYECKOro roHagoTPONnUHa YenoBeka B Bepc_vm/
Ko., N14., MOue A/1si paHHel AMarHoOCTUKM GepemeHHocTu (Tect gns  Version: 01
Kutaii/ OVWAarHOCTMKM  OepeMeHHOCTM  CTPYWHbIN)  Renetest®
W.H.P.M. comfort»/Summary technical file for he medical product
Bioresearch & "Test system for immunochromatographic detection of
Technology human chorionic gonadotropin in urine for early detection
Co., Ltd., of pregnancy (Inkjet test for the detection of pregnancy)
China Renetest® comfort."”

15. MEPEYEHDb CTAHOAPTOB, KOTOPbIM COOTBETCTBYET

MEOVWUMNHCKOE  W3AEJNIME/THIS MEDICAL DEVICE MEETS THE
FOLLOWING LIST OF STANDARDS

Cranpgapt/
MocTaHoBNEHWNE/ HaseaHue (aHrn./pyc.)/ Name (English/Russian)
Standard / Regulation
In vitro diagnostic medical devices. Reagents, Kits, the test -
systems, control materials, culture media. Requirements to devices,
and to supporting documentation / MegnumHckne nsaennsa ans
ANAarHOCTUKM UH BUTPO. PeareHTbl, HAbOpbl peareHToB, TECT-
CUCTEMbI, KOHTPO/IbHbIE MaTepuasibl, MUTaTe/IbHbIE CPefbl.
P 51088-2013 TpeboBaHUS K M3AENUAM 1 NOALEPXKMBAIOLLEN AOKYMeHTauuu/In
vitro diagnostic medical devices. Reagents, Kits, the test - systems,
control materials, culture media. Requirements to devices, and to
supporting documentation. Reagents, reagent kits, test systems,
control materials, nutrient media. Requirements for products and
supporting documentation
Performance evaluation of in vitro diagnostic medical devices /
OueHKa PYHKLMOHaNbHbIX XapaKTePUCTUK MeANLUHCKUX U3aeNnii
Ana amarHoctuku in vitro/ Performance evaluation of in vitro
diagnostic medical devices
In vitro diagnostic medical devices. Information supplied by the
manufacturer (labelling). Part 1 Terms, definitions and general
requirements / MeAuUMHCKWe M34ennsa ona AUarHoCTUKKY in vitro.
WHhopmauwms, npefoctaBnsemMas M3rotosutesieM (MapKupoBKa).
YacTb 1 TepmuHbI, onpeaeneHns n obwue TpebosaHms/In vitro
diagnostic medical devices. Information supplied by the
manufacturer (labelling). Part 1 Terms, definitions and general
requirements / In vitro diagnostic medical devices. Information
provided by the manufacturer (labeling). Part 1. Terms, definitions
and general requirements

PEH 13612-2010

PNCO 18113-1-2015

29

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



BX<I'M Bbinucka 13 TexXHUUYECKoro aiina meauumnHckoro nsgenus Homep Td/
Buopunceu sHg  «TecT-cuctema ans nMMmyHoxpomatorpapuueckoro TON: 1
TeKHONooKM onpefeneHns XOPUOHNYECKOrO FOHaA0TPONNHA YenoBeka B Bepcus/
Ko., NiTg,, MOue A/isl paHHell AMarHOCTWKM 6epemeHHocTn (Tect gns  Version: Ol
Kutaii / OWArHOCTUKN  GepeMeHHOCTM  CTPYWHbIA)  Renetest®

W.H.P.M. comfort»/Summary technical file for he medical product
Bioresearch & "Test system for immunochromatographic detection of
Technology human chorionic gonadotropin in urine for early detection

Co., ., of pregnancy (inkjet test for the detection of pregnancy)

China Renetest® comfort."”

CtaHpapt/

MocTtaHoBneHune/ HaseaHue (aHrn./pyc.)/ Name (English/Russian)

Standard / Regulation

PNCO 18113-2-2015

PNCO 18113-4-2015

PNCO 15223-1-2014

P 51352-2013
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In vitro diagnostic medical devices. Information supplied by the
manufacturer (labelling). Part 2. In vitro diagnostic reagents for
professional use / MeAWUNHCKME M3aennsa AN AMarHOCTUKK in
vitro. VIHpopmauus, npefoctasisemas U3rotoButenem
(MapkmpoBKa). YacTb 2. PeareHTbl AN AMarHOCTUKM in Vitro ans
npogeccnoHansHoro npumeHeHus/In vitro diagnostic medical
devices. Information supplied by the manufacturer (labelling). Part
2. In vitro diagnostic reagents for professional use/ In vitro
diagnostic medical devices. Information provided by the
manufacturer (labeling). Part 1L In vitro diagnostic reagents for
professional use

In vitro diagnostic medical devices. Information supplied by the
manufacturer (labelling). Part 4. In vitro diagnostic reagents for
self-testing / MeauumMHCKMe n3genns oaa AMarHoCTUKK in vitro.
WHpopmauwus, npefocTasnsemas U3rotosutesieM (MapKupoBka).
YacTb 4. PeareHTbl gna gMarHoCTUKK in vitro gns
camotectuposaHud/In vitro diagnostic medical devices.
Information supplied by the manufacturer (labelling). Part 4. In
vitro diagnostic reagents for self-testing/ In vitro diagnostic medical
products. Information provided by the manufacturer (labeling). Part
5. In vitro diagnostic reagents for self-testing

Medical devices. Symbols to be used with medical device labels,
labelling, and information to be supplied. Part 1 General
requirements / N3genna meguunHckre. CUMBO/LI, NPUMEHSEMbIE
NpyY MapKMpOBaHWM Ha MeAULMHCKNX U3LeNnUax, aTUKeTKax u B
CONPOBOANTENbHON AOKYyMeHTauun. Yactb 1 OCHOBHble
TpebosaHus/Medical devices. Symbols to be used with medical
device labels, labeling, and information to be supplied. Part 1
General requirements/ Medical devices. Symbols used in labeling
medical devices, labels, and accompanying documentation. Part 1.
Primary requirements

In vitro diagnostic medical devices. Test methods / MeguumnHckme
n3genua ANa AUarHoCTUKM UH BUTPO. MeTogbl ncnbiTaHuid/ In vitro
diagnostic medical devices. Test methods/ Medical products for in
vitro diagnostics. Test methods
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B.X.IN.M. Bbinucka u3 TeXxHU4Yeckoro gaina meanumHckoro nsgenus Homep T®/
Buopuced swg  «TecT-cucrtema ans nmmyHoxpomatorpaguyeckoro TDN.: 1
TeKHONOLKM onpe/ieNeHns XOPUOHNYECKOTro FOHaA0TPONNHA YenoBeka B Bepeus/
Ko., NIt MOYe AN paHHell AMarHoCTUKM GepemeHHocTu (Tect gns  Version: Ol
Kwutain / AVWAarHOCTMKM  Gepe.MEHHOCTM  CTpyMHbIN)  Renetest®

W.H.P.M. comfort»/Sumniary technical file for he medical product

Bioresearch & "Test system for immunochromatographic detection of
Technology human chorionic gonadotropin in urine for early detection

Co., Ltd,, of pregnancy (inkjet test for the detection of pregnancy)

China Renetest® comfort."

Cranpapt/

MocTtaHoBneHne/ HasBaHue (aHrn./pyc.)/ Name (English/Russian)

Standard / Regulation

In vitro medical devices. Evaluation of stability of in vitro
diagnostic reagents / N3nenua meguunHCKMe Ana 4MarHOCTUKK in

PMUCO 23640-2015

vitro. OueHKa CTabubHOCTW peareHToB A4/11 ANarHOCTUKK in vitro/
In vitro medical devices. Evaluation of the stability of in vitro

diagnostic reagents/ In vitro diagnostic medical devices. Evaluation
of the stability of reagents for in vitro diagnostics
W3genua meguumHckme. MpoekTMpoBaHne MeaULMHCKNX U3LeNnia

PM 3K 62366-2013
suitability

16. TPEBEOBAHWA BE3OMACHOCTU
N MEPbI MPEOOCTOPOXHOCTN

1 Mepeg NCcnonb30BaHUEM cnepyet
BHMMaATe/IbHO  MnpoyuTatb  UHCTPYKLMIO-
BKNAAbILL NO NPUMEHEHMUIO.

2. TlakeT c ocywuTenem (Cuimkaresb) He
NCMONb30BaTh.

3. He ponyckaTb 3arpsa3HeHus TecT-CUCTEM

JIOCbOHOM [/18 PYK, Macnamu, rpsasbio van
MYCOPOM.
4. He MCMONb3YiNTe  COrHyTble WU

NMoBpeXAeHHbIe UHLIM MyTEM TeCT-CUCTEMbI.
5. TecT-cuctema npefHasHayeHa TOJIbKO

AN guarHoctMkm in vitro  (BHe Tena
4enoBeka).
6. XpaHWUTb  TecT-CUCTeMbl B  MecCTax,

HeAOCTYMHbIX AN AeTel U XXUBOTHbIX.
7. AKKypaTHO, TWaTe/lbHO YTW/IU3MPOBaATh
TECT-CUCTEMbI TaK, KaK ec/im Obl OHW Oblan

WH(ULMPOBAHHBIMM maTepuanamu.
Cob6ntogatb Mepbl  MPeAOCTOPOXHOCTU U
MECTHbIE npaBuna  No  yTUAM3aLMK

3
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C y4eToM aKcnnayataymoHHon npurogHoctu/ Medical Products,
Design of medical products with account for the operational

16. SAFETY REQUIREMENTS AND
PRECAUTIONS

1 Before use, carefully read the package
insert.

2. Do not use a desiccant bag (silicagel).
3.Prevent contamination of the test-system
with hand lotion, oils, dirt or waste.

4. Do not use bent or otherwise damaged test-
systems.

5. Test-system is intended for in vitro
diagnostics only (out of human body).

6. Keep test-systems out of reach of children
and animals.

7.Carefully and thoroughly dispose test-
systems, as if they were infected materials.
Observe safety precautions and local
regulations of the material disposal.

8. Do not open the case of the test-system.

9. Test-systems should be wused for the
intended use, defined by the manufacturer
only.

10. Test-systems with expired shelf life



B.X.IN.M. Bbinncka 13 TeXHUYeCcKoro arina MeguLUmnMHCKOro n3genmsa Homep To/
Buopucey aHg — «TecT-cuctema 4ns MMMyHoxpomaTtorpaduyeckoro TON.: 1
TeKHOMoMKN OMpefeNeHns XOPMOHNYECKOro roHaf0TPONMHa YenioBeka B Bepcus/
Ko., /T4, MOYe /1S paHHeli AMarHoCTMKU GepeMeHHocTu (TecT gns  Version: 01
Kutaii / ONArHOCTUKM ~ OepeMeHHOCTW  CTPYMHbIA)  Renetest®
W.H.P.M. comforWSummary technical file for he medical product
Bioresearch & "'Test system for immunochromatographic detection of
Technology human chorionic gonadotropin in urine for early detection
Co., Ltd,, of pregnancy (inkjet test for the detection of pregnancy)

China Renetest® comfort.™

MaTepuasioB. should be disposed.

8. 3anpelleHo BcKpbiBaTb Kopryc TecT- W. Do not use test-systems with expired
CUCTEMBI. shelf life. The use of the test-system with
9. Wcnonb3oBaTb TecT-cucTeMbl  Hy)HO expired shelf life may lead to invalid results.
CTPOro MO0  Ha3HaYeHWo,  YKazaHHOMY

NPON3BOANTENEM.

10. Mo wucTeyeHNMN cCpoKa rOAHOCTU TecT-
CUCTEMBI MOA/1EXAT YyTUIM3ALMN.

11. 3anpeLLeHo MCro/b30BaTb TECT-CUCTEMDI
C NCTEKLLINM CPOKOM roAHOCTU.
Wcnonb3osaHve TECT-CUCTEMbI rnocre
NCTEYEHNs1 CPOKa roOAHOCTU MOXXET MPUBECTU
K NMOMYyYeHN0 HEBEPHbIX Pe3y/ibTaToB.

17. YCNoBUA XPAHEHWA 17. STORAGE CONDITIONS

FepmeTUYHO. J1t0bble KOHTaKTbl W3Lens ¢
XUMUYECKMMW BELLIECTBaMU He JONYCKaKTCA.
XpaHUTb B OPUTMHa/IbHOM YMakoBKe Mpu
Temnepartype ot +4 °C go + 30 °c. XpaHuTb
B HEOCTYMHOM [/ fieTeli MecTe.

MN36eraTb  yaapoB.  lpeaoxpaHATb  OT
BO3/eNCTBUSA aTMocepHbIX 0Ca/iKOB.
OTHOCUTENbHAA  BMAXKHOCTb  BO3dyXa: He
6onee 75 % (6e3 KOHAeHcaLUMW).
[aBneHne  OKpy>KaroLLei
HOpPMUPYETCS.

cpeabl:  He

18. TPAHCMNOPTUPOBAHWE

MNpn Temnepatype ot + 4 ®C po + 30 °C
repmMetTuyHo. He 3amopaxmBaTb. Jlob6ble
KOHTaKTbl  U3JeNMA  C  XUMUYECKUMU
BellecTBaMM He fonyckawTcs.  W3beraTb
yaapoB. [pegoxpaHsATb  OT  BO3AENCTBMSA
artMocepHbIX — ocagkoB.  OTHOCUTe/IbHasA
BN@XKHOCTb BO3ayXa: He 6onee 75 % (6e3
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Leak-proof Any contact of the product with
chemicals should be avoided.

Store in the original package at a temperature
from + 4 ®Cto + 30 °C. Keep away of reeach
of children.

Avoid impacts. Prevent from the atmospheric
precipitations. Relative air humidity: NMT
75 % (non-condensed)

Ambient pressure: not regulated.

18. TRANSPORTATION

At a temperature from + 4 C to + 30 C, tight-
sealed Do not freeze. Any contact of the
product with chemicals should be avoided.
Avoid impacts. Prevent from the atmospheric
precipitations. Relative air humidity: NMT
75 % (non-condensed)

Ambient pressure: not regulated.



B.X.IT.M. Bbinncka n3 TeXxHNMYeckoro darina MegMuUnHCKOro nsgenna Homep Ta/
Buopuced sva  «TecT-cucTeMa ans MMMYyHOXpomaTorpaguyeckoro TON.01
TeKHONoLXN onpefeneHNsi XOPMOHNYECKOT0 roHafoTPonNmnHa YenoBeka B Bepcua/
Ko., NTg,, Moue ANS paHHell AnarHocTUkM 6epemeHHocTw (Tect gns  Version: 01
Kuraii / ANArHOCTUKN  GepeMeHHOCTU  CTPYyMHbIA)  Renetest®
W.H.P.M. comfort»/Summary technical file for he medical product
Bioresearch & "Test system for immunochromatographic detection of
Technology human chorionic gonadotropin in urine for early detection
Co., Ltd,, of pregnancy (inkjet test for the detection of pregnancy)
China Renetest® comfort."
KOHAgHcaumn).
[laBneHve  OKpyXawoLleid  cpedpl:  He Temperature :4 ®Cto + 30 °C, do no
reeze.
HOPMWPYETCA. Conditions Light  Avoid dirct sunlight
to follow: Impact Avoid dart impacts.
Ot +4°Cpo iy NME 75 % (non
Temnepatypa + 30 “C, He Humidity condensed)
N 3aMOpPKNBATD. Water  Avoid contact with watei
KOTOPbIX CseT Visberare  npsimoro Materials Acid  Avoid contact with acid
crepyet COJHE4HOTO CBETa to avoid: Oxidants Avoid  contact  wit!
MN3beratb oxidants
nNpuaep>Kn
Ynap CTPEMUTENBbHBIX
BaTbCA:
YAEboB Remark: A shelf-lif ters indicated
Vie Gonee 75 % (Gea emark: shelf-life parame_z ers indicate
BRKHOCTE | ohaevcauwm). on the package, are presented in the form of
B W36eraTb KOHTaKTa ""Year-Month-Day"' 2013/01/25, which
oja o
BeluecTBa C BOfj0iA means January 25, 2013.
KoTopble KucnoTa VisberaTb KOHTaKTa  performance specifications of the test-system
C KucnoToun - . .
cnepyet are stable, which confirms that tratnsportation
n3berarb: OKVCTENM M3beraTb KOHTaKTa . .
C OKUCMTENSIMM state modelling does not have any impact on
the main technical parameters. This was

yKasaHHble Ha YMakoBKe, HareyataHbl B
topmate «Ioa-Mecau-AeHb» - 2013/01/25,
YTO 03Ha4aeT «25 AxBapa 2013».

Paboune  XxapaKTepuUCTUKW  TECT-CUCTEMbI
ABNAKOTCA CTAOWU/MbHBIMK, YTO MOKa3ano, uTo
MOJenMpoBaHue COCTOSIHWE
TPaHCMOPTUPOBKM  He  WMEET  HMKaKoro
BO3JENCTBMS HA OCHOBHble TeXHUYECKMe
napameTpbl. 3TO noAaTBepPXKAeHO OTYeTOM 0
CTabWibHOCTU npoLyKTa npu
MOAENIMPOBaHNN NpPefesibHbIX PEXMMOB €ro
TpaHcriopTupoBkn  (MpunoxeHne A K
Bbinncke 13 TEXHUYECKOro (haiina).
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under the limit transportation conditions
simulation test (Annex A to the technical file
summary).



B.X.IN.M. Bbinncka 13 TexHM4YecKoro ainna MeguuMHCKOro usgenms Howmep Td/
Buopucey aHL  «TecT-cuctema ans NMMYHOXpomaTtorpadguyeckoro TON.: 1
TeKHOMoMKN onpefeneHnss XoprMoHMYECKOro roHaJoTPoNnHa YenoBeka B Bepevna/
Ko., /4., MOue ANA paHHell AMarHocTMKM GepemeHHocTn (TecT gna  Version: 01
Kuraii / ANArHOCTUKM  OGEPEeMEHHOCTU  CTPYMHbI)  Renetest®
W.H.P.M. comfort»/Summary technical file for he medical product
Bioresearch & "Test system for immunochromatographic detection of
Technology human chorionic gonadotropin in urine for early detection
Co., Ltd,, of pregnancy (inkjet test for the detection of pregnancy)
China Renetest® comfort."
19. TEXHWYECKOE 19. MAINTENANCE AND REPAIR
OBCNYXMNBAHNE NN PEMOHT The medical device "Test system for
MegumumHckoe umsgenue «TecT-cuctema ansg immunochromatographic  test of  human
UMMYHOXpoMaTorpacguyeckoro onpegeneHnss  chorionic gonadotropin in urine for early
XOPMOHNYECKOr0 FOHAf0TPONUHA YesioBeka B pregnancy  detection  (Midstream  urine

MouYe ons paHHei AnmarHoctmkm  pregnancy test) Renetest™ comfort is a single-
6epemeHHocTK  (TecT Ans  AMarHocTMKM  use product.

6epemMeHHOCTH CTPYViHbIi) Renetest  Maintenance and repair of the medical device
comfort» dABnAeTCA  M3denMem  pasosoro s not applicable.

NPUMEHEHWSA.

TexHN4YecKoe 06CNyXMBaHWE W PEMOHT

MEANLMHCKOro n3genna He npegycMoTpEH.

20. DISPOSAL

Test-systems themselves 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.

20. YTUNnM3Aund

Camn TecT-CUCTEMbI MOXXHO YTW/IN3MPOBATb
KaKk TBepable oTxofbl. C ycTpolicTBamu,
KOHTaKTUpYOLWMMM  C  BMONOrMYECKMMU
YKUAKOCTAMWN HEo6X04MMO 06pallaTbCa Kak C
NOTeHLUMaNIbHO ONacHbIMW MaTepuanamv, B
COOTBETCTBUMN c (hefepasibHbIMU,
rocyflapCTBeHHbIMU U MECTHBIMW 3aKOHaMW.
Knacc oTxogoB b.

21. SHELF LIFE
Shelf life is 3 years (36 months) since the day
of manufacture.

21. CPOKTIOgHOCTMU
Cpok rogHocTtn 3 roga (36 mecsiLeB) co AHSA
NpOoV3BOACTBA.

He ucnonb3oBaTb MOC/e UCTEYEHMS CpoKa
roHOCTY, YKa3aHHOI0 Ha yNaKoBKe.

TecT-cucTeMy  HeoGXOAMMO  WUCMO/b30BaThb
cpasy nocfe BCKPbITUS  (hOSIbrMpPOBaHHON

YNaKoBKM.
CpoK rogHocT HaneyataH B chopmare: og-
Mecsay-deHb. 2013/01/25 o3HadaeT «25
Ansapa 2013».
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Do not use after expiry date specified on the
package.

Test-system should be used immediately after
opening of the foiled package.

The shelf life is provided in the following
format: Year-Month-Day. 2013/01/25, which
means "‘January 25, 2013".



B.X.I'T.M. Bbinncka 13 TeXHNYeckoro darna MeguUNHCKOro nsaenna Howmep Td/
Buopuced sng  «TecT-cucTema ans UMMYyHOXpomaTorpagpuyeckoro TDN.: 1
TekHO/TQKA  onpefieNieHns1 XOPMOHNYECKOT0 FOHaA0TPONMHa YenoBeka B Bepcua/
Ko., /lTg,., Moue NS paHHel AMarHocTUkM 6epemeHHocTn (Tect pgls  Version: 01
KuTaii / JNarHoCTUKN  GepeMeHHOCTM  CTPY#HbIA)  Renetest®
W.H.P.M. comfort»/Summary technical file for he medical product
Bioresearch & "Test system for immunochromatographic detection of
Technology human chorionic gonadotropin in urine for early detection

Co., Ltd,, of pregnancy (inkjet test for the detection of pregnancy)

China Renetest® comfort."

22. rapaHTuiliHble 22. WARRANTY

OBA3ATE/IbCTBA Guarantee for the test system for
MapaHTnA Ha «TecT-cuctemy ona - immunochromatographic  test of  human

MIMMYHOXPOMAaTOrpaguecKoro onpeaeneHms
XOPVOHNYECKOr0 rOHaA0TPONMHA YesioBeKa B

Moye ans paHHei ANarHOCTUKMN
6epemeHHocTn  (TeCcT ANs  AMArHOCTUKMK
6epeMeHHOCTH CTPYWiHbIIA) Renetest

comfort» He npeaycMoTpeHa.

23.  AHAIN3 PUCKOB

MpuBeAeHHbI aHasM3 OCHOBaH Ha [aHHbIX
thalina MeHePKMEHTa PUCKOB.

MeToanka aHanm3a 6e30MacHOCTV U3Lenns
NCMNONb3yeT KauyecTBEHHbI MeTod. [aHHas
MeTOAMKa NpeACcTaBNseT CO60M KOMOUHALMIO
CNefyroLwmnx ABYX KOMMNOHEHTOB:

- BEPOATHOCTb HaHeceHVs yuepba, TO ecTb
HaCKO/IbKO 4acTO OH BO3HUKAET;

- NOCNEACTBUSA HaHECEHHOr O Yyulepba, To ecTb
HAaCKO/IbKO OH MOXET 6bITb CEPbE3HbLIM.

OueHKa pucka 3ak/Il4yaeTca B aHanse
COObITUIA N 0BCTOATENLCTB, BbI3bIBalOLLNX
BO3HUKHOBEHWNE AJaHHOI o PUCKa,

nocnenoBaTte/sIbHOCTN  3HAUYUMbIX COObITUIA,
nobble cMAryarouime 0COBEHHOCTU, a TaKxe
XapakTtep "n 4acToTy BO3MOXXHbIX
I'IOCI'IB,CI,CTBVIVI OMO3HaHHbIX OMaCHOCTEN.

[VCcKpeTHble 3HauyeHuA BEPOATHOCTU
HaHeceHMs  yuwlepba 1 MOC/EACTBUIA
HaHECEHHOro yulepba C  pacLngpPOBKOIA

XapaKTepPUCTUK NPeSCTaB/IEHbI HUXE.
Knaccnirkaupsi n npneMneMocTb PUCKOB

a) TaxecTb (S)\ VHOEKC XapakTepusyeT
TSDKECTb Bpefa, KOTOpbIA MOXET HaHecTu
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chorionic gonadotropin in urine for early
pregnancy detection (Midstream  urine
pregnancy test) Renetest® comfort is not
provided.

23. RISK ANALYSIS

The given analysis is based on the "Risk
management file* data

The method of analyzing the safety of the
product uses a qualitative method. This
technique is a combination of the following
two components:

- occurence of damage, that is, how often it
occurs;

- the consequences of the damage, that is,
how serious it can be.

Risk assessment consists of analyzing the
events and circumstances causing the
occurrence of a given risk, a sequence of
significant events, any mitigating features,
and the nature and frequency of possible
consequences of identified hazards.

Discrete values of the probability of damage
and the consequences of the damage with a
description of the characteristics are presented
below.

Classification and acceptability of risks.
a) Severity (S)\ The index characterizes
the severity of the harm that the product can



B.X.MNM.M.
Buopucey 3H
TeKHoMomKN
Ko., T4,
Kurait /
W.H.P.M.

Bioresearch &

Technology
Co., Ltd,
China

BbINUcKa M3 TEXHWYECKOTO (haiina MeauLMHCKOro U3LeNns Howmep Td/
ana NMMYHOXpomaTorpapuyeckoro TON.: 1
OnpefeneHnsi XOPUOHNYECKOTO FOHAA0TPOMMHA YesioBeka B Bepcns/
MOYe A1 paHHel AMarHoCTMKM GepemeHHocTU (TecT gns  Version: 01

0 «TecT-cucrtema

ANarHoCTUKN

O6epeMeHHOCTM  CTPYMHbIN)  Renetest®

comfort»/Summary technical file for he medical product

"Test system for immunochromatographic detection of

human chorionic gonadotropin in urine for early detection
of pregnancy (inkjet test for the detection of pregnancy)
Renetest® comfort."

n3genve nonb3osatento. Moxet nveTtb 6ann
oT 1 go 5 B 3aBMCMMOCTM OT Knacca ro
cnepytoLLer Tabnuue:

TaxecT
b(S)
HesHauy
NUTeNbH
bl

CpefHun
n

Cepbes
HbIl

OueHb
CepbEésH
bliA

JNetanb
HbI

b)BeposaT

OueHKa TsSXKecTun
Bpesa
Het Bugmmoro wnm
3HAYNTENILHOIO
Bpega
Bpesn, KoOTOpbIi He
HapyLuaeT
(hYHKLMOHMpPOBaHWe
TKaHe win
YKM3HEHHO  BaXKHbIX
opraHos
Bpega, KOTOpbII
HapyLUaeT
(PYHKLUNOHUPOBaHMe
TKaHei Wi
YKM3HEHHO  BaXKHbIX
opraHoB
OueHb CepbE3HbIA 1
HeobOpaTVMbIA  Bpef
ANs nauyveHTa WM
rnosib3oBaTesis
CmepTb  nauueHTa
WM T0Mb30BaTeNA

HOCTb (0):

XapaKTepusyeT  BepPOATHOCTb
MoxkeT umeTb 6ann oT 140 5 B 3aBUCMMOCTU

0T K/acca no cnegytouler tabnmue:

BepoAaTHo
cTb (O)
HeBepos
THbIV

OueHKa
BEPOSTHOCTY Bpefa
CobbITne
HeoXunjaemoe B
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Bann

NHaekc

CoObITUS.

Bann
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cause to the user. It may have a score from 1
to 5, depending on the class of the following
table:

Severi .
) v Harm severity assessment Score
. No visible or significant
Minor g 1

harm.

Harm that does not disrupt

the functioning of tissues 2
or vital organs

Harm that impairs the
Severe functioning of tissues or 3

Averag
e

vital organs
Very serious and
Very . .
. irreversible harm to the 4

serious .
patient or user.

Lethal Death of patient or user 5

b) Occurence (0): The index

characterizes the occurence of an event. It
may have a score from 1to 5, depending on
the class of the following table:
Occurence  Estimation of harm
©) occurence
Non- Event, unexpected
probable  during the life cycle

Score



B.X.M.M. BbInucka 13 TeXHMYEeCcKoro galina MeanLUHCKOro 13nennss Howmep Td/

Buopuceu aHp — «TecT-cuctema ans MMMYyHOXpomaTorpadguyeckoro TDK; 1
TeKHONoMKM onpesesieHNs XOPUOHNYECKOro roHafoTPoMNnHa Yyenoseka B Bepcusa/
Ko., NlTA., Moue ANA paHHell AMarHoCTUKKU 6epeMeHHocTM (TecT ans  Version: 01
KuTaii/ ANArHOCTMKN  GepeMeHHOCTM  CTPYWMHbIN)  Renetest®
W.H.P.M. comfort»/Summary technical file for he medical product
Bioresearch & "'Test system for immunochromatographic detection of
Technology human chorionic gonadotropin in urine for early detection
Co., Ltd., of pregnancy (inkjet test for the detection of pregnancy)
China Renetest® comfort."
TeyeHue of a medical device
YKM3HEHHOr 0 UMKna (MD)
MU An event can occur
CobblTe  MOXeT with a probability
CyunThLCA c Unlikely  of occurrence of 2
BEPOATHOCTbIO once in the MD life
Manosep
OATHI HacTyrM/1eHNsA OAVH cycle
pa3 B TeyeHue An event  can
YKN3HEHHOI0 LMK/a happen with the
MIA Rare probability of 3
CobbITe  MOXeT occurrence several
CNyynThCA c times during the
BEPOATHOCTbIO MD life cycle.
. HactynneHus The event can occur
Pegkunin . ..
HECKONIbKO pa3 B with a probability
TeyeHune Probable of infrequent 4
YXU3HEHHOIO LMKNa occurrence for the
M MD lifecycle
CobbITe  MOXeT An event  can
CNYyYnTHLCA c Frequent happen with  the 5
BEPOATHOCTLIO likelihood of a
BeposaTH HewacToro frequent onset.
bili HacTynieHus B
TeyeHne
YKM3HEHHOro upKia
M
CobbITe  MOXeT
CNyuYnTbLCA c
YacTblli BEPOATHOCTbIO
4yacToro
HacTynieHns
C) MpeackasyemocTsb (D): MHpgeKe ¢) Decidability (D): This index describes the

XapaKTepusyeT cnocobHocTb npomssoauTensa ability of the manufacturer and user to
M nonb3oBaTeNsl pacro3HaBaTb BO3MOXHbIN recognize the possible risk or harm. It may
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B.X.ITM. Buinincxa u3 Texunveckoro ¢aiina meanunnckoro wizeans | Howep Td/
Buopucey 2Ha | «TecT-cucTema  ans  nMMyHoxpomatorpadmveckoro | TDN.: 1
TexHONOMXH | ONpexe/enHs XOPHORNYECKOTD FOHAAOTPONNHA YesoBexa 8 | Sepcui/
Ko., JItz,, Move aam paumell amarnocTuxa Gepemennoctn (Tecr aan | Version: 01
Kuraii / auarnocTikn  Gepemenunocts  crpykinuit)  Renetest®
W.H.P.M. comfort»/Summary technical file for he medical product
Bioresearch & | "Test system for immunochromatographic detection of
Technology human chorionic gonadotropin in wrine for early detection
Co., Ld., of pregmancy (inkjet test for the detection of pregnancy)
China Renetest” comfort."
puck uan spea. Moxer umers Gamn ot | ao | have a score from | to 5, depending on the
5 B 3ABHCHMOCTH OT Knacca no caegyioweii | class by the following table:
'r:lﬁnuue: Orerna i:;‘td Evaluation of the Score
peack te Y| predictability of harm
a3zyeMoc | npeAacKasyeMoCTH baan (D)
T (D) Bpena It is very easy to identify
Quensb aerko . . |possible harm,
High |. : 1
HAeHTHDHUNPOBATD inappropriate to the
Baicox . .
BO3MOXHbIH 1 instructions for use
uif n . :
HECOOTBETCTBYIOWMIA It is easy to identify
MECTPYKLNK Bpen Avera | potential harm, 2
Jlerxo ge |inappropriate to the
HRCHTHYHUNPOBATD instructions for use
Cpeann — -
M BO3MOJKHBIH 2 It is difficult to identify
HECOOTBETCTBYIOWIMIH possible harm,
Low |. . 3
HHCTPYKLIBK Bpen inappropriate to  the
Tpyauo instructions for use
naesTHHUKpOBATH it is very difficult to
Husxuil | BO3MOXKHBIN 3 Very |identify possible harm, 4
HECOOTBETCTBYIOLMI low |inappropriate to the
UHCTPYKUNY Bpea instructions for use
Ouens TPYAHO It is almost impossible to
HACHTHHULHPOBATD Impos|identify possible harm,
Ouenn \ . 5
BO3MOXHBIA 4 sible |inappropriatc to the
HU3KKH . b
HEeCOOTBETCTBYIOWMHA instructions for use
HHCTPYKLHH BpeA
IpaxThyeckn
HEBO3MOXKHO
Hesoam | nacaruduumposars 5
OXHbIR | BO3MOXHBIH
HECOOTBETCTRYIOLUA
HHCTPYKLUHH Bpea
d) Yposens pucxa (RL): Dror unnexc |d) Risk level (RL): This index is calculated
BLIYHCASCTCA, HCMOJB3YA Tpu | using the following three indices:
38




B.X.M.M. Bbinnucka M3 TeEXHUYECKOro hainna MegnuuMHCKOro n3genna Homep Td/
Buopucey aHg  «TecT-cuctema ans nMMyHoxpomaTtorpauyeckoro TDN.o 1
TeKHONoAXM onpegeneHns XOPMOHNYECKOro FOHaA0TPONMHa YenoBeka B Bepcus/
Ko., N1a., MOYe AN paHHell AMarHocTUKM 6epemeHHocTu (TecT gna  Version: 01
Kutain / ANArHOCTMKN  GepeMeHHOCTM  CTPYWMHbIN)  Renetest®
W.H.P.M. comfort»/Summary technical file for he medical product
Bioresearch & "'Test system for immunochromatographic detection of
Technology human chorionic gonadotropin in urine for early detection
Co., Ltd., of pregnancy (inkjet test for the detection of pregnancy)
China Renetest® comfort."
CNefyoLWmxX NHaeKca:
RL=SXO xD
RL=Sx0OxD
e) NMpuemnemMocTb pPUCKOB e) Risk acceptibility
PesynbTar Result (RL =S .
Level Risk
(RL =S YpoBeHb Puck xOxD)
xOxD) 1- 10 I minor
1-r10 1 He3HauunTeNbH 11-40 1] acceptable
biif 41 -90 ] undesirable
11-40 I npremnemblii 91 - 125 IV unacceptable
41-90 " HemenauTean
bliA
91 - 125 HernpuemeMbl
n
BeposaTHoCTb

BO3HMKHOBeHMA/Probabilit

OnpegeneHwne/ Definition

Y ofoccurrence

B4 - Yacto/ Frequent

B3 - BeposiTHO/ Probable

B2 - ManoBeposTHo/

Unlikely

BO3HMKHET OAUH WM HECKO/BKO pa3
3a Bpemsl 1CMo/b30BaHUS 0AHOMO
n3genusi/ Appears one or several times
during the use of a single product

Onucaxwne/ Description

He 3aBucuT oT Nonb3oBaTens u
06CTOATENBCTB MCMO/b30BaHNSA
N3[ennsl, BO3HMKAET CaMOMNpon3BOIbHO /
Does not depend on the User and the

circumstances of product, it arises

spontaneously
MOoXKeT HaCTyNUTb, AaXKe ec/in
NCMoNb30BaHWe N3aeus
OCYLLIECTB/ISIETCA B COOTBETCTBUN C
WHCTPYKUMeN no akcnayataumm / May
occur, even if the product is used by
the Operating instructions

circumstances
BO3HWKHET OAMH WM HECKO/BbKO pas
3a BpeMsi MCMO/b30BaHNS BCEX
W3[eNNi, ANA KOTOPbIX MPOBOAUTCSA
[aHHbIA aHanun3 pucka/ Will occur
once or several times during the use of
all products for which this risk analysis
is conducted.

n3genws.

to the product.

He 3aBucuT oT Monb3oBaTenst 1 ycroBuii
NCNOMb30BaHNA U3AeNNS, BOSHUKaET
npw onpeseneHHOM CTeYeHUn
obcTositenscTB / Does not depend on the
User and the conditions of use of the
product, occurs under a particular set of

CurbHble MeXaHUYeCKue MoBPeXaeHNs

Bo3geiicTBMEe HearpecCcMBHOM cpedbl
(Hanpumep, BoAa, Ae3VHDULMPYOLLMI
pacTtsop). MNoBbILLEHHasA TemMnepaTypa,
BNaXKHOCTb. / Strong mechanical damage

Exposure to a non-aggressive
environment (e.g., water, disinfectant
solution). Increased temperature,

humidity.
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B.X.M.M. Bbinucka 13 TeXHUYeCKOro hainna MeguLMHCKOro n3gennss Homep Td/
Buvopucey 3Hg  «TecT-cuctema ans MMMYHOXpomaTorpaguyeckoro TDK: 1
TeKHOMOMKM onpefae.leHNs XOPUOHNYECKOro roHaf0TPONMHA YenoBeka B Bepcua/
Ko., NTa., Moue AN paHHell [MarHocTUKM b6epemeHHocTu (TecT gns  Version: 01
Kutait / OVNArHOCTUKN  6epeMeHHOCTM  CTPYMHbIN)  Renetest®

W.H.P.M. comfort»/Sumniar}" technical file for he medical product
Bioresearch & "Test system for immunochromatographic detection of
Technology human chorionic gonadotropin in urine for early detection

Co., Ltd., of pregnancy (inkjet test for the detection of pregnancy)

China Renetest® comfort."

B 1- HeeposiTHo/ Non-
probable

TspkecTb yep6a/ Harm

severity
S| - He3HaunTenbHas/
Minor

S2 - Cepbe3Hasi/ Severe

S3 - Kputunueckas/
Critical

S4 - Karactpoguyeckas/

Irretrievable

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

MoxKeT BO3HMKHYTb TO/IbKO Mpu hopc-
MaXXOpPHbIX 06cToATeNbCTBax / It can
only occur in case of force majeure

OnpegeneHne/ Definition

Manast TskecTb yuiepba / Low damage
severity

Ywep6 obpatum/ Damage is reversible

Yuepb HeobpaTUM, He MOXET ObITb
KOMMEHCMPOBaH MosHOCTbo/ The
damage is irreversible, cannot be fully
compensated

Yuep6 nonHocTblo HeobpaTum/ The
damage is completely irreversible.
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OueHb CUMbHbIE MeXaHMYeCKMe
MOBPEXAEHWS U3AENUS.

BospelicTBUE arpeccMBHON cpefpbl
(Hanpumep, HeopraHNYecKne KUCNoTbl,
efIKMe XNAKOCTU, roptoune rasbol)/ Very
strong mechanical damage to the
product.

Exposure to aggressive environments
(e.g. inorganic acids, caustic liquids,
flammable gases)

OnucaHue / Description

Yuiepb He HeceT Bpeaa 340pP0BbHO,
XKN3HU NaumeHTa Wi TPETbEro nua,
OKpy>XaroLen cpege (TobKo nsaenuio)/
Damage does not harm the health, life of
the patient, third person, or the
environment (only the product)

Yuep6 HeceT He3HAUUTeNbHbIV Bpes
n3gennio, Manblii Bpes 340P0BbIO,
YKU3HW MauyeHTa v TPeTbero inua,
OKpY>KatoLLe cpefe (Hanpumep,
HECWNbHBbIV yaap aM1eKTPUYECKUM
TOKOM, M3[€enunto TpebyeTcs
3HauMTeNbHbIA peMoHT)/ Damage causes
minor damage to the product, small
harm to the health, the life of the patient,
third person, or to the enyironment (for
example, a slight electric shock, the
product requires significant repair)
Yuiep6b HeceT 3HaUMTeTbHbIN BPea
W3LENN0 1 340POBbLI0 NauMeHTa um
TPeTbero 1ua, OKpPYXXatoLLen cpese
(Hanpumep, cUNbHbLIR yaap
3NEKTPUYECKUM TOKOM, U3aernne He
NOANEXMNT PEMOHTY —TpebyeTcs 3ameHa
nsgenus)/ Damage causes significant
harm to the product and to the health of
the patient, third person, or to the
environment (for example, a strong
electric shock, the product cannot be
repaired - and must be replaced)
CMepr NN MHOXXECTBEHHbIE TPpaBMbl
naumeHTa win TPETbEro iMua unm
Cepbe3HOe 3arps3HEHNE OKPYXKaoLLEi
cpegpbl / Death or multiple injuries to the
patient, third-person or serious
environmental pollution



B.X.IN.M. buopwuceu Bbinnucka u3 TeXHUYEeCKoro aiia MeguUUHCKOro U3fenns «TecT-cuctema pgna  Howmep TP/TON.

3HA TeKHOHO,q)KI/I Ko., l/IMMyHOXpOMaTOI'pa(bI/Il-IeCKOFO onpepeneHna XopuoHNYECKOro roHagoTpornnHa 4enoBeka B 1
nrg., Kurai / MOYe ANS paHHell AMarHocTukM 6epemeHHocTu (TecT AN AMArHOCTWKM GepemeHHocTu Bepcus/ Version:
. o o . . . . o
W.H.P.M. Bioresearch  cTpyiiHbii1) Renetest® comfort»/Sumniary technical file for he medical product "Test system Ol
& Technology Co., for immunochromatographic detection of human chorionic gonadotropin in urine for early
H H H H H 11
Ltd., China detection of pregnancy (inkjet test for the detection of pregnancy) Renetest™ comfort.
OueHka pucka/ Risk assessment Mepbl KOHTPONS PUCKOB OueHka ocTatouHoro pucka/ Residual risk Mpumey
(Cnu1CoK faHHbIX 0 MEPOMPUATUAX assessment aHHs/
NHanH! pbiHka/ Market analysis OueHka/ Assessment OneHka no BXTHAALUMH H 06TOp 3anucu Onpegenexve prcka OueHKa pucka/ Notes
pBeka/ Mepbl KOHTpons pucka)/ Risk Risk assessment
CreneHb Risk control measures BeposTHoe  CreneHb
Puck/ Risk eratmsHoe no.toxeHue/ Bpea/ Harm BeposiTHoCTb/ TaxecTw/  assessment  (List of data on validation activities Tb/ TaecTu/
[Negative position P Occurrence Degree of and review of riskeontroi Occurrenc  Degree of
severity measures) severity
OCHOBHblE CblpbeBbl €
MaTepuansl (Xry-
TpebyeTcsa TecT BO Bpems pa3paboTku
3HTUTena 1 Ha
W co3gaHnAa KOHTPONbHOTO npouecca,
KONNONAanbHOM 30n0Te, N
BepuduKauum U  MeponpuaTUA no
XTY-aHTutena I Ha
Banujauun, CchipbeBble MaTepuansl
MeMﬁpaHE, Mbl W VUHBbIE
Bo3moxeH HeBO3MOXHO n3yvarTCa A0 Havana pa3p360TKVI n
. aHTuTena 1gG, KO3NUHbIE
HeBepHbI i nonyuunTb co3faHns.
esynbTat/ anturena « oXupaembli Bo3moxHo P4/ Henpuemne ChbipbeBble Matepuansl LONKHBI Manosepoat
P MblWnHOMY 1gG) ) CepbesHas S3/ P . Ko P 1/ CepbesHasn S3/ Het
Thbe pesynbTat Possible P4 . mo/ nponTu npoBepky KOHTpoONnAa . . HecyuwectBeHHO/
R HECOOTBETCTBYIOT Serious S3 . . . Unlikely to Serious S3 o AaHHbIX/
incorrect i recra,/ Unacceptab kauyecTtBoM / A test is required during Insignificantly
. kayecTBy/ The main raw . xcur Pl No data
result is ) . . Unable to get le the development and creation of the
. materials (hCG antibodies .
possible . the expected control process, verificauon, and
Il on colloidal gold, hCG A . o |
) . test result. validation activities; raw materials are
antibodies | on the ) .
studied prior to the development and
membrane, mouse 19G .
. . . . production.
antibodies, goat antibodies . .
Raw materials must pass quality
to mouse 1gG) do not
. control checks.
correspond to the quality
requirements
MN3yunTb NOCTABWMKOB CbiPbeBbIX HecyujecTBeHHO/
Bo3moxeH HesosmoxHo mMaTtepuanos; npoeepka KOHTpoOnNna i ifi
o noAyunTh p ’ ; Insignificantly
HeBe
P HecTtabunbHoCTb oXMpaemMblit Henpuemne kauectaa Ha  pabpuke  CHPLEBLX M anogepoaTh Her-
pesynbTat/ N mMaTepuarios, UTO0GbI o6ecneynTsb i CepbesHan S3/
CblpbeBblX MaTepuanos./ pesynbTaTt Cnyuaiino P3/ Cepbe3Has S3/ mo/ oPl/Unlikely faHHbIX/ No
The - . . fonycTMMble cTaHAapThl KauvecTBa./ Serious S3
. Instability of raw recta./ Occasionally P3 Serious S3 Unacceptab . . . to occur PI data
incorrect . Examine raw material suppliers;
. materials. Unable to get le .
result is quality control check at a raw
. the expected _
possible materials factory to ensure acceptable
test result.
quality standards
Bo3moxeH Ka4yecTBO aHTUTEH- HeBo3moXHO MpoTokKOon WccnefoBaHuii cosganunsa u ManoseposTH . . HecyujecTteeHHo/ Het
BEPHbIi  aHTUTENo He MOXeT epbesHan IR
HeBep noNy4YuTh ) BO3MOKHO P4/ Cepbestan S3/ Henpuemne pa3paboTku Ha CbipbeBble o P1/Unlikely P Insignificantly panHbix/ No
pe3ynbTaTt/ MOCTUYb OXMUAAeMblX oXupgaembl i . . Mmo/unacce maTepuansl nocne npoBepKu Serious S3
. . Possible P4 Serious S3 . to occur P1 data
Thbe cgoiicte / The quality of pesynbTart ptabie KOHTPONA Ka4yeCTBOM AONXHb 6blTb
incorrect the antigen-antibody recta / npepocTaBNeHbl NPOTOKONbI
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B.X.IM.M. Bropviceu Bbinucka ©3 TeXHWYECKOro (aiina MeguUMHCKOro u3fenust  «TecT-cuctema /il Homep Td/ TDN.:

3HA TekHonomxku Ko., NMMYHOXpOMaTorpam4eckoro onpesesieHNss XOPUOHNYECKOr0 roHafoTPoNnHa Yenoseka B 1
Ntp., Kutain / MOYe A1 PaHHen AMarHoCTUKKM 6epemeHHocTu (TecT AnsA AMArHOCTUKKM GepeMeHHOCTWM Bepcus/ Version:
. o - - - H 11l
W.H.P.M. Bioresearch  cTpyiiHbIii) Renetest” comfort»/Summary technical file for he medical product "Test system 01
& Technology Co., for immunochromatographic detection of human chorionic gonadotropin in urine for early
. . . . . "
Ltd., China detection of pregnancy (inkjet test for the detection of pregnancy) Renetest® comfort.
OueHka puckal/ Risk assessment Mepbl KOHTPONSA PHCKOB OueHkn ocrarouHoro pucku/ Residunl risk NWpHmey
(('NMCOK faHHbBIX O MEPONPUATUAX assessment aHHAa/
Nuanun ! pelHkal/ M arket analysis OneHka/ Assessment OneHka no sanujanuH H 0630p 3anucu OnpepeneHne pucka OuyeHka puckal Notes
Ni puckal Mepbl KOHTpons pucka)/ Risk Risk assessment
1
CTeneHsb Risk control measures BepoaTtHoe CTeneHb
. HeratuBHoe nonoxeHue/ BepoATHOCTb/ TAaxecTun/ assessment (Listofdata on validation activities Tb/ TAXEeCTU/
Puck/ Risk . . Bpea/Harm . .
Negative position Occurrence Degree of and review ofrisk control Occurrenc Degree of
severity measures) e severitv
result is cannotachieve the Unable to get ncnbl TaHuit/Research and
possible expected properties. the expected Development Report Test reports
test result. must be submitted for raw materials
after quality control testing.
B COOTBETCTBUM C BAUTbLIBAK L EN
HeBO3MOXHO
Bo3moxeH 6ymaroi CTaHAapTHbIe
o noayunTh
HeBepHbIn BnutbiBatowan 6ymara He . Henpuemne onepaunmoHHbl e npoueaypsl, Ansa VlanoBepoxTH
oXwngaembln
/ . CepbesHana S3/ HecyuecTBeHHO/
pesynsTat/ cooTseTcTeyeT peaynbTar Pegko P3/ Cepbesnas S3/ Mo/Unaccept 'CTMPOBaHNA COOTBETETBYET 4 by /ynlikely o Her
4 Tbe cneuyndukauunn./ The o . cTaHAapTaM NPOBEPKW BMNUTLIBA W el Serious S3 Insignificantly naHHbIX/
. recta / OccasicHial P3 Serious S3 able . to occur Pl
incorrect absorbent paper does not Unnle t ) 6ymarun./ Depending on the absorbent No data
result is meetspecifications. ntle to ge paper, the standard operating
. the expected .
possible procedures for testing meet the
test result. _
standards forabsorbent oaoer testing.
B COOTBETCTBUW CO CTAHAAPTHHIMY
npouepgypamu o6paboTku
HeBO3MOXHO
Bo3moxeH KonnounpganbHoro 30no0Ta
. nony4YunThb
HeBEepHbIi  KONOTas MONyl eyka He N Henpuemne usroragnupatw TCcA SONOTEIE M anoseponTH
pesynsTat/ cooTBeTCTBYeT oxupaembIt NOAYyWEYKM B COOTBETCTBUM  CO . CepbesHas S3/ HecyuecTseHHo/
5 Th o I Th pesynbTaTt BO3MOXHO P4/ Cepbesnas S3/ Mo/Unaccept [)P1/ Unlikely Seri 53 Insignificant! N/A
e cneunukaunm e CTaHgapTamm npoBepkKn na erious nsigniftican
N 4 4 recta./ Possible P4 Senous S3 able Aap P P A 10 occur Pl g y
iiKwrect golden pad does not meet Unable t ) TecTuposaHusa 3arotosok/ Following
result is the specifications. thna eto tged the standard colloidal gold processing
possible ¢ expecte procedures, golden are
test result. . .
manufactured in accordance with
inspection standards for blanks testing
CepTudukatsl aHanusa, KOTOpble
HeBO3MOXHO
KayecTBO aHTUTEH- TpebyeTcs noayunTh oT
noayunTh
HeBepHble aHTUTENO He MOXeT N Henpuemne NOCTABUMKOB, AO/KHbI COABPXATL B \1onoponogry
oXwngaembln
6 CepbesHasa S3/ HecyuecTBeHHO/
X3ynbTaThl nOCjVI‘-Ib oXwunpaem h!X pesynbTat BO3MOXHO P4/ CprEBHaR s3/ MolUnaccepl cebe CpoK rogHocTu CblpbeBOTO 3P 1 /Unllkely ) y|-|-‘ i
6 rectal ceoiicte./ The quality of . . maTepuana u Temnepatypy Coipbe Serious S3 Insignificantly N/A
i i recta./ Possible P4 Serious S3 able ;00ccur Pl
Incorrect the antigen-antibody Unable t ¢ [ONXHO XpaHWTbCA Ha 476puke B
lest results cannotachieve the thna et tged XpaHunuuax npu Tpebyemoii
expected properties ¢ expecte Temnepatype, Heo6X0AMMO CnefuThb
test result.

3a TemMnepaTypold W BAAKHOCTHI.
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B.X.IN.M. Buopucey
3HA, TekHoNopkKn Ko.,
Nta., Kutaii /
W.H.P.M. Bioresearch
& Technology Co.,

Bbinucka w13 TexHUYeckoro daina MeLuLUHCKOro U3aenus
MMMYHOXPOMaTOrpamyeckoro onpejeneHna XopuoHNYeCcKoro roHafoTpornnHa Yyenoseka B |

MouYe ANA paHHel AMarHocTUKM 6GepeMeHHoCTM (TecT ANs AMArHOCTMKKM GepeMeHHOCTM Bepcua/ Version:
CTPYliHbIN) Renetest™ comfort»/Summary technical file for he medical product ""Test system 01

for immunochromatographic detection of human chorionic gonadotropin in urine for early

detection of pregnancy (inkjet test for the detection of pregnancy) Renetest* comfort."

Ltd.. China
Oaeska packa/ Risk assessment
JTHanH) peiska/ Market analysis Oueska/ Assessment OueHka
psckal/
CrteneHb Risk
.. HeratBBBO€ BOM0OXEHHE/ BeposTHoCTb/ TsxkecTn/  assessment
PHCK/ Risk Negative position Bpea/ Harm Occurrence Degree of
severity
Mpov3BOACTBEHHbIN HeBo3MOXXHO
NepcoHa He CMefoBal  HONyumnTb
?(i?iii??m npasuiam OXKMIAEMbIA Henpucmne
rectal NpOV3BOLCTBEHHOTO [resynsTar Penko P3/ CepbesHas S3/  Mo/Unaccept
Incorrect npouecca/ Productitm  recta/ Occasional P3 Serious S3  able
test results persmmel did not follow  Unable to get
the rules ofthe production the expected
process test result
43
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Mepbl KOHTPaTS PUCKOB
(CnMCOK AaHHbIX 0 YePOMPHATHSAX
no BaMAaLum 1 obtop TanHes
Mepbl KOHTpons pucka)/ Risk
control measures
(List of data on validation activities
and review of risk control
slaesaHrea)

BECTW exefHeBHble 3anucu/ The

certifleates of analysis required Irom
suppliers must contain the shelflife of
the raw material and the temperature
Raw materials ~all be stored at the
factory in storage at the required
temper”ure; it is necessary to monitor
the heat and humidity, keep daily
records.

B cooTBETCTBAW C  pe3ynbTaTom
TECTOBOW  /IMHUKW,  KOHTPO/bHOM
JNHWW,  NPOW3BOACTBOM  30/10TOWA
NoAYLLIEYKM " cTaHgapTa
TECTVPOBAHUA KOHTPONSA  KayecTsa,
UCMO/b30BaHNS  Y4YeBHbIX  (haiinos
Bce onepatopbl Ha MpPOW3BOACTBE
JOMKHbI  ObITb  COOTBETCTBEHHO

06yueHbl, COOTBETCTBYS
©KeHEBHOMY ~MOATBEPXAEHUIO [0
cepuiiHoro MPOV3BOACTBA
Mpon3BoACTBEHHbII npoLece

BK.3tOYaeT B  cebs  3aroTOBKY,
MPOBEPKY ~ FOTOBbIX  M3eMMiA, C
MPOBEPKOV Ka4yecTBa, ClEXeHVeM 3a
KOHTPO/IeM B MPOLIECCE  OLEHKY,
noATBEPKAaEMbIM MOCNe  BbinycKa/
Following the result of the test line,
the control line, production of the
golden pads, and the standard of
quality control testing, the use of
training files. All operators in
production must be adequately
trained, consistent  svith  daily

«TecT-cuctema pgid Howmep T®/TDN .:

OueHka octatoyHoro pucka/ Residual risk MpHmey
assessment aHHs/
OnpepenexHne pucka OneHka pucka/  Notes

Risk assessment
BepoaTHoe  CteneHb

Tb/ TaxecTw/
Occurrenc  Degree of
severity
Penko P3/  CepbesHas S3/ HeCVLLIECTBEHHO/ Het
Occasional ~ Serious S3 Insiyn' ficantl [JaHHbIX/
P3 gnificantly No data



B.X.IN.M. Bbuopwuceuy
aHg TekHonomkn Ko.,
n1g., Kntain /
W.H.P.M. Bioresearch
& Technology Co.,
Ltd., China

OueHka pucka/ Risk assessment

NHanu'l ppiHka/ Market analysis

HeratmBHoe nonoxeHue/

Pick/ Risk : o
fek RIS Negative position

MokaTtbiBae
r HeBepHble
pesynbTarthl
nnun He

nokasbiBae
PesynbTaThl TeCTUpOBaHMUA

He rapaHTupytT

r

(3esynbTaTa .
oxupaemb x cBoiicTe/ Test
It shows
th results do not guarantee
e
X the expected properties.
incorrect
results or
does not
show any
results
Bo Bpems npouecca
He

CamMoCTOATEN BHOTO
rectmpoBaHua nauueHT
NCNoNb3yeT HC

nokassiBae
r
sesynbrat/

AOCTAaTOYHOE KONUYECTBO
not o6pasya./ During the

process of self-testing, the

Does
show result

& 000 LHPMH (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU

OueHka/ Assessment
CTteneHb
BepoaTHOCTh/ TaXecTn/
Bpea/ Harm Occurrence Degree of
severity

HeBO3MOXHO

nony4nTh

0XUWfaeMbl il

BosmoxHo P4/
Possible/P4

pesynbTaTr
TecTa/
Unable to get
the expected
test result.

HeBO3MOXHO
nony4nTh
oXupgaemblin
sesynbTat
recta./

ManoBepoaTHO
P4/ Unlikely to
occur P4
Unable to get
the expected

Cepbes3Han S3/
Serious S3

MuHumanbHas
S3/Minimal S3

OueHka
pscka/
Risk
assessment

Henpuemne
Mo/Unaccept

able

Henpuem-ne
Mo/Unaccept

able

Bbinucka M3 TeXHMYECKOro aina MeguLMHCKOIo U3genuns
NMMYHOXpOMaTorpamM4ecKoro onpefesieHns XOpuoHNYECKOro roHagoTponmHa yenosgeka B 1
MoYe [AN1A paHHen AMarHoCTUKKM 6epemMeHHOCTM (TecT AnA AMArHOCTUKU 6GepeMeHHOCTU
CTpyiHbIi) Renetest comfort»/Summary technical file for he medical product "Test system
for immunochromatographic detection of human chorionic gonadotropin in urine for early
detection of pregnancy (inkjet test for the detection of pregnancy) Renetest” comfort."

Mepbl KOHTPONSA PUCKOB
(CI'IVICOK AaHHbIX 0 HEPOMPHATHAX
no Ba.THAANMM H 0630p 3anHCB
Mepbl KOHTpons pucka)/ Risk
control measures
(List of data on validation activities
and review of risk control
measures)
confirmation prior to serial
production. The production
includes procurement, an inspection
of finished with quality
control, control
procedures in the evaluation process,
confirmed after release.
Bo Bpems
nmccneposatenbckKkoro

process

products,
monitoring

HayuHO-
npouecca
npoayKkuuu B
nocne

yTBEpAMUTbL KauecTBoO
COOTBETCTBUN C Ha3HauyeHueMm,
TpexaTanHoro TecTa npoaykuuu,
COOTBETCTBYIO el cTaHpgapTy
npoBepkmn 3aroToBKM,  3aroTOBKM,
rotosas nNpoayKuus TecTupywTCca B
COOTBETCTBUMN co cTaHAapTamu
KauecTBa, mMocne NPoXoX/AeHUs TecTa
BbinyckaeTtca ¢ habpuku I To
approve product quality following its
purpose during the research process,
after a three-step test of products that
meet the standard for testing the
workpiece; blanks finished
products are tested in accordance with
quality standards, after passing the
testis produced from the factory.

and

Bo BK.3ajblle AONXHa cojepxarbcs
MHGhOpMaLus 0 KonuyecTBe 06pasLoB,
Heob6XxoaMMbIX ans nonyyeHuns
oXMupaemb X pesynbtatos TecTa./ The
should
contain information on the number of
samples required to the

prescribing information

obtain

«TecT-cuctemMa pAnasd Howmep T®/ TD N.

Bepcus/ Version:

01

OueHka ocTtaToHHoro pucka/ Residual risk Mpumey
assessment aHHs/
OnpegenexHne pucka OueHka pucka/ Notes
Risk assessment
BepostTHoe ~ CTeneHb
T/ TaxecTw/
Occurrenc  Degree of
severity
ManoBeposirt
CepbesHas S3/ HecyuwecTBeHHO/ Her
DPI/Unlikely o
Serious S3 Insignificantly [aHHbIX/
to occur Pl
No data
ManoBeposiTH
Cepbe3Hasn S3/ HecyuectBeHHO/
QPI/Unlikely
Serious S3 Insignificantly N/A
to occur Pl



B.X.IN.M.
aHA TekHonopxu Ko.,
Nta.. Kntain /
W.H.P.M. Bioresearch
& Technology Co.,
Ltd., China

buopucey Bbinnucka un3 TexHMYecKoro aiina MeauuMHCKOro Un3genns

OueHka puickal Risk assessment

Naa.1B3 pbiHKa/ Market analysis

Puck/ Risk

MokasbiBae
r HeBepHblE
pe3ynbTathl
nwnun He
nokasbolBae

r
]0 pesynbTata

It shows
the
incorrect
results or

does not
show any
results

MokasbiBae
I HeBepHble
pesynbTathl
nnn He
nokasblBae
r
pesynbTaTa
/ It shows
the
incorrect
results or
does not
show any
results
Bo3moxeH
HeBepHbI i

HeraTtusHoe nonoxesse/
Negative position

patient does not use a
sufficient amount of
sample

Monb3oBaTenb ocTaBun
M3eNna B HeHajnexau nx
ycnosuax/ The user has
left the product in
nappropriate ccwiditions.

Mpoaykuuna BO Bpemsa
XpaHeHus,
TPAHCMOPTUPOBKN K
yCNnoBUiA MCNoNb3oBaHNA
oKasblBalO TCA
HeycToWuyusbiMu/ Products
during storage,
transportation, and
conditions o fuse become
unstable.

BO BpeMf KauyeCTBEHHOTO
rectacyujectsyer

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

Bpeg/ Harm

test result

(HeBO3MOXHO
nonyunTsb
0XMnjaeMblin
pesyneTat
rocta./
Unable to get
the expected
test result.

HeBO3MOXHO
nony4YnTh
0XMWaeMbl il
pesynbTat
recra./
Unable to get
the expected
test result.

B

:00TBETCTBUMN

OueHka/ Assessment
CreneHb
BepoaTHocTb/ TsxKecTU/
Occurrence Degree of
severity

ManoBepoAaTHO
P4/ Unlikely to
occurP4

Peako P3/
Occasional P3

Pegko P3/
Occasional P3

MuHumanbHas
S3/ Minimal
S3

Cepbe3Has S3/
Serious S3

CepbesHan
S3/ Serious S3

OueHka
pucka/
Risk
assessment

Henpuemne
Mo/Unaccept
able

Henpuewmne
Mo/Unaccepl
able

Henpuemne
Mo/Unaccept

45

Mepbl KOHTpO-'1A prckos
(Cnncok faHHbIX 0 MEPONPHATHAX
no BasMgaummn 1 o6rop 3anmcu
Mepbl KOHTpons pucka)/ Risk
control measures
(List of data on validation activities
and review of risk control
measures)

expected test results.

Bo BKNnajgbilie [ONXHA COAepXaThcs
MHGOpMauMa 06 YCNOBUAX XpPaHeHUn
NpoAyKUMN, a Takxe Tpe6oBaHuA K
mcnonbsoBaHut/ Tbe prescribing
information should contain the data on
the storage conditions ofthe products,
as well as requirements for use.

MposecTn nccneposBaHne ANUTENbHON
cTabunbHoOCTH npoayKkuumn "
TpaHcnopTupoBku./ Conduct research
on long-term product stability and
transportation.

BbinonHnTh nepekpectHoe n
AN3pYNTMBHOE ucCCnefoBaHWe, TakKxe

«TecT-cuctema Aans
NMMYHOXpOMaTOrpamMyeckoro onpejesieHNs XopMoOHMYeCKOro roHafoTponmHa yesoseka B 1
MOYe A5 paHHel AMarHocTMKKM 6GepeMeHHOCTM (TecT Ans ANArHOCTUKN BGEepPeMEHHOCTU
CTPyiiHbIN) Renetest® comfort»/Summary technical file for he medical product “Test system 01
for immunochromatographic detection of human chorionic gonadotropin in urine for early

detection of pregnancy (inkjet test for the detection of pregnancy) Renetest® comfort."

OueHka ocTaTouHoro pucka/ Residual risk
assessment
OnpefieneHne pucka

BeposTHoe
Tb/
Occurrenc
e

Manosepos
THO P I/
Unlikely to
occur Pl

Bpsag nn
Pl

Manosepos
Manosepos

CreneHb
TaxecTu/
Degree of
severity

Cepbe3Han S3/
Serious S3

Taxenasa S3/

Severe S3

Cepbe3Has S3/
Serious S3

Ouewka pucka/
Risk assessment

HecyuecTBeHHO/
Insignificantly

HecyuecTBeHHO/

Insignificantly

HecyuwecTtBeHHO/

Homep T®/TD N .:

Bepcusal/ Version:

MpHMey
aHHa/
Notes

N/A

Het
faHHbI X/
No data

N/A



B.X.IN.M. Bbuopuceu Bbinucka M3 TexXHUYEeCKoro aina MeanUMHCKOro u3genuvs «TecTt-cuctema pana  Homep T®/ TDN.

aH[ TekHonomku Ko., MMMYHOXPOMaTOrpadryuecKoro onpeaeseHns XopMoHNYeCKOro roHagoTponvHa Yenoeeka B 1
v v : .
Nta., Kntait / MoYe AN paHHeiln AnarHoCcTUKM 6epemeHHOCTM (TecT ANA ANArHOCTUKWM OGEPEMEHHOCTU Bepcus/ Version:
. o o . . . " 1
W.H.P.M. Bioresearch  cTpyliHbli1) Renetest® comfort»/Summary technical file for he medical product ""Test system 0
& Technology Co., for immunochromatographic detection of human chorionic gonadotropin in urine for early
. . . . . "
Ltd., China detection of pregnancy (inkjet test for the detection of pregnancy) Renetest® comfort.
OueHka puckal/Risk assessment M epbl KOHTPONA PUCKOB OuyeHka ocTaToO4YHO puckal/ Residual risk MpHmey
(Cnucok flaHHbIX O MeponNpUATUAX assessment aHunsal
NiHanw ) pelHkal/ Market analysis OuyeHka/ Assessment OueHka no sanupauumu n 0630p 3anucu OnpepeneHune pucka OuyeHka puckal Notes
7(5 puckal Mepbl KOHTpons pucka)/ Risk Risk assessment
CTeneHb Risk control measures Bepoatnoc CrteneHb
. HeratneBHoe nonoxeHune/ BepoaTHoCTb/ TAXecTun/ assessment (Listofdata on validation activities Tb/ TAXecTun/
PBcK/Risk A . Bpea/ Harm
Negative position Occurrence Degree of and review ofrisk control Occurrenc Degree of
severity measures) c severity
pesynbTtat/ BPOXAEHHbI W NOXHbIA able BO Bknagblwe onucaTb MNOABAEHUE THO P1/ Insignificantly
rhe N HenpasUbHbI CU3yauuu 0 NOXHBIX NONOXKUTENbHbIX Unlikely to
incorrect nonoxuTenbHeli / u [ N0 Hbl X oTpuLaTeNbHbIX occur Pl
result is OTPMUaTeNbHbIN pesynLTaTom pesynbTatax/ Perform a  cross-
possible pesynerar./ IXiring a rocta MoxeT sectional and disruptive study, also in
quality test, there isa notpe6oBaTh the insert, describe the situation of
congenital false positive ca  NpUHATL false-positive and false-negative
negative result. wan results.
3TCPOYUHTDL
fanbHelwwne
mepbl / in
accordaiKC
with an
incorrect test
result, you
may need to
take or delay
further
action
B
cooTBETCTBUM
C
Onpepenutb  Bpems CUMTLIBAHUA
BDBpeMﬂ He nocneposann HenpasWNbHBI
Bo3moxeH pesynbTata BO Bpems dasbl
. WHCTPYKUUAM, M
HeBepHbIN
p , COAepXKaWnMCs B0 pesynLTaToM Henpuemne pa3paboTku, BO BKAajblle ykasaTb M anosepos
sesynbTat
y Bknagbiwe / They did not recta MOXeT  BO3MOXHO P4/ CepbesHas S3/ Mo/Unaccept npasuabHoe BpeMﬂ_ C'-H/ITb'IBaHI/lﬂ THO P1/ Cepbe3Han S3/ HecyujecTtBeH Ho/
13 The A . X ] pesynetata./ Determine the time of . ; T N/A
N follow the instructions notpe6oBaTb Possible P4 Serious S3 able . . Unlikely to Serious S3 Insignificantly
iiKorrect . . reading the result during the
. contained in the cs NPUHATH occur PI
result 1s L . . . development phase, specify  the
. prescribing information in  wvnn i
possible R correct time of reading the result in
time 0TCPOUUTDL .
o the prescribing information.
fanbHeliwune
Mepbl / In
accordaiKe
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B.X.IN.M. Bbuopuceu Bbinnucka wn3 TexHMYecKoro aiina MeauLMHCKOro un3genuns «TecT-cuctema panss Homep TO/TDN..

IHA TeKHO}'IO,CI.)KVI Ko., MmmyHoxpomaTorpa(bmquKoro onpepeneHnAa XopnmoHNYeCKoro roHagoTpornmnHa 4esioBeka B 1
Nta., Kutait / MOuYe AN paHHeli AMArHOCTUKM GepeMeHHocTW (TecT ANS AMArHOCTUKM GepeMeHHocTu —Bepcus/ Version:
. VR . - ; 01
W.H.P.M. Bioresearch  cTpyliHblit) Renetest comfort»/Summary technical file for he medical product **Test system
& Technology Co., for immunochromatographic detection of human chorionic gonadotropin in urine for early
. . . R . .
Ltd., China detection of pregnancy (inkjet test for the detection of pregnancy) Renetest® comfort.
OueHka puckal/ Risk assessment Mepbl KOHTPONSA PUCKOB OueHka ocTatouHoro pucka/ Residual risk Mpumey
(Cnnucok faHHbLIX O MEPONPUATNAX assessment anual
ABann'] pelHka/ M arket analysis OuyeHkal/ Assessment OueHka no Banmpayum un 0630p 3anucu OnpepfeneHne pucka OuyeHka puckal Notes
pit puckal Mepbl KOHTponsa pucka)/ Risk Risk assessment
CTeneHb Risk control measures BepoaTHoe CTeneHb
. HeratuBHOe NonoxeHune/ BeposTHOCTb/ TAXeECTH/ assessment (Listofdata on validation activities Tb/ TAaxecTun/
Prck/ Risk . . Bpea/ Harm . .
(Negative position Occurrence Degree of and review of risk control Occurrenc Degree of
severity measures) e severity
with an
incorrect test
result, you
may need to
take or delay
further
action.
HeBO3MOXHO
Bo3moxeH
R N nony4ynTh
JesepHbiit CuMelnusaetcd sHaueHue oXungaem bl it Henpuemne MpepocTaBuTe MHMOPMaAyUio 0 TOM, ManoseposaTH Hert
ses3ynbTaTt/ pe3ynbTaTOB NO TECTOBOIA KaK unTaTb pesynbTaT, BO BKAajgbli/ . CepbesHas S3/ HecyuecTBeHHO/
N pesynbTaTt BO3MOXHO P4/ Cepbesnas S3/ Mo/Unaccept oP1/Unlikely ) o AaHHbIX/ No
4 rhe U KOHTPONbHOW NuHUAM / X i Provide information on how to read Serious S3 Insignificantly
. . recta./ Possible P4 Serious S3 able . - to occurP 1 data
incorrect Mixed value results for test the result in the prescribing
. i Unable to get X )
result is and control strips. information..
. the expected
possible
test result.
HeBO3MOXHO
Bo3moxeH
HeBEPHbIN nasysnTe Bo BKNajbllWe KasaTb
W3-3a pasnnuunsa 06pasyoB  oxupaeMblii Henpuemne A Y ManosepoaTH Her
pesynbTat/ n MCNpaBneHHYIo MHGpOpMaLynK o . CepbesHas S3/ HecyuecTtBeHHO/
nponcxoaaT nomexm./ 3esynbTar BO03MOXHO P4/ CepbesHas S3/ Mo/Un”xept X oP 1/Unlikely ) o AaHHbIX/ No
15 rhe . K ncnelTyemom o6pasye./ Indicate the Serious S3 Insignificantly
. Interference occurs due to  recta./ Possible P4 Serious S3 able R . to occur Pl data
irworrect . corrected information about the test
. sample differences Unable to get . L . .
result is sample in the prescribing information
. the expected
possible
test result.
HeBo3MOXHO
Bo3moxeH
HesepH i nasyuuTh Bo Bpems pa3paGoTKu, MpoOBepkun un
i Henpuemne ManoseposaTH Her
pesynsrar/ MepekpecTHas peakyus ¢ oxupjaemslii hasbl Banupgayum npoBepnuTL ° CepbesHas 53/ HecyujecTsenHo/
16 rhe APYyTUMU BewecTBamu./  pesynbTaTt Peako P3/ CepbesHan S3/ Mo/Unaccept nepekpecTHylo cneunduky nsgenuii / 0P 1/Unlikely Seri 3 Insianificant! AaHHbIX/ No
. . erious nsignifican
incOTTect Cross reaction with other recta./ Occasional P3 Serious S3 able Check the «cross-product specifics tooccur Pl ¢ v data
result is substances. Unable to get dunng the development, testing and
. the expected validation phases
possible
test result.
17 BosmoxeH CBoiicTBa o6pasyac HeBo3moxHO Pepgko P3/ CepbesHas S3/ Henpuemne Ocyu,ecTBneHmne nposepku ana ManoseposTH CepbesHas H / Her
o ecyl ecTBeHHO
HeBepHbI i BMeWwaTenbCTBOM./ Sample nonyuyuTts Occasional P3 Serious S3 Mo/Unaccept nopTBepxAeHna BMewaTenscTsa B oPIl/Unlikely S3/ Serious v AaHHbIX/ No
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B.X.IN.M. Buopwuceu
3HA TekHonopxu Ko.,
Nta., Kutaid /
W.H.P.M. Bioresearch
& Technology Co.,
Ltd., China

Bbinncka u3 TexHU4YecKoro alina MmeguMUMHCKOro U3fenuns
NMMYHOXPOMaTOrpauyeckoro onpeieneHns XOpUoOHNYECKOro roHaaoTPonmHa venoseka B |

MOoYe AN paHHel AuarHocTukn 6GepemeHHocTu (TecT ANS ANArHOCTUKK 6GepeMeHHOCTH
CTpyHbIN) Renetest® comfort»/Sumniary technical file for he medical product "Test system

«TecT-cuctema [ans

01

for immunochromatographic detection of human chorionic gonadotropin in urine for early
detection of pregnancy (inkjet test for the detection of pregnancy) Renetest® comfort."

OueHka puckal/ Risk assessment

AHanH! pelHkal/ M arket analysis

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

Nt
. HeratusHoe nonoxeHue/ BepoaTHOCTb/
Puck/ Risk X . Bpea/Harm
Negative position Occurrence
pesynbTaTt/ properties with oXupgaembl il
Thbe intervention. pesynbTar
incorrect recta /
result is Unable to get
possible the expected
test result.
HeBo3MOXHO
BosmoxeH
. MorTTrun MoxXeT 6bl Tb nony4YnTh
HeBepHbI . Bo3mMoxHO P4/
18 N3MeHEeH Unun oXunpgaemblin .
pesynbTaTt Possible P4
CyTCyTCTBOBAThb pesynbTat
recta
B HeBO3MOXHO
03MOXEH
N nonyuunTh Peako P3/
HEeBEPHbI o )
19 Mcnonb3oBaHue oXupgaembl i Occasional P3
pesynbTat
HenpaBUNbHOTO o6pasya, pesynbTat
HenpaBUNbHbLIW NMpolecc  recra.
TecTuposaHua
HeBO3MOXHO
Bo3moxeH nonyunTs PeaKo P3/
HeBepHbI oXxupaembl it .
20 NHuBepcusa oTtcnoeHus Occasional P3
pesynsTat pesynsTat
recra.

Cuyenka/ Assessment

CreneHb
TAXeECTN/
Degree of
severity

CepbesHan S3/

Serious S3

CepbesHan S3/

Serious S3

CepbesHan S3/

Serious S3

OueHka
puckal
Risk
assessment

able

Henpuemne
Mo/Unaccepi

able

Henpuemne
Mo/Unaccept
able

Henpuemne
Mo/Unaccept
able
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Mepbl KOHTPONA PUCKOB
(CNNUCOK JaHHbBIX O MEPOHPHATHAX
no BanupaHHn u 0630p 3anucu
Mepbl KOHTpPO.TA pucka)/ Risk
control measures
(Listofdata on validation activities
and review ofrisk control
measures)
npoAyKuum BO

paspaboTku/

XxapaKTepucTukm
Bpems thasbl

Verification to confirm interference
with product characteristics during the

developmentphase.

B COOTBETCTBUM c cuctemoii
ynpaBneHus ApNblKaMun ansa
nposepku, noBTopHas nposepka
roToBO npoaykuwnwn ana rapaHTuu
KayecTBa ynakoBKM; nNpu BbiNycke
npoayKuum c habpuku

ocyuyectsnsetcs BbIGOpOUYHasn
nposepka/ According to the control
for checking

finished
ensure the

labels, the re-
products s
quality of

system
checking of
performed to
packaging, the random inspection is
carried out at the exitofproducts from
the factory

MposcHeHne cnocoba c6opa o6pasya
] npouecca TecTMpoBaHUA BO
BKNajblle " Ha
npogykuuu./
process for
testing in the package

the product package.

ynakoske
Clarification of the
and

sample collection

insert and on
Ha NPOM3BOACTBEHHOM yuacTke

Heo6X0AMMO MpPOBEPUTH TOYHOCTH
nonoxeHua nonockn C wu T, OTpen
KayecTBa Ha yuyacTke

HeoTpe3aHHbl e

KOHTpoONnAa

AONXEeH NpoBepAThb

nuMcTbl  0AWH 3a Apyrum / At the

OueHka ocTaTouyHoro puckal/ Residual risk

OnpepeneHne pucka

BeposTHoe
Tb/
Oceurrenc
e

tooccur Pl

ManoseposarH
3P 1/Unlikely

tooccurP1

ManoBepofirH
0PIl/Unlikely

to occur Pl

Bpsag nu P1/
Unlikely P1

assessment

OneHka puckal
Risk assessment
CteneHsb

TAXEeCTU/

Degree of

severity

S3 Insignificantly

CepbesHas S3/ HecyuwecrtBeHHO/

Serious S3 Insignificantly

Cepbe3Has S3/ HecyuwecTtBeHHO/

Serious S3 Insignificantly

HecyuwectBeH HO/
Taxenasa S3/

Insignificantl
Severe S3 9 y

Homep Td/ TD N..

Bepcwsi/ Version:

Mpumey
aBHA/
Notes

data

Hert
faHHbIX/ No

data

HeTt
faHHbIX/ No

data

Hert
faHHbIX/ No

data
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B.X.IL.M. bropucey Brnnucexa ®3 Texauuecxoro $alina measuuncxoro muineaus  «Tecr-cacrema anm | Homep TO/TDN.:
anA Texnonomxu Ko., | wmmyHnoxpomMaTorpadueckoro onpeaeieans XOPHOHRUECKOro roHaA0TPONNKS Yeaonexa B | /
JIta., Kura#i / Moue AMR panneii auarwocTHkn Gepemennocrn (Tecr ans amarnocTuxm Gepemennoctn | Bepcun/ Version:
W.H.P.M. Bioresearch | crpy#uniii) Renetest® comfort»/Summary technical file for he medical product "Test system 01
& Technology Co., for immunochromatographic detection of human chorioaic gonadotropin in urine for early
Ltd., China detection of pregnancy (inkjet test for the detection of pregnancy) Renetest® comfort.”
Onenxa pacxa/ Risk assessment Mepul xenTpeas puckos Onenxa scvavornere pacxa/ Residual risk Tipane
{Cancox A3mNMX O MepoRpESTESI Assessment sunn/
Angaws puns/ Market analysis Onennal Assessment Oneuxa 80 BAsRASReE & ofrep TamNCE Onpenenenue puexa Onena puexs/ | Notes
pacxa/ meput konTpons pucka)/ Risk Risk assessment
pe | Crenens Risk coutrel measures Bepenywee | Cremems
hmm """"".“'m""lnpa/lhm Beponrmocrn/ TameeTw/  |aseessment | (List of dats ea valldation sctivities ™ TxecTn/
Negative pesition Ocewrrence Degree of and review of risk control Occurrenc | Degver of
severity ____measures) ¢ severity
production site. you nced 0 check the
accuracy of the position of the strips C
and T Quality control depattment on
must perform back-to-back check of
the uncut sheets.




B.X.I1.M. Buinucka B3 Texnudeckoro gaiina MexHuHacKoro nigeann | Homep Td/
Buopuceu sua | «TecT-cReTemMa  ans mMMyHoxpomatorpaduueckoro | TDN.: 1
TexHONOMXH | ONpeae/ieHns XOPHOHETECKOTO rOHAJOTPONRAS YeoBexa B | Bepouw/
Ko., Jita., moue Ans paunell Auarnocraxu Gepemenmocrm (Tect ana | Version: 01
Kwuraii / AUATHOCTRKM  OepeMenmocTH  crpyhiuniil)  Renetest®
W.HP.M. comforty/Summary techwical file for he medical product
Bioresearch & | "Test system for immuenochromatographic detection of
Technology human chorionic gonadotropin in urine for early detection
Co., L., of pregnancy (inkjet test for the detection of pregnancy)
China Renetest® comfort."
Kpurepuem  ponyctumoct  semserca | The criterion of admissibility is to find the
HaXOXICHHEe NOTCHUHMAnBHOH onacHocTu B | potential danger in the area of permissible
obnacTd  AONYCTMMEIX  3HaveHHH, urto | values, which is desirable, or in the region of
XenarenpHo, WIM B obnacTH mnorpaHuuHolf | the border zone with an indication of the
30HBl €  YKa3aHHEM  TpeInpHHATHIX | preventive measures taken.
MpeAYTPEAUTENLHEIX Mep. After identifying and implementing actions
lMocne onpenenenma u  ocywectsnenna | to reduce possible risks, the risks of using
AecTeni Mo CHIKEHMIO BOIMOXHBIX pHcKoB, | medical device are identified as “Minor
PHCKH MPHMEHEHUS MEAHLIMHCKOrO H3Remus | risk”.
onpeaeneHsl, Kak «HesHaunTenbHbIA pHCK».
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B.X.n.M. Bbinucka n3 TexHuyeckoro aiina meauymHckoro nagenus Homep T®/

BEuopucey sHA  «TecT-cuctema ans nMMyHoxpomatorpagpuyeckoro TON.0 1
TekHONoLXMN onpe/eNeHns XOPUOHMYECKOr0 FOHAA0TPONNHA YenoBeka B Bepcus/
Ko., NTA., MOYe 4Ns paHHel AMarHocTWKM GepemeHHocTu (Tect gns  Version: 01
Kwutait / AWArHOCTMKM  GepeMeHHOCTM  CTPYWHbI)  Renetest®

W.H.P.M. comfort»/Summary technical file for he medical product
Bioresearch &  “Test system for immunochromatographic detection of
Technology human chorionic gonadotropin in urine for early detection

Co., Ltd., of pregnancy (inkjet test for the detection of pregnancy)

China Renetest® comfort.”

MpunoxeHne/Annex A

KOMIMAHK/A B.X.n.M. BUOPUCEY 3HA, TEKHO1IOKN KO., TA./W.H.P.M. BIORESEAR( H &
TECHNOLOGY CO., LED.

'‘CV. W.H.F.M.INC.

hok. Ne/ Poc. No.; WH-CE-01-ST-05-02

Bepcual/Version: 1.0

«TecT-cuctema 419 MMMYHOXpoOMaTorpaunyeckoro onpesaeneHus
XOPUOHMYECKOr0 roHaJoTpoNMHa YesioBeKa B MoYe A1 paHHei
ANarHoCTUKN 6epeMeHHOCTU (TeCT 419 AUarHOCTUKM
bepeMeHHOCTU CTPYMHbIN) Renetest comfort»/"Test system for
Immunochromatographic detection of human chorionic
gonadotropin in urine for early detection of pregnancy (inkjet test
for the detection of pregnancy) Renetest® comfort."*

OTYeT 0 CTabMNbLHOCTU MPOAYKTa NPY MOAENMPOBaAHUN Npefe/ibHbIX
PeXXMMOB ero TpaHcrnopTupoBku/Report on product stability under the limit
transportation conditions simulation test.

AsTop/Written By: Win
Hata/Date: 28 niona 2016 roga

Mpounssogntens/ Manufacturer: B.X.M.M. buopucey sHg TekHonogxu Ko., iTa.
(W.H.P.M. Bioresearch & Technology Co., Ltd)

KuTaid, 100018 MeknH, YaosH AncTpuKT, LisnHbwkaHb CsH, Jloyu3sbl YxyaH, Ne 2 YKyHCUH
Ctput {Ne 2 Zhongxin Street, LouZiZhuang, Jinzhanxiang, Chaoyang District, Beijing 100018.
China)

MecTo npoBefeHus nccnegosaHma/Studyv site: Kutaii, 100018 MeknH, Yao AH OUCTPUKT,
LI3nHb YrxkaHb CsH, Jloy Li3bl UxyaH, UxxyHcuHb CTpuT 2/ China, 100018, Beijing,
Chaoyang District, Jin Zhen Xiang, Lou Zi Zhuang, Zhunxin street 2

ol
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B.X.M.M. BbiNuUcKa U3 TeXHUYECKOTO (haitna MeauumHcKoro nsgenns Homvep Td/
Buopucey sHg  «TecT-cucTema ans nMMyHoxpomatorpaguyeckoro TON.o 1
TeKHONOMKM onpefeneHns XopMOHUYECKOTO FOHAA0TPONMHA YenoBeka B BeEPCUs/

Ko., N1z, MOuYe AR paHHell AMarHocTUKM GepemeHHocTu (Tect gns  Version: 01
Kwutai / AVNAarHOCTUKN  GepeMeHHOCTU  CTPYWHbIA)  Renetest®
W.H.P.M. comfort»/Summary technical file for he medical product

Bioresearch & "Test system for immunochromatographic detection of
Technology human chorionic gonadotropin in urine for early detection

Co., Ltd., of pregnancy (inkjet test for the detection of pregnancy)

China Renetest® comfort."”

1 Llenb npoBepku: 1 Study purpose:

[ns NpoBepKM BAMSHUA Ha KayeCcTBO paboTbl To assess the impact of the limit
TecT-CUCTeM NpU NpefenbHbIX pexumax wux transportation load on the test-systems
TPAHCNOPTMPOBKMU  Bbinin ucrnonb3osaHbl performance. 3 lots of "Test systems for
3 cepun «TecT-CUCTEMBI ana  immunochromatographic  test of human
MMMYyHOXpomaTorpaguyeckoro onpegeneHns chorionic gonadotropin in urine for early
XOPUOHMYECKOro roHagoTpPONMHa YenoBeka B pregnancy  detection  (Midstream  urine

Moye Ans
6epeMeHHOCTH
6epeMeHHOCTH

paHHel ONarHoCTUKM
(Tect pfmna  AMarHoCcTUKM
CTPYWHbINA) Renetest
comfort», KOTOpble XpaHUIUCb B PasHbIX
YCNOBUAX,  MOAENUPYIOLWNX  MpejeibHble

PeEXNMbI TPAHCNOPTUPOBKN TECT-CUCTEM.

2. MaTtepuanbl 1 060pyaoBaHue:

3 cepuun «TecT-cucrTemsl ans
MMMYHOXPOMATOrpauyeckoro onpegeneHns
XOPMOHWYECKOro roHafoTponuHa YenoBeka B

moue ans paHHei ANarHoCTUKM
6epemeHHOCTM  (TecT Ans  AWArHOCTUKW,
6epeMeHHOCTH CTPYWHbIA) Renetest
comfort»;

Cepusa I: F4201025.

Cepua 2: H4271331.

Cepusa 3:C1050353

CTaHfapTHbIN pacTeop 4esI0BEYECKOro

XOPUOHMYECKOro roHagoTponuHa (XIY) c¢
KoHLUeHTpaymein 20 MME/mn, 25 mME/mn, 50

MME/mn, 600 MME/mn, 300 ME/mn wn

pacTtBop IIOTEMHU3MPYIOLLETO TFOpPMOHa C

KoHLeHTpaymein 500 MME/mn.

MycKaa Moua.

OuuueHHasa Bopa.

3. Cnoco6 n npouegypa:

31 3 cepun TeCT-CUCTEMBI obln
52
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pregnancy test) Renetest® comfort” were used,
which were kept in different conditions,
modelling the limit transportation loads for
test-systems.

2 Materials and equipment

3 lots of "Test system for
immunochromatographic test of human
chorionic gonadotropin in urine for early
pregnancy detection  (Midstream  urine
pregnancy test) Renetest comfort™

Lot 1: F4201025.

Lot 2: H4271331.

Lot3:C1050353

Standard solution of human chorionic

gonadtrpin (HCG) with concentration 20
mlU/ml, 25 mlU/ml, 50 mlU/ml, 600 miU/ml,
300 IU/ml, and lutenizing hormone solution
with concentration 500 mlU/ml.

Maris urine.

Purified water.

3 Method and procedure:
31 3 lots of test-systems were divided into



B.X.NM.M.
Buopucey aHg
TeKHONOO4XKN
Ko., /T4,
KuTaii /
W.H.P.M.
Bioresearch &
Technology
Co., Ltd.,
China

Bbinucka 13 TeXHUYECKoro taiina meauuuHckoro usgenus Homep Td/
«TecT-cucrtema Ans nMMyHoxpomaTorpaduyeckoro TON.o 1
onpefeneHNs XOPMOHNYECKOro roHafoTponmHa YefoBeka B Bepc_mn/
MOYe AN1si paHHeil ANarHocTukM GepemeHHoctn (Tect gns  Version: 01
ANArHOCTUKM O6epemMeHHOCTM  CTPyMHbIA)  Renetest?
comfort»/Summar>' technical file for he medical product

"Test system for Immunochromatographic detection of

human chorionic gonadotropin in urine for early detection

of pregnancy (inkjet test for the detection of pregnancy)

Renetest® comfort."”

nojeneHbl Ha TPU TPYNMbl: NepBas XpaHUIach
npn muHyc 20 °C B X0noAu/bHWKE, BTOpas

XpaHunacb Npy  KOMHATHOM Temneparype,
nocnegHas XxpaHwnace npu 70 °C B
TepmocTtare.  [lpogykuusa  TecTupoBasnach

rnocne 7 gHel XpaHeHUs.

3.2 CTaHAapTHbIM pacTBOp Ye/I0BEYECKOro
XOPUOHMYeCKOro roHagoTponuHa (XI4) c
KOHLUeHTpaunen 20 MME/mn, 25 mME/mn, 50
MME/mn, 600 MME/mn, 3O0OME/Mn n pacteop
NHOTENHU3NPYIOLLETO ropmoHa C
KOHUeHTpaumeir 500 MME/mn ncnonb3oBasncs
C MY>XXCKOI MOYOl WM OYMLLEHHON BOAOW Ans
TEeCTOB.

TecTupoBann OAWH CTaHAAPTHbIA pacTBOp W
OfHY rpynny TeCcT-CUCTEM 3a OAUH pas, BCEro
24 Tecta (aHanu3a). PesynbTaTbl KaXaoro
TecTa npocmatpmsanu yepes 5 MUHYT nocne
NPOBeLEeHNS camoro TecTa.

Pe3ynbTaTbl TeCTUPOBAHWUA TPeX Cepuin TecT-
CUCTEM, XPaHMBLUMXCH B PasHbIX YCNOBUSX,
nokasaHbl B TabnuLe HUXe:

KomHaTHa
-20 °C, A 70 °C,
KoHueHTpal CpOK Temneparty CpoK
Vi XTI XpaHeHu pa, CpoK XpaHeHus
(MME/mn) o ' o
A7 oHein XpaHeHus 7 aHel
7 pHen
20 + + +
25 + + +
50 + + +
600 + + +
3*10= + +
nr-500
MME/Mn ) ) )
Myxckas
Moua i i
OunweHHas
BOAa i i i
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3 groups: first was stored in the refrigerator at
-20 °C, second was kept at room temperature,
and the last one - in a oven at 70°C. Products
were tested ater 7 days of storage.

3.2 Standard solution of human chorionic
gonadtrpin (HCG) with concentration 20
mlU/ml, 25 mlU/ml, 50 mlU/ml, 600 mlU/ml,
300 IU/ml, and lutenizing hormone solution
with concentration 500 mlU/ml were used
with men's urine and purified water for
testing.

One standard solution and one test-system
group were tested at once (total - 4 tests)
. Each test result was checked 5 minutes after
the test.

Results of testing of three lots of test-systems,
kept in different conditions, are presented in
the table below:

hCG -20 Room 70

. temperatur
concentrati  storage storage
- e, storage :
on duration duration

(mlU/m1) 7 days (;udr:;lson T 7days
20

25

50

600

3~ 10-
LH-500
mlU/ml
Man's
urine
Purified
water



B.X.IL.M. Brinmcxa 13 Texundeckoro Qaiinz MeaRuHNCKOro niaeaus | Hovep T¢7|
Buopuceu 5Ha | «TecT-cucTeMa  aas  HMMyMoXpomatorpaguuecxoro | TDN.: !/ |
TeKHOMOMKH | OnpeleseHNN XOPHOHKIECKOr0 FOMAAOTPONHHEA Yei0BeKa 8| Bepcun/

Ko., JIta., Moue 478 panuelt anarmocTnxn Gepemeunocts (Tecr aan| Version: 01
Kuraii / AWaTHOCTHKR  GepemennocTu  crpyiinsil)  Renetest®

W.HPM. comfort»/Summary technical file for be medical product
Bioresearch & | "Test system for immunochromatographic detection of)

Technology human chorionic gonadotropin in urime for early detection

Co., Lud,, of pregnancy (inkjet test for the detection of pregnancy)|

China Renetest” comfort.”

4. Kprrepuil npaemaemoctn: 4 Acceptability criteria:

Pesynsrathl  TECTHPOBAHHA  MPOAYKTOB,
KOTOpBIE XPAHWIHCh TIPH Pa3HBIX YCNOBHAX.
BO BPEMA TECTHPOBAHHA KAKJOTO ITANOHHONO
pacTeopa, AO/KHB OBITL OAMHAKOBHIMH H
COOTBETCTBOBATH CTAKAAPTAM KAUECTBA.

5. BriBoant
Ha BLILICNPHBEICHHRX pe3ynbLTaTos
TECTHPOBAHMA KaxIoro CTaHABPTHOIO

pacTeopa, NPH XPaHEHHH TECT-CHCTEM B
pasHbiXx ycnosuax: -20 °C, xomHatHON
Temneparype u 70 °C, BHaHO, uTO BCC
PE3yJbTATH TECTHPOBAHHA OAHHAKOBH H
COOTBETCTBYIOT CTAHAAPTAM KauecTaa. Taxum
obpazom, paboumne XapaKTepHCTUKH AAHHOTO
NPOAYKTA ABARIOTCA CTaOMABHBLIMM, 4TO
nokasano, Mojeauposawne.  Cocrosnue
NEPEHOCA HE HMEET HHKAKONo Bo3feHcTBHA Ha
AaHHbIE NAPaMETPHI.

Test results for products kept in different
conditions during testing of each reference
solution must be equal and correspond to the
quality standards.

5 Conclusions

By the abovedescribed test results of the
standard solution during storage of test system
in different conditions: -20 °C, at room
temperature and at 70 °C, it can be seen that Il
test results are equal and correspond to the
quality standards. Thus, performance of the
product remains stable, which was confirmed
by the modelling. Transition state has no
impact on these parameters.
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B.X.IN.M. Bbinucka 13 TeXHMYeCKOoro aina MeanuuMHCKOro mnsgenuns

buopucey sHg  «TecT-cucTema ans NMMYHOXPOMaTOorpagmnyeckoro
TeKHO04XKM onpejesieHNs XOPNOHNYECKOr0 TOHaL0TPOMNMHA Ye/loBeEKa B
Ko., N1g., MoYe ANA paHHel AuarHoCTMKWM GepemeHHocTn (TecT ans
KuTait / OVNAarHOCTMKKN ~ G6epeMeHHOCTU  CTPYMHbIA)  Renetest”
W.H.P.M. comfort»/Summary technical file for he medical product
Bioresearch & "Test system for immunochromatographic detection of
Technology human chorionic gonadotropin in urine for early detection
Co., Ltd., of pregnancy (inkjet test for the detection of pregnancy)
China Renetest® comfort."

MpunoxeHne/Annex b

Homep Td/
TON: 1
Bepcual
Version: 01

B.X.N.M. BUOPUNC’KY )HA TbKNONOAXW ko., NTA.JTY.H.P.M. BIORESEARCn &

TECHNOLOGY CO., LTD.

W.H.P.M.INC.

Jok. Ne/ Doc. No.: WH-822-T01
Homep Bepcuun/Version number: 2.1
[ata BctynneHna B cuny/Date of entry into force: 2017.03.01

CEPTUNO®UNKAT AHANN3A/ICERTIFICATE OF ANALYSIS

HA3BAHWE NMPOAYKTA/PRODUCT NAME: Ha6op anarHOCTMYECKOro TecTa

XOPUOHNYECKOro roHagoTponunHa yesosedecka (XIY)/Hutan Chorionic Gonadotrophin

(HCG) Diagnostic Test Kit

HOMEP MAPTUMN/BATCH NO.: G9241380
OATA N3TOTOBJIEHVNA/MANUFACTURE DATE: 2019/07/24
CPOK TOOHOCTW/EXPIRATION DATE: 2022/07/23

AHATING/ KOHTPO/Ib/ CrEUmonKALms TSI IAL
ANALYSIS CONTROLS SPECIFICATIONS
RESULT
hCG-SD 125 miu/mi I‘Iono>KV|Te_anb|V|/ |_|OJ'IO)KI/I'I.'e_I'IbeII/I/
Positive Positive
hCG-SD 25 miu/ml |_|OI'IO)KI/ITe'I'IbeII/I/ Flono»(HT_e_an blin/
Positive Positive

MonoxutenbHbIA/
hCG-SD 50 miu/ml Positive

MonoXnTtenbHbliA/

vf’\’\Positive

OTpuuaTenbHbIi
O6pasew/Negative Moua/Urine

OTpuuatensHMA)N |PAT W 1»ToHbIN/

Negative/-?'/~r A 1Je”Ve

Sample A

4

pykoeoauTenb KK/QC Supervisor: Yongzhen Wang

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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B.X.IN.M.
buopucey shp
TekHOMo4XKU
Ko., /4.,
Kutai /
W.H.P.M.
Bioresearch &
Technology
Co., Ltd.,
China

Bbinucka M3 TeXHUYECKOro (haitna MeguULMHCKOTO MU34enns
«TecT-cuctema ana MMMYHOXpoMaTorpagpmyeckoro
onpegeneHns XOPMOHNYECKOro roHafoTPONMHa YeoBeka B
MoYe ANS paHHel AnarHocTUKM 6epemeHHocTn (TecT ans
AVNarHOCTUKN  6GepeMeHHOCTM  CTPYiHbIA)  Renetest®
comfort»/Summaiy’ technical file for he medical product
"Test system for immunochromatographic detection of
human chorionic gonadotropin in urine for early detection
of pregnancy (inkjet test for the detection of pregnancy)
Renetest® comfort."

MpunoxeHne/Annex B.

MakeT ynakoBku/Package design

Homep Td/
TDK: 1
Bepcwusi/
Version: 01

MakeT nauku gna | nHaMBMAYyanbHOMW BO3AYXOHENPOHMLAEMOMN (h0NbIrMPOBaHHON YNaKOBKM
(dbonbrupoBaHHbIli nakeT)/ Layout of the 1 individual tight-sealed foil-coated package (foil bag)

mar

Renetest
COVFORT

Renetest =

" ObICCXKAA TOMOCTb
PAHHEE TECTUPOBAHVE

PANTONE 3519C

56

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

S’

i



ITepesod ¢ an2auiicko20 ¥ KUMACKO20 RIIKOE HA PYCCKUL R3bIK

/Uimpuxxoo/

190192629-001 1/1 1
Poccua ED C 001
10.06.2019

CEPTH®HKAT

[Ombrema: Kuraiickmii KOMHTET N0 COACHCTBHIO PA3RHTHIO
MexayHapoaHolt Toproama (CCPIT)]

Kuraiickuil KOMHTET DO COASHCTBHIO PA3BUTHIO MEXAYHAPOIHON TOProRIH SBIMETCS
Knraitckoit MexzayHnaposHo# Topropo#t nanaroi

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




Ombrema: Kuraltcxuli KOMHTET 110 COACHCTBHIO Pa3BATHIO MeXAyHapoHoi Toprosm (CCPIT)

Kuraiicknrii KomaTer mo coaciicramw pasautuio mexaynapoauoil roprosm (CCPIT)
Kuraiicxas MEXTYRAPOAHAS TOPrOBAN NANATA

CEPTHOUKAT
/OR-x00/
» 191100B0/047074

HACTOSUM CBUAETEJILCTBYETCS, YTO: neaars koMnamma B.X.I1.M. BHOPHUCEY
9HA TEKHOJIOIDKM KO., ITA. (W.H.P.M. BIORESEARCH & TECHNOLOGY CO., LTD.)
Ha npunaracMoM COIJIAIIIEHWUM sengerca mompmmmuo#. [IpunaracMullf TexcT yka3aHHOro
JJOKYMEHTA Ha pyccKOM S3LIKE COOTBETCTBYET TCKCTY Ha aHIIHHCKOM A3bIKE.

Kamaiicknit KoMuTeT HO COaCHCTBHIO PAIBETHIO MEXXYRAPOAHOH TOpronan
(noonucy)

Ynomomouenasii nommacant: Jho# Lyiinams

Jara: 15 mong 2019 1.

ITevams (2 ommucka):
Cepruduxauns
Kuraticknii KoMmreT no cofeiicTBaIO pa3sBHTHIO
MexAyHapomHoit Toproeau (CCPIT)
Tucuenas nevamo:
Cepruduxanus
Kuralickuit KoMHTeT N0 COnEHCTRHIO PAIBATHIO
MexxyHapoauo# Toprosmu (CCPIT)

Be6-calit ;uia nposepku ceprudukara: http://www.rzccpit.com/validate.html

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




/Texcm Buinucxu uz mexnuuecxozo gaiira 0yb6aupyemcs Ha pyccKom asvixe/

Ieuame:

B.X.I1.M. BUOPUCEU 3HJ TEKHOJIOIXHU KO., JITA.
(W.H.P.M. BIORESEARCH & TECHNOLOGY CO., LTD.)
1101030052494

/Texcm Ipunoacenus A oybaupyemcs na pyccrom R3vixe/
Jlozomun:
BX (WH)
B.X.I1.M. UHK. (W.H.P.M. INC.)

Astop: YuH

/Texcm Ipunoxcernun 5 oybaupyemcs na pycckom 23vixe/
Jlozomun:

BX (WH)
B.X.J1.M. HHK. (W.H.P.M. INC.)

Pyxosoarrenms KK: FORox3us Ban

Hevamy:

B.X.I1.M. BUOPUCEY SHA TEKHOJIODKU KO., JITA.
(W.H.P.M. BIORESEARCH & TECHNOLOGY CO., LTD.)
1101030052494
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nepesogvYnK”

Poccuiickast defepaumst
["opog Mocksa
CemHaauaTOro aBrycra ABe ThICSun AsaLl¥s NepBoro roaik

A, Mowuceesa flnnua BnagumupoBHa, HoTapuyc”opopa [ ocksbl, CBt
NOA/IMHHOCTb NOANUCK NepeBoAynKa AinnosHa Aasuga MNegarne®iiia. A

Moanuce chenaHa B MOeM MPUCYTCTBUMN. (A

JInyHoCTb NognucasLLero JOKYMeHTycTaHoOB/eHa."

peectpe: Ne 50/995-H/77-2021-

ne HoTapuanbl“p”o geinctema: 400 py6. 00 konT

J1.B.MowuceeBa

Bcero HYMepoBaHO M CKpenneHo neyatbto A . nuct(-a,-0B).

J1.B.MowuceeBa
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