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1. Pmnliu'l DvKcrlptioiis

1.1. Piodiu’l iianiL*: Pregnancy test Bona Mente! C gobpbimu HamepeHusimu! in variants of
r«rni(ioir

1) Pregnancy test Bona Mente! C go6pbimn HamepeHnsmm! in composition of:

Pregnancy test-strip - 1ps;

Instruction for use - 1ps.

2) Pregnancy test Bona Mente! C fobpbiMn HamepeHusamu! in variants of execution in
composition of:

- Pregnancy test-strips- 2 pics;

- Instruction for use - 1ps.

1.2. Intended use: Pregnancy Test is a rapid chromatographic immunoassay for the qualitative
detection of human Chorionic Gonadotropin (hCG) in urine samples to aid in the early detection of
pregnancy liy lay users.

1V Scope of application: Clinical laboratory diagnostics. The medical device is used
indepcndetilly by patients at home. The medical device is intended for self-use by persons without
miHIti.ul tunning at home. The pregnancy test is intended for one-time use.

14. Principle: Pregnancy Test for is a self-performing immunoassay designed for the
ijiialilativc dctcrniinatum of human chorionic gonadotropin (HCG) in urine for early detection of
picgimncy. lliimufi Cliorionic gonadotropin (HCG) is a glycoprotein hormone secreted by the
developing placenta slioitly after fertilization. During normal pregnancy, HCG can be detected in
urine as early as 7 day.s following conception, doubling every 1.3 to 2 days. At the time of the last
missed menstrual period, urine HCG levels are about 100mIU/ml with peak levels of 100,000 to
200,000mIU/ml seen at the end of the first trimester. The presence of HCG soon after conception
and its subsequent increase in concentration during early gestational growth make it an ideal marker
for the early detection of pregnancy.

The method employs a unique combination of monoclonal dye conjugate and monoclonal-
solid phase antibodies to selectively identify the HCG in the test samples with an extremely high
ilcgree of sensitivity. At 5 mimitcK, levels of HCG as 25mlU/ml can be detected.

A C D

A membrane with an absorbent pad over a strip of fiber glass paper is impregnated with a
Kflloitbl unijugate of gold particles and monoclonal antibodicsjo HCG. Other absorbent pads at the

oml ol llu' ns.say absorb excess sample fluid. The urine into a chromatographic
MtcmiManc (A). As it contacts the membrane, the sam ply**pli**&~gW ized conjugate (B). In a
UMtlive Hrtiiiplc, the HCG antigen will attach to solution. As the
i oiifiigiii(* moves forward on the membrane, on the test zone
("r'y (r) will bind the HCG-gold conjugate Any sample will
uin”c It pink ntlorcd line to appear in the control by the binding

IIf piilycloimt aniihtulies (Anti-mouse IgG) affixed onradto”Tlrol zone~"m sample-colloidal gold
loMiugMtc I'lcsmicc of this line indicates that the test ha*Vp~bMiied't5ut c*ectly.

ValhMly: 1years

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



2. Spn ifli Hlioii Htid iimterials of the product
a. | 1*irnlbl
lcsl Strip
I)csiccanl
I-0il pouch
Carton box
Packing tape (which is provided after registration of medical device in Russian Federation)

3. Contents
Each box contains: 1 (one) or 2 (two) pouches and the operating instruction.
Each pouch contains: the Pregnancy Test Strip and the Desiccant.

4. I'rt'caufions
Hm IN VITRO DIAGNOSTIC USE ONLY (IVD), NOT for internal use,
Uea<l directions for use carefully before performing this test. Perform each step exactly as
LhwijKnl in IFU.
1)o not use beyond the expiration date marked on the foil pouch.
| aeh one step I1ICG pregnancy Test can only be used once; do not re-use the one step HCG
pregnancy [esl
o imt use (he lest if (lie foil pouch is damaged.
()nce tlie foil pouch has been opened, the Test should be used immediately.
Di.scanl each one step 1K41 pregnancy Test after use. Treat
urine samples and used lest devices as if they were I
polentially mfectioiiK Avoid contact with skin.
KIMM iUror Rl ACII OI- ( MII.DRRN.

Control lin«
T«5l line

5. rUST PKO( FIMIKK
SAMPLE COLLI’X’I''ON AND MANDLIN; H j -MAXLina

o perform this test, collect a urine sample into a clean and

dry container. Urine samples collected first thing in the

morning are ideal because they generally contain  higher

concentration of HCG. However, urine samples collected

at any time of the day may also be used.

N W is impossible to perform a pregnancy test immediately after collecting urine, storage of
biuiimterial is no more than 8 hours at room temperature 20-25C.

MX ARRY OUT THE TEST
B MAX
/ [\

Absorbonl cotton  Testline  Control line

IMRECTIONS FOR USE

¢ lirmg the scaled pouch to room temperature

»  Kenuive the strip fh>m the foil pouch

* bumerkc the strip into the urine with the arrow e le cup. Do not
lovei tlic unne over the MAX (inaximum) line.
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e liiki’ the *Inp mil of (he cup after a minimum of 15 seconds and lay it flatly onanon-
clean surface.

» Ki'ul the result in 5 minutes.

» Discard the test device after a single use.
ih'pi‘iultitg on the concentration of HCG in the urine sample, positive results may be seen within
JO seconds. Wait the full five minutes to confirm the result. Do not read the one step HCG
pfcgnuiicy rest after 5 minutes as this may give an incorrect test result.
Phis is a single use test. Please safely dispose of the strip, regard this as infectious material and
thspose of the test appropriately after use.

HOW TO READ THE RESULT
Positive; If two pink/purple colored lines appear on the one step HCG pregnancy Test, one in the
control area and one in the test area, then this means HCG has been detected in the urine and
there is a strong possibility of pregnancy. The lines seen may be faint and one line may be lighter
}hgn_ the other; however Ais is still a positive result. The lines do not have to match in strength or
oioi
NfgNIllvr; 11 one colored pink/purple line appears in the control area on the one step HCG
preupancy It's! mid there is no line in the test area, then this indicates a negative result. This
mcaii« no IU (i Ims been detected in the urine. This indicates you are either not pregnant or you
have icHicd tiKi early Hyou are not sure repeat the test in 48 hours.
Invalid: Il no lines appear anywhere on the control zone, the test is invalid and repeat the test
using another strip.
Invalid I'est Results can tic caused by:

» ihe absorbent lip noi being wetted thoroughly,

* Reading the test lesult too early or too late. A 5 minutes reaction time is required.
For further informalnm. .see I IMITATIONS OF THE PROCEDURE.

6. QUALITY CONTROL.

Ituilt in Quality Control Fcaliiics

Ihe appearance of a line in the control area indicates that the one step HCG pregnancy Test is
pcilorming properly and serves as a procedural control. It is recommended that a positive hCG
control (containing 25-250mlli/inl. hI'G) and a negative hCG control (containing OmIU/mL hCG)
iHc evaluated to verify proper icsl performance when a new shipment of tests is received.

7. Performance characteristics

Seinlilvity

Ptcgurtiicy Test (during one-stage) will display positive results with specimens containing HCG at
ltfveU iif 25mIU/ml or greater.

AttuiHcy
( oMipdMson studies on the Pregnancy Test with a legally marketed device were performed in-house
*«d In a clinical reference laboratory Positive and negative results

MMupiUed and the correlation was > 94%

UperLLey

[ 1lsl{owtng compounds exhibited no interfeicncc when dissoiv
uiiiif wim h Imd IICG levels of 0 and 25 mIU/ml.

Bl Ul SOOmIU
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liprtf INVD interference observed for the substances in the urine at below concentration.

Paint elamoi 20 mg/dl Glucose 2000 mg/dl

Aiiioibic acid 20mg/dL Bilirubin 2 mg/dl

t alete 20mg/dL Atropine 20mg/dL

Phenothiazine or its derivatives* 20mg/dL Hemoglobin 500 mg/dl

i:)TA KOmg/dL Thiophene or its 20mg/dL
derivatives**

Acetylsalicylic acid 2()ing/dL Ketone 20mg/dL

Ethanol 1.0% Tetracycline 20mg/dL

Albumin 2000 mg/dl

*( (impotim)N belonging to the phenothia/me gioup, lu'cording to the chemical classification.

+« t'timpoimds containing a thiophene ring.

No mlcifcience observed when the urine sample.s at pH 4 ~ 9; Density, 1.000 ~ 1.035g/mL.
SeiiNlIttvity and specificity

I he |Heunancy test strip allows to dclemiine the presence of HCG in concentrations from 25 mlU/ ml.

During clinical trials, clinical efficacy was evaluated, and the results obtained on the Test product
were piovcn to be consistent with the results olitained on the Comparison Product;

Dingno.slic sensitivity - 100 %,
Diagtioslic specificity - 100 % .

<'roNN Reactivity

lhere’s no cross-reactivity observed wilh bl.A fM)OmIU/mL), hFSH (I000OmIU/mL), KhTSH
(1000pIU/mML).

Intra-Assay/ Inter-Assay

Assay were earned out to determine assay icproducibility using replicates of 10 tests for each of
Ihicc Inis by using the specimen from the IO DC 1>arcl, and observe the color of the T line. The
enini ofthe T line is the same.

Muok study
Ihi* product still shows positive results a) HC(i concentration of 20001U/ml.

Miludirs with Lay person and clinical

loo lay persons with variant ages, educations participant the study, 3 si person
niutly, the test performed by lay persons aflci leading the IFU. The refi jotech
(Hang/hou) Co., Ltd. And the conformity is 100%.

Sfahility studies
Ihe stability studies included the Accclcialcti Stability, Real-tim
liability, ami tiansportation stability.

AcirlerMleU Stability Summary
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Ai i.oUhiit'd stability study was conducted. Three pilot production lots will be stored at 50®C to
bHNeMumKk* product stability. J1 series of stability tests were performed at I, 20, 30, 40, 50, 60, 70,
Mh MO KHKO. 110, 120, 125 days. Three Calibrators (OmIU/ml HCG, 5mIU/ml HCG, another HCG
«iKuc >4 prepared according to the product sensitivity) were tested in triplicate according to the
LLI4OT tioiis specified in the package insert.

Kotults show that the product is stable at 50°C for 125 days. The data was plotted on an Arrhenius
plot and the shelf life was determined to be at least 36 months from the date of manufacture.

Kcal-time stability summary

Real Time stability study was conducted. Tests were evaluated using samples from three different
batches. The real-time stability study is set up at the room temperatures (4°C, and 30°C).

N scries ofstability tests were perfonned at I, 4, 7, 10, 13, 16, 19, 22, 25, 27, 29, 31, 33, 35, 36, 37
months. At each predetermined lime-point, the appropriate number of devices are pulled out and
rtilowcil to letum to room temperalme in our laboratory. Three Calibrators (OmlU/ml HCG,
5mll I/ml K Ui, another HCG sample is |nepared according to the product sensitivity) were tested in
itiphniti* according to the instructions specified in the package insert.

UcHuUs show that the product is stable at and 30°C for 37 months. The data support the
indication of product shelf life was determined to be at least 36 months from the date of
manufacture.

After first opening stability summary

Alter first opening stability study was conducted Tests were evaluated using samples from three
diTTcrent batches. The After first opening stability study is set up at 4 conditions (Humidity:
50%" 70%, 6h after Opening, Humidity: 5011, 70%, 24h after Opening, Humidity: >70%, 6h after
Opening, and Humidity: >70%, 24h after Opening)

I scries of stability tests were performcil ai these 4 conditions. At each predetermined point, three
Calibrators (OmIU/ml HCG, 5mlU/ml HCti, another HCG sample is prepared according to the
pioiiuct sensitivity) were tested in triplicate aciouling to the instructions specified in the package
mscH,

Results show that the product is stable at Humidity: 50¥0~70%, 6h after Opening.

Transportation stability summary

Iransportation stability study was conducted Tests were evaluated using samples from three

ililTcrent batches. The Transportation stability study is set up at the extreme temperatures (-20°C,

N 40"C) for 35 days.

A icrics of stability tests were performed at 1 (i. 14, 21, 24, 28, 31, 25 days since the study stared.

At IWth predetermined time-point, the appropriate number of devices are pulled out and allowed to

himn to room temperature in our laboratoiy lIlirec (Calibrators (OmIU/ml HCG, 5mFU/ml HCG,
HCG sample is prepared according to the pixxluct sensitivity) were tested in triplicate

«[Moiilmg In the instructions specified in the pai kage insert.

AUn. W ftimiilrtte transport stability study according to ASTM-D4169-16 was performed. Results

*huw that litt* pKulucl is stable at cold, hot ami vibration transport envij

ImitNtinn ul the procedure

i IViliiiiniMif lu' Ic4l tmi early can yield a false negative due to ase, another
uMiu* s)»rt linen should be obtained at least 4K hours later and te;
M (i UMfU nwy remain detectable for sevcnil weeks after n y caesarean
94 imn, (V1 Hpniiltuicous abortion.
It mine 44Uiiple is h>o dilute (ie: low specific gravity) it may live level of

lit (1 Il piegnancy is still suspected, wail 48 hours.
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{ mLiAw ii mine sample firsi thmg m the morning and retest it with another strip test. As is true with
MV (littKitostic prt)ccdiirc. the user should evaluate data obtained by the use of this kit with
i *HHuU'imion to other cliniciil mlormation and consult their doctor for the final diagnosis of
jiMItfirtiu y before making any decision ofmedical relevance.

MHue me some situations which will clToct the test result: some drugs; some dis eases, e.g. myoma of
ideiuN. the menopausal population uiul some hormones, such as the raising concentration of LH, FSH
mul fSH. etc. Consult the doctors for final confirmation.

N 1'raiisportation and storage

llie temperature at transportation slmiiUl be between -20°C to +40°C with a range of +2°C and
Relative Humidity 80% with a range of i5%. Devices packaged by manufacturer may be transported
by all modes of transport in coveted vehicles in accordance with the rules of transportation of goods
for each type of transport.

Stoic m the original manufacturer's pm'kagtng for the labeled shelf life at +4°C to +30*“C, in an
MK losed ifiy space to protect from ram. heat, direct sunlight.
Do not fietvc,

With |)i'oper usage, storage and disposal Ihcgnancy lest does not adversely impact the environment.

Disposal instructions
I’leg.nancy Test should be used in aeconlum e with the instruction for use. The product should be
disposed after a single use by a user.
In household use the product should be dispi>sc<f as household waste. Do not put it down the drain.
In all other cases the Pregnancy Test shoulil be disposed in accordance with administrative and/or
loi‘al government policy or regulation,

lahcling symbols

IVD For in vitro diagnostic use only See instruction for use
Store between 4- 3(rf Do not reuse
&l ®
L O T Batch number Expiry date
’ Keep away from sunlight Tests per kit
Keep dry ml Manufacturer
H I Date of manufacturing

Id Ih fikKIVEt of flainis (complaints)
liifiM itiKihm atmuf the claim:
1, I

O fUH the claim
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tuition Phone number of

the person who
_ _ filed the claim
Nwinvd Mk medical Specifications
dvvp
I'nsloi tion batch number LOT nuraberofthe
medical device
Nninber ofclaims Total number of
transferred
_ _ products (LOTS)
Ketuni ofthe medical  Oyes. lime DNo Recipient (seller)
tfevice
MdIMKiol niinj'aclaim: O Verbally; M HyplkHK\ Cl In\MTting forra/by fax (to attach); 0 By email (toattach);
I j (Hint
lyiwoli Inim [:i Appeanmce; O Size; LJ l-iiKlionjil characteristics; 0 Reliability; O Reliability; O Labelling;
1J thlis

U IM*mriJu al device within the expiration dale?: nYes_DNo.

W« hurlichl device inuse?:0 Yes LN«

ildn the icpoiicd adverse event resulted in serious injury or death? DYes  DNo

Is the reported undesirable phenomenon iclatcd lo a malfunction of the equipment, and can a malfunction of
such equipment lead to serious injury or «ciuV [ JYes  DNo

Detailed information about the claim;

Si
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I 0]>(ion of (he assessment:

t} Hus the reported adverse event resulted in serious injury or death? DYes, DNo

H K the reported undesirable pheiioincnon related to a malfunction of the device, and also can a
HMihuu turn ol such a device lead to Nenmis injury or death? DYcs, DNo

t) (ftii the nature of the reported adverse event lead to serious injury or death? 0O Yes, DNo

Not« when answering "yes" to any ol the above questions, it is necessary to notify the competent authorities
id the »lumiry or region in which the lepoilcd undesirable phenomenon occurred;

I valuation result:
I Should an undesirable phenomeimn be icjH»rtcd to the State in which it occurred
O Yes, reportto DFDA,
O relevant authorities in the HI),
MM the relevant state organi/atiou.
I'1 the relevant authority of anothei i itunlry or region.
i 1 No. the incident docs not belmtjt to (he undesirable phenomena that need to be reported.
Hit» tlu’ie avanian investigation?
Il Vei
M No Pipt4:ify the reason)

Jvex{unA coiuluctcd/datc: Approved/Date:

Investigation (including product characteri®Uce, labeling and packaging):
Atehived sample of the medical device:

Ihloimaiion about production control:

Kotiirn of goods:

tlihof

i lWluiuon of the investigation:

N)|litHt(ue/)ate:
Muumiey Otken:

Alb» | oiteidive actions required.:
i lye*
t iNiMe

Appiowui
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(with ."ippcndices, il avMitablc);

1bv miMwrt I» mudc up/datc:

MktMIOMIIK ol mciisures taken

HcHpon.sible for cootrol/date:

I he (iaini is ¢c"Bip® E£C/yr 7

AtgiNeUiielJ
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N()T/IKAb CERTIFICATE
(2024) STNTZ, Zi, No. 4387

Applicant: NaiKong Egens Biotechnology Co., Ltd.,
Uniticd Social (‘rcdit Code: 91320600718557959C,'
address: Block J1, Building 15, No. 1692, Xinghu Avenue,
Nantong Development Zone.

Legal Representative: Ou Weijun, male, born on
September 16, 1967, Citizen’s ID Card No.
320106196709162011.

Authorized Agent: Yu Dan, female, born on July 19,
1979, Citizen’s Il) Card No. 320602197907191549

Issue under notarization: seal

This is to eertily that the seal of Nantong Egens

Biotechnology Co., |td., affixed on the foregoing English

document, is found to be authentic.

Notary: Qin Xiaowen (signature)
Nantong Nantong Notary Public Office,
Jiangsu Province

The People's Republic of China (seal)
April 2, 2024
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notarial certificate

(2024) s-mrz, Zi, No, 4388

Applicant; Nantong Eaen. n-

Social Credk 1 we Co., Ltd.,
address; Block A, Building 15 | MM®AMN<N07]8557959C,
, " -'-g Development Zone. Avenue,
I“egal Representative; Qu W.-
September 16, ™ ale, born on
32010619670916201]. Nizen's LW
(029, CitiZr'tirca «k” "’ 2-ly 19
1 (2024) ST NTrrzi.to.”~lw"""
inform s ,0 (he chlJsT'

Noa,y: Qi, Xi.,wo,, (sig,3,")

among Nanlong Notaiy Public office
«Jiangsu Province

raoTeople'e Republic of China (oeal,
Apnl 2, 2024

*1 24727861
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NepeBop c aHrNINACKOr0 M KUTaCKOro A3bIKOB Ha pyCCKMVI A3bIK

HOTAPVAJIbHOE YAOCTOBEPEHWE

Nantong Notary Public Office, Jiangsu Province, KnuTtai
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Nantong Egens Biotechnology Co., Ltd,

Appec; Building 15, Building 12 (west), No. 1692 Xinghu Avenue,
Nantong Economy & Technology Developments Zone,
Jiangsu Province, Kutai
Ten.: 86-0513-853-27458, ®dakc: 86-0513-85327120

NHCTPYKUMSA NO NPUMEHEHUIO
MeAVNLMNHCKOro n3aenna aAns aAnarHocTukKy in vitro
(ana perncrtpauynm B Poccun)

TecT gna onpefeneHms bepemeHHocTn Bona Mente! C go6pbiMM HamepeHUAMM!

MpoussoauTenb:

Nantong EGENS Biotechnology Co., Ltd.

Building 15, Building 12 (west). No. 1692 Xinghu Avenue.
Nantong Economy & Technology Development Zone,
Jiangsu Province, Kutaii

Ten.: 86-0513-85327458, dakc: 86-0513-85327120

. noyta: egens@egens-bio.cn

OdmumanbHbIA NpeacTaBuTeNb B Poccuu:

000 «®K N’PAHL KATTUTA»

Poccuinckast Pefiepaups, 125284, r. Mocksa, JIeHMHIpaackuin npocnekT, 4. 31A, ctp. 1,
aTax/KoMHata 14/1

Ten.:+7 (495)258-34-28

9. noyta: info@grand-capital.pro

YTBEPXXAEHO

Oy BalHL3HOHb

Kpyrnas rep6osas nedats: NANTONG EGENS BIOTECHNOLOGY CO., LTD.

[ata BCTynneHus B aenctane: 26.02.2024
Bepcusa: 02
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1 OnwucaHue npoaykKTa

1.1. HawumeHoBaHMe nipoaykTta: TecT s onpefeneHnss 6GepemeHHocTM Bona Mente!
C po6pbIMK HamepeHVsMA! B BapyaHTax UCMO/THEHNS:

1) Tect ana onpegeneHns 6epemeHHoOCTM Bona Mente! C go6pbiMy HamepeHusMKn! B cocTase:

-TecTt-nonocka- 1 wr,

-VIHCTPYKLMA MO NMPUMEHEHMIO - 1 LWT.

2) TecT ans onpepeneHvs bepeMeHHocT Bona Mente! C fo6pbiMy HamepeHusMKM! B BapuaHTax
MCMO/IHEHUA B COCTaBe:

-TecT-nonocku - 2 W,

-IHCTpYKUMA NO NPUMEHEHWIO - 1 LWT.

1.2. HasHauyeHue: TecT Ana onpefeneHUss 6epeMeHHOCTU MpPeAcTaBNsieT Co60i ObICTPbINA
UMMYHOXpOMATOrpatpuyecknii - aHanmM3 19 Ka4yeCTBEHHOro  OnpefesieHns  XOPUOHMYECKOro
roHafoTponuHa 4enoseka (XMY) B obpasuax Mo4u, rMOMOratoLMiA XEHLMHE B PaHHEM BbISIB/IEHUN
6epeMeHHOCTW.

1.3. O6nactb npuMeHeHUs: KnuvHuYeckas nabopaTopHas [AuarHocTMkKa. MeamumMHCKoe
n3penne NPUMEHSETCA CaMOCTOATE/IbHO MauMeHTamMn B AOMaLUHUX YcnoBusax. MeguumHCKoe nsgenve
npefHasHayeHO [19 CaMOCTOSITENIbHOrO MPUMEHEHVS IMUAMKW, He WMEKWUMU  MEeAULIMHCKOM
MOArOTOBKM, B [JOMAWHWUX YCMOBUSAX. TecT Ona onpefeneHuss 6epeMeHHOCTM npefHasHayveH /s
0[IHOPA30BOro MCMo/b30BaHWA.

14. MpuHumn: TecT And  onpegeneHMss  GEPEMEHHOCTU  MPeACTaBnseT  Cco6ow
NMMYHOXPOMATOrpalpuyecknii  aHanm3, npeaHasHayeHHbIA 415 CaMOCTOSTE/TbHOrO MPUMEHEHUA W
Ka4eCTBEHHOr0 OnpefesieHNs XOPUOHNYECKOro roHaf0TponrHa vesioseka (XIMY) B Moye gn1g paHHero
BbISIB/IEHVSI 6epeMEHHOCTM. XOPUOHWYECKMIA TOHafoTponuH Yenoseka (XIY) npencrasnsiet co6oi
NIMKOMPOTENHOBbIA  FTOPMOH,  CEKPETUPYEMbIA  pPa3BMBAIOLLENCS  MNaUeHTOM  BCKOpe  Mocne
onnogoTeopeHust. Mpy HopMasibHOM GepeMeHHOCT XU MOXHO 0GHapy>kUTb B MOYE YXKe 4depes
7 OHeli nocne 3avaTtvis; ero KO/IMYeCTBO YABamMBaeTCs Kakable 1,3-2 aHA. Ha MOMeHT nocnegHen
3aePXXKN MeHCTpyaLummn yposeHb XI'Y B Moue cocTaenseT okono 100 MME/mn, a MMKoBble YPOBHU OT
100 000 go 200 000 MME/mn HabntodaroTcs B KOHLE nepsoro TpumecTpa. Mpucytcremne XY Bckope
nocsie 3a4aTmsi 1 Mocnefytollee MoBbILEHME ero KOHUEHTpauuy Ha paHHUX CpPOKax GepeMeHHOCTU
[lenaeT ero uaeasbHbIM MapKepoM /11 paHHEro BbISB/IeHNS 6epeMeHHOCTI.

B meTode 1cnonb3yeTcs YHUKa/bHasa KOMOMHaLMA MOHOK/IOHa/IbHOIO KOHbOrata Kpacutesns m
MOHOK/TOH&/IbHbIX TBEPAO0(asHbIX aHTUTEN O/ CeneKTMBHOro onpegeneHua XY B uccriegyembix
ob6pasyax ¢ YpesBblHaiHO BbICOKOW CTEMEHbI0 YyBCTBUTEILHOCTW. Yepe3 5 MUHYT MOXHO onpesennTb
ypoBeHb XI'Y, paBHbIii 25 MME/Mn.

A B C D

MembpaHy C BMUTLIBAIOLLEN MPOKMAAKOM MOBEPX MIACTUHKM M3 CTEK/I0BO/IOKOHHOW Oymarmn
MPOMUTLIBAIOT KO/MIOUAHBIM KOHBIOraTOM 4YacTuL, 30/10Ta M MOHOK/IOHa/IbHbIX aHTUTen K XI4.
[pyrve BnuTbIBalOLLME MPOKIAAKA B KOHLIE MMMYHOXPOMATOrpaMyeckoro aHaamsa MnoraowarT
N30bITOK XXNAKOCTW 06pasua. ObpaseL, MoYM HaHOCAT Ha XpoMaTorpamyeckyto Memopany (A). Mpu
KOHTaKTe C MembpaHOli 06pasel, pacTBOPSieT NMOMIN3NPOBaHHBIA KoHbtoraT (B). B ob6pasue ¢
peareHTOM aHTuUreH XI'Y npuKpenuTca K aHTUTeNnaMm B KO/IOMAHOM  pacteope. [1o mepe
NMPOABWIKEHNA KOHBIOrata rno mMembpaHe MOHOK/IOHa/IbHble aHTUTena K XY, npukpensieHHble K
TecToBOM 30He («T») (C), 6yayT CBA3bIBATLCA C KOMIMIEKCOM KOHbiorata XI4-30/10T0, 06pasys
po30Byt0 nonocky («T»). Jlto6oi o0b6paseL, BbI3OBET MOSB/IEHME TOMIOCKM PO30BOr0 LBETa B
KOHTPO/IbHOM 30He («C») (D). 3Ta nosocka hopMmpyeTca MyTem CBA3bIBAHUS MOMMKIOHA/IbHbIX
aHTUTeN (aHTMUTeNo K IgG Mbiwn), NPUKPEN/IEHHbIX K KOHTPO/IbHOM 30HE, C KOHbIOraToM «obpasel-
KOMMONAHOe 30/10TO». Hanmume 3TOM MOMOCKM YKasblBae€T Ha TO, YTO TecT Obll MNpov3BedeH

NpPasW/ILHO.
Cpok rogHocTu: 3 roga.
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2. Cneuymukaunsa v Matepuasnbl NpoayKTa
2/1.IepeyeHb KOMMNOHEHTOB

i TecT*lMonocka

. BnaronornotuTess

. MaKeTUK 13 alFOMMHMEBOI (oI

. KapToHHasi Kopobka

. YnakoBoYHasi feHTa (3aKasblBaeTCsi MOC/ME PErncTpaLvn MeauLWHCKOrO W3aenus B

Poccuiickoii ®epaepauyn)

3. CofepxxaHune

Kaxxgas kopobka cogepxut; 1 (oanH) uim 2 (ABa) NakeTMKa M MHCTPYKLMIO MO MPUMEHEHWIO.

Kaxapli  NakeTUK  COAEPXWUT,  TeCT-MOMOCKY  Ha  onpeaeneHne  GEpeMEHHOCTM U
B/1aronor/1I0TUTESb.

4. Mepbl NpefoCTOPOXKHOCTH

. TONBKO gna ANATHOCTUKIW IN VITRO (IVD). HE gns npvema BHYTpb.

. BHMMaTE/IbHO 03HAKOMbTECb C WHCTPYKUMEN MO MPUMEHEHUIO Mepes BbIMOSHEHNEM
[aHHOro TecTa. BbIMONHWUTL KaKAbIA 3Tanm B TOYHOCTU TaK, KaK OMWCaHO B WHCTPYKUMM MO
NMPUMEHEHWIO.

. He mncnonb3oBath Mocne AaTbl OKOHYaHUA CPOKa roHOCTM, YKa3aHHOW Ha NakeTuKe U3
TFOMUHMEBOIN (PONBII.

. KaKapblin 0gHO3TanHbIA TECT A/151 onpeseneHns 6epeMeHHOCTM, ONpeaensoWwmii YpoBeHb
XTY, MOXHO MCNoMb30BaTb TOMbKO OAWH Pas; He WCMOo/b30BaTb MOBTOPHO OAHO3TaNHbIA TECT Ha
6epeMeHHOCTb, ONpeaenstoLWmin ypoeHb XIMY.

. He npoBoAnTb MenbITaHKe, eCN MaKeTVK 13 OSbriA NMOBPEXAEH.
. MenbITaHye creayeT NPOBECTY Cpasy Moc/e BCKPLITUSA MaKeTuKa 13 osbru.
. BbIGPOCUTL O|HO3TAMHBIV TECT Ha GEPeMEHHOCTb, ONpeaensaoWMiA yposeHb XY, nocne

MCMNO/1b30BaHUA. O6paLLl,aTbCﬂ C o6pa3u,a|v||/| MO4Y1 U NCMNO/b30BaHHbIMU U3AENUAMN O/17 UCTNbITaHAUA
KaK C NoTeHUMa/IbHO 3apadKEHHbIM MaTeprasioM. M36eratb KOHTaKTa C KOXEN.

. XPAHWTb B HEAOCTYMHOM 4151 AETENA MECTE.

5. NOPAAOOK MPOBEAEHUA NCTBITAHUNA

CBOP N TTOAMOTOBKA OBPA3LA

[ npoBefeHNA MCMbITaHWS cobepuTe 0bpaseL, MOYM B YMCTYHO CyXYH eMKOCTb. Jlyulle BCero
NMoaXoAAT 06pasubl MOo4YM, COOpaHHble YTPOM, TMOCKOSbKY, Kak MpaBw/o, OHW cofepkat 6onee
BbICOKYH KOHLEeHTpaumio XIMY. OfgHako TakKe MOXHO WCMo/b30BaThb
06pasLibl MoYK, COBPaHHbIE B NHOO0E BPEMS AHS.

Mp  HEBO3MOXXHOCTWU  BbLIMO/IHWUTL TECT /19 OnpefenieHns
GepemMeHHOCTU cpasy >ke rnocse cbopa Moum, XpaHeHWe buomarepmana -  KoHTponeHas
He Goriee 8 YacoB NPV KOMHATHOM TemnepaType 20-25 °C. roocia

TecTtoBast
nosocka

MPOBEAEHWE NCIBITAHWNA Monocka MAX
C T

BnuTbisatoLLas 6y|v|ara TecToBas Nosocka KoHTposbHasA nosocka

NHCTPYKUUA no NMPUMEHEHWIO

. HarpeTb 3aneyaTtaHHbIli NaKeTUK 10 KOMHATHOM TemnepaTypbl.
. JlocTaTb TeCT-NMOJIOCKY M3 MAKETUKA 13 ONbIW.
. MorpysnTb TECT-MOMOCKY B MOYY TaK, UTO6bl KOHEL, CTPE/IKW 6bl1 HanpaB/ieH B CTOPOHY

eMKOCTU /151 c6opa Moun. He gonycKaTb NonafaHns MoYn Bbille nosiocky MAX (Makcumym).
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. M3Bneub TECT-MOIOCKY N3 EMKOCTW He paHee, YeM Yepes3 15 CeKyHZ, U NOMOXKNTb ee Ha
POBHYIO HeabcopOUPYHOLLYHO YMCTYHO MOBEPXHOCTb.

. MpoBepuTb pesynbTaT vepes 5 MUHYT.

. YTUNN3MpoBaTb TECTOBOE M3Ae/Ne NOC/e OAHOKPATHOIO NUCMO/b30BaHNS.

B 3aBMCMMOCTM OT KOHUeHTpauum XI'Y B 06pasLe Mouun MOJOXKUTESbHbIE Pe3y/ibTaTbl MOXKHO
YBUAETb B TedeHue 40 cekyHa, MogoxaaTe NOMHbIX NATb MUHYT, YTO6bI NOATBEPAUTL pesy/bTar.
He npoBepsATb pe3ynbTaT O4HO3TArNHOIO TecTa Ha 6epemMeHHOCTb, OMpeaensAolWero yposeHs XY,
no3gHee, Yem Yepe3 5 MUHYT, MOCKO/bKY 3TO MOXKET AaTb HenpaBU/IbHbIA pe3y/ibTar.

TeCT npefHasHayeH 19 O4HOPA30BOr0 MCMO/b30BaHWA. [oxanyicTa, yTunmsupyrite TecT-
MosiocKy 6es3omnacHbIM  CrOcO60M WM OTHOCUTECH K HEMY, KakK K 3apakeHHOMY Martepuany.
Hapnexawyim 06pasom yTunmsupyiTe TecT-rnosocKy rocse Ucrosb30BaHuS.

KAK OMPEOENATD PE3Y/JIbTATHI?

MonoXuTenoHbI: ECiM B OQHO3TaNnHOM TecTe Ha 6epeMeHHOCTb, I I
onpefensiollem  yposeHb  XI'Y, NnosiIBNAKOTCA  OBe  MOJIOCKU
PO30BOrO/NINI0BOIO LiBeTa: OfHA B KOHTPO/IbHOW 30HE M OfHa B TECTOBOW
30He 3TO0 03Ha4yaeT, yYTo B Mo4e O0OHapyxeH XI'U, n cyuwectsyet
bonblIas BEpPOATHOCTb OGepemMeHHOCTW. BuauMble MOMOCKM MOTYT 6biTb
61efHbIMKW, 1 OfHa U3 MOSIOCOK MOXET ObITb Sipye APYroi, 0Of4HaKo 3TO BCe
PaBHO O3Ha4aeT MOMOXKUTENbHBIA pe3ynbTaT. [Mo/ockn He 06s3aTesibHO STOMWTensHbH  HegeRCTEKTeNuH i
[IO/DKHbI COBMaJaTh Mo APKOCTU WA MO LIBETY.

OTpuuatenbHblii; ECM B KOHTPONbHOW 30HE O[HO3TArNHOr0 Tecta Ha 6epeMeHHOCTb,
onpesenstoLlero yposeHb XIY. nosBiserca ogHa rnosocka po3oBOro//IoBoro LBeTa, a B TeCTOBOW
30He HET MOSI0CKW, 3TO YKas3blBaeT Ha OTpuUaTeNbHbIA pesy/bTaT. 3T0 03Ha4vaeT, YT0 B MO4Ye He
06Hapy>keH XI'Y. 3T0 yKasblBaeT Ha TO, YTO Bbl He GepeMeHHbIl, MO0 YTO TECT cAaenaH CULLKOM
paHo. Ecnn Bbl He yBepeHbI, NOBTOPUTE TECTUPOBaHME Yepes 48 Yacos.

HefelcTBUTENbHbIN: ECN B KOHTPO/IbHOM 30HE He NOSIBUINCL MOJSIOCKN, UCMbITaHWE SABNSETCA
HeaelcTBUTENbHBIM. Ero Heo6X0AMMO NOBTOPUTL, MUCMOMb3YS APYTYHO TECT-MOOCKY.

HegelicTBUTeNnbHble pe3ynbTaTbl WUCNbITAHUS MOTFYT O6biTb  BbI3BaHbl  CleAyHOLWUMN

NPUYNHAMU:
. BNuUTbIBAMOLLNIA KOHUMK HAMOYEH HEA0CTaTOUHO.
. Pe3ynbTaT MUCMbITaHVs ONPeAeNieH CAMLLKOM PaHo WK CIULLIKOM Mo3aHo. Heo6xoaymoe

BPEMS PeaKLN — S MUHYT.
Bonee noapobHas MHgopmaums npueeseHa B pasgene OrPAHUYEHUA MPU MPOBEAEHNIA
TECTA.

6. KOHTPOJ1Ib KAYECTBA

BcTpoeHHbIe cpefcTBa KOHTPO/IA KayecTsa:

MosiBNieHNe MOMOCKM B KOHTPO/IbHOM 30HE YKasbiBaeT Ha TO, UTO OAHO3TaMHbIA TecT Ans
onpegeneHnss 6epeMeHHOCT, onpeaensowmin ypoeHb XY, (yHKUMOHUPYET MNpaBUIbHO, M 3Ta
MO/I0CKA ABNAETCA CPEeACTBOM (PYHKUMOH/IbHOIO KOHTPO/SA. [py NosyyYeHU HOBOW NMapTuM TeCTOB
PEKOMEHAYETCA MPOBECTU OLEHKY MOMIOXKUTENBHOrO KOHTpona XY (eogepxxawiero 25-250 mME/mn
XT'Y) wn otpuuatenibHoro KoHtpons XY (copgepxawero 0 MME/mn XTY), 4tobbl npoBepuThb
Hagiexallee QyHKUMOHMPOBaHWE TeCTa.

7. TeXHN4YecKme XapaKTepucTukun

YyBCTBUTENbHOCTb

TecT ona onpepgeneHns 6epeMeHHOCTU (B XO4e OJHO3TArNHOro MCMbITaHWs), OnpefenstoLwmia
ypoBeHb XI'Y B Moue, MOKAXKET MONOXMTENbHbIE pPe3ynbTaTbl C 06pasuamn, eogepxawmmmn XY Ha
ypoBHe 25 MME/Mn uin BbiLLe.

Kpyrnas repoosas neyatb: NANTONG EGENS BIOTECHNOLOGY CO., LTD.
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ToyHOCTb

CpaBHUTeNbHblE UCCNeaoBaHWS TecTa Ana  onpegenieHns 6epeMeHHOCTH, Onpeenstowero
ypoBeHb XI'Y B MoYe, C 3aperMcTpupoBaHHbIM M3AENMEM NMPOBOAVIN B KOMMAHUN U B KIIMHUYECKOM
pethepeHCHON nabopaTopuu. Bbiv CcOMocTaBeHbl MOMOXKUTESIbHBIE WM OTPULATE/bHbIE Pe3ysbTaTbl:
Koppenauua coctasuna > 99 %.

CneunpunyHoCTb
Crepytouie COeQMHEHNA He OKasblBa/IN B/IMSIHUA MPW PacTBOPEHMM B MOYe, B KOTOPOW
ypoBHM XI'Y cocTtasnsnm ot Ogo 25 MME/mn.

LS 1 | ISR U TR T TR O RO TURRPPRURPRRRTRTRTRTN 500 mME/mn
U Gl et e e e e 1000 mME/mn
S I O TRURRTRRRRTTT 1000 mKME/Mn

BvsiHUA cneaytomx BELLECTB B MOYe NP YKa3aHHO HKE KOHLIEHTPALWKN He HabioaaeTes.

Mapauetamon 20 mr/gn "noKosa 2000 mr/gn
AcKopbrHOBas Kucnota 20 mr/gn Bunnpy6ouH 2 mr/gn
KodpenH 20 mr/on ATponuH 20 mr/gn
®eHOTMAa3NH WK ero npou3BoaHbIe™ 20 mr/an "eMorno6uH 500 mr/agn
S4TA 80 mr/an TwvodpeH nnm ero 20 mr/pn
MPOu3BOAHbIE*™

AUETUNCANNLMNIOBASA KUCMOTa 20 mr/gn KeToH 20 wmr/gn
3TaHon 1,0% TeTpauyKmH 20 mr/on
AnbOyMUH 2000 mr/gn

** CopVHEHMS, COAEPXKaLLE TUO(EHOBOE KOMbLIO.
WHTepdepeHUMM  He  HablOaeTcs  MPU  KCrofb3oBaHUM  06pasLios Moun ¢ pH 4-9,
naoTHocTbio 1,000-1,035 r/mn.

UyBCTBMTENIbHOCTb W CMELUPUUYHOCTb

TecT nonocka A1 onpefeneHns 6epeMeHHOCTM MO3BOJISET onpenensTts npucytcteue XY B
KOHLeHTpaumsx ot 25 MME/m.

B xofe KIMHWUYECKMX UCTbITaHWIA NPOBeAeHa OLEHKA KIMHUYECKON 3(EKTMBHOCTU, A0Ka3aHO
COOTBETCTBUE Pe3y/bTaToB, MOMyYeHHbIX Ha VICMbITyeMoM U3LennK, ¢ pes3ynbtatamu, NoslyyeHHbIMU
Ha W3gennm cpaBHeHWA:

- [marHoctnyeckas 4yBcTBUTENLHOCTL - 100 %,
- AmarHoctnyeckas crieyngmyHoctsb - 100 %.

MepeKkpecTHaa peaKTUBHOCTb
He Habnoganoch nepekpecTtHoi peaktmBHocTh ¢ Y1l (500 MME/mn), y®CI (1000 MME/mn),
yTTI (1000 MKME/Mmn).

BHyTpHNabopaTopHasa/nmpomexyToyHas npeymsmoHHOCTb

McnbiTaHne npoBoAniock ANa onpeaeneHns BOCMpomM3BOAMMOCTM OMNpeaenieHnsa ¢ NoBTOPeHeEM
13 10 MCNbITaHUIA ANA KaXKAOM 13 TPeX cepuin 1 06pasua KOHTponsa Kadectea XIMY. B xode vcnbITaHUs
NpPoOBOAVM HabIoLEHME 3a LIBETOM TECTOBOW MOMOCKN. LIBET TECTOBOW MOSIOCKM HE U3MEHSSICS.

BbisBneHue xyK-apgekra
MpoAYKT MO-NpeXHeMy MOKa3bIBaeT MOJIOXKUTENbHbIE Pe3y/ibTaTbl MPU KOHUeHTpauun XY
2000 ME/mn.

Kpvrnasa rep6osasa nevyatb: NANTONG EGENS BIOTEChiNOLOGY CO., LTD.
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ViccnefoBaHWs B pexxnme peasibHOro BpeMeHU U KNMHUYEeCKMe nccnegosaHus

B wuccnegoBaHMM npuHAIM - yyactve 100 YenoBeK pasHOro Bo3pacTa W 06pasoBaHUS.
B vccnefoBaHUM B peXknMme peasibHOro BPEeMEHW MPUHANM ydacTue 3 MUCCNefoBaTeNbCKUX LIeHTpa.
TecT NPoBOAUICA YKEHLUMHAMMK-MO/b30BATENIAMU CAMOCTOSITE/IbHO MOC/E MPOYTEHUSA MHCTPYKLUM MO
NMPUMEHEHNIO. B KayecTBe aHa/lONMYHOINO WCMO/b30B/IN TECT A1 ornpeaeneHnss 6epeMeHHOCTH
KOMMaHUW AMNKOH BainoTtek (XaHuxkoy) Ko., JIta. CoBnageHve pesynbtatoB coctasunio 100 %.

MccnepoBaHMs cTabuIbHOCTH

ViccnenoBaHMs  CTabWMNMbHOCTM  BKAKOYa/IM  YCKOPEHHOe — MCCNefoBaHWe — CTabWubHOCTH,
CTabWNbHOCTb B PEXUME pPeaslbHOro BPEMEHW, CTabW/IbHOCTb MOCME TMEePBOr0  BCKPbITUA U
CTabMNbHOCTb NPU TPAHCMOPTMPOBKE.

Y CKOpeHHOe nccnefosaHne cTabuibHOCTH

Bbl10 NpoBefieHO YCKOPeHHOe mccnefoBaHme CTabuUbHOCTU. TpY 3KCNepUMEHTa/IbHbIE Cepun
XpaHAT npu Temneparype 50 °C, 4T06bl NPOAEMOHCTPUPOBATL CTAbMIBHOCTL MpoAykTa. Ceputo
ncecneaoBaHWA ctabunbHocTM nposoamn Yepes 1, 20, 30, 40, 50, 60, 70, 80, 90, 100, 110, 120 w
125 gHeir. Tpu Kanmbpatopa (0 MME/mn XIT4, 5MME/Mn XY n ewe ogvH o6bpasey, XI4Y,
MPUrOTOB/IEHHbLIA B COOTBETCTBUM C  YYBCTBMTENbHOCTbIO MPOAYKTA) WCMbITbIBA/IN B TPEX
NMOBTOPEHMUAX B COOTBETCTBUN C UHCTPYKLMAMM, YKa3aHHBLIMU Ha TUCTKE-BKNaapbILLe.

Pe3ynbTaTbl MOKa3bIBatOT, YTO NPOAYKT cTabuneH npy 50 °C B TedeHue 125 aHei. OaHHble Oblnn
HaHeCeHbl Ha rpauk AppeHunyca, 1 OblI0 OMpefenieHo, YTO CPOK XPaHeHWsI COCTaB/IsiET He MeHee
36 mecsLeB ¢ AaTbl MPOM3BOACTBA.

KpaTkuin 0630p pe3ynbTaToB UCCeA0BaHUSA CTabUIbHOCTU B PEXUME PeasibHOro BPeMEHN

BbU10 MpoBeAeHO MCCNefoBaHME CTabWIbHOCTU B PEXUME pPeaslbHOro BpeMeHW. TecTbl
OLEHMBA/IN C WMCMOMb30BaHNEM 06pa3LLoB M3 TPeX pasHbIX cepuid. VccnefoBaHue cTabuIbHOCTU B
peXvMe peasibHOro BpeMeHW NPOBOAUIN NPy KOMHaTHOM TeMnepatype (o1 4 go 30 °C).

Ceputo vccnefoBaHWA CTabMbHOCTK NpoBoaun Yepes 1, 4, 7, 10, 13, 16, 19, 22, 25, 27, 29, 31,
33. 35, 36 1 37 MecsLeB. B kakaoM 3afaHHOM BPEMEHHOW TOYKE COOTBETCTBYHOLLEE KOINYECTBO
M30eNNIA BbIHUMAIN W [aBa/IM UM HarpeTbCsl A0 KOMHATHOM TemnepaTypbl B nabopatopun. Tpwu
Kanubpatopa (0 MME/mMn XY, 5 MME/Mmn XY un ewe oamH obpasey, XY, npurotoBfeHHbIA B
COOTBETCTBUW C YYBCTBUTE/IbHOCTLIO MPOAYKTa) UCMbITbIBA/IM B TPEX MOBTOPEHUAX B COOTBETCTBUN C
WHCTPYKUMAMM, YKa3aHHbIMW Ha NINCTKe-BKIaAbILLe.

PesynbTaTbl MNOKa3asv CTabuIbHOCTb NPOAYKTa NPY XpaHeHUM npu Temnepatype oT 4 go 30 °C
B TeyeHue 37 MecsueB. [aHHble MOATBEPXKAAOT YKasaHHbIA CPOK FOAHOCTM MPOAYKTa: HE MeHee
36 MecALEB C AaTbl NPOM3BOACTBA.

KpaTkuii 0630p pe3ynbTaToB UCCNef0BaHUS CTabUbHOCTM NOC/e NePBOro BCKPbITUSA

Bbl10 NMpoBesieHO 1cCneoBaHMe CTabUIbHOCTM MOC/E NMEPBOr0 BCKPbITUA. TeCTbl OLEHUBa/IN C
MCNosb3oBaHMEM 06pasLLOB M3 TPeX pasHbIX cepuid. ViccnefoBaHue CTabuIbHOCTM MOCe MepBoro
BCKPbITUA NPOBOAMAN B 4 yCroBusX (BnaxxHoOCTb 50-70 % yepes 6 4acoB Moc/e BCKPbITUSA; BMaXXHOCTb
50-70 % uepe3 24 yaca Mocne BCKPbITUA, BAKHOCTL > 70 % uyepe3 64acoB MOCMAE BCKPbITUS;
BNaXXHOCTb > 70 % uyepe3 24 yaca rnoc/e BCKPbITUSA).

B aTnx 4 ycnosusix Gblia NpoBefeHa cepusi UCCnefoBaHUA CTabubHOCTU. B Kadkaon 3aaHHOM
TOUKe UCMbITbreann Tpn Kanmoépatopa (0 MME/mn XT'Y, 5 MME/Mn XTY 1 ewe oamH obpasel, XY,
MPUrOTOB/IEHHbIA B COOTBETCTBUM C YYBCTBUTE/IbHOCTHIO MPOAYKTa) B TPEX TOBTOPEHUsIX B
COOTBETCTBUN C MHCTPYKLMSIMU, YKa3aHHbIMW Ha NINCTKe-BK/IafblLLe.

Pe3ynbTaTbl NMOKa3bIBatOT, YTO MPOAYKT CTabuieH npu BraxHoctn 50-70 % uepe3 6 yacos
rocse BCKPbITUS.

Kpvrnas repoosasa nedatb: NANTONG EGENS BIOTECIINOLOGY CO.. LTD.
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KpaTtkuin 0630p pe3yibTaToB MUCCNef0BaHMA CTabUNbHOCTU NPU TPAHCNOPTUPOBKE

Bbino npoBefeHO wmccnefoBaHWe CTabMIBHOCTM MPU  TPaHCMOPTMPOBKE. TecTbl OLEHMBaIN C
1NCNO/b30BaHMEM 00pa3LIoB 13 TPeX pasHbIX Cepuid. KccnepoBaHmne CTabuIbHOCTU MPU TPaHCMOPTUPOBKE
NPOBOANM NPW 3KCTpeMarbHbIX Temnepatypax (-20 °C n 40 °C) B TedeHue 35 AHEN.

Ceputo 1ccrnefoBaHUIA CTabUBLHOCTM NpoBoaMAM 4Yepes 1, 6, 14, 21, 24, 28, 31, 25 gHel ¢
Hayana WuccnefoBaHMsA. B KaxOoW 3afaHHOM BPEMEHHOW TOYKe COOTBETCTBYHOLLEE KOSINYECTBO
M3OeNNiA BbIHUMAIN W [JaBa/ln UM HarpeTbCs O KOMHATHOM TemnepaTtypbl B nabopatopumn. Tpu
kanmoépatopa (0 MME/mMn X', 5 MME/Mn XY 1 ewwe oanH obpasey, XIMY. NpUroToBneHHbIM B
COOTBETCTBUWN C YYBCTBUTE/IbHOCTHIO MPOAYKTA) UCMbITIBA/IM B TPEX MOBTOPEHUAX B COOTBETCTBUN C
NHCTPYKUMAMMN, YKa3aHHLIMA Ha JINCTKEe-BK/IabILLe.

Kpome TOro, O6bU10 nNpPOBEAEHO WCCMefoBaHWe  CTabUIbHOCTW  MPU MOZENMPOBaHUN
TPaHCMNOPTUPOBKM B COOTBETCTBUM C ASTM-D4169-16. Pe3ynbTaTbl NoKasanu, YTo NPOAYKT CTabueH
NPy TPaHCMOPTUPOBKE MPY HU3KUX U BbICOKMX TeMMepaTypax 1 B YCMI0BUAX BUOpaLIMN.

OrpaHunyeHua Npu NpoBeLeHNN TecTa

CnvwKoM paHHee MpoBefeHVE WCMbITaHUS MOXET MPUBECTU K JIOKHOOTpULATENIbHOMY
pesynbTaTy M3-3a HU3KMX YpoBHe XIY. B TakoM criyyae crefyer B3fATb elle oAuH obpasew, MoYn U
MOBTOPUTbL UCCMEA0BaHVE He paHee YeM Yepes 48 4acos.

YpoBHM XI'Y MOryt ocrtaBaTbCA OMpefensieMbiMM B TeYEHWE HECKONIbKUX Hefenb nocne
HOpMa/ibHbIX POAOB, POAOB MyTeM KecapeBa CeYeHUsA Wi BbIKUAbILLIA.

Ecnv obpaseL, Moum CMLLKOM pa36asfieHHbIN (T. €. C HU3KOWM YAeNbHOM MIOTHOCTLI), OH MOXET
He cofepXaTb pernpe3eHTaTMBHOINO ypoBHS XIY. Ecin 6epeMeHHOCTb BCe elle MOA03PeBaeTcs,
nogoXkaute 48 4vacos.

YTpom cobepute 06paseL, MOYM W MPOBeAUTE MOBTOPHOE WCCMefoBaHWe, UCMOMb3ys APYryro
TeCT-rnonocky. Kak v B criydae 10601 AMarHOCTMYECKOW NpoLeaypbl, Mosb3oBaTesb AO/MKEH OLEHUTb
[laHHble, MO/yYeHHbIE C MOMOLLBI0 3TOr0 Habopa, C YYeTOM APYro KIMHUYECKOW MHDopMaumum w
MPOKOHCY/IbTUPOBATLCA C BPaYoOM [/19 OKOHYATe/lbHOro OnpejesieHns 6epeMeHHOCTU, Mpexae 4Yem
NPUHMMAaTb Kakoe-IMbo peLleHve, NMeloLLee MeAULIMHCKOE 3HaYeHMe.

HekoTopble 06CTOATENIbCTBA BAMAIOT Ha  pesy/ibTaT TecTa: HEeKOTOpble JIeKapCTBEHHbIE
npenapatbl; HEKOTOpble 3ab60/1eBaHMSA, HaNpUMep, MMOMa MaTKW;, MeHoray3a U HeEKOTOpble FOPMOHbI,
Hanpuwvep, /1T, ®CI 1 TTI B NOBbILWEHHbIX KOHUEHTPaUUSX U T. 4. NPOKOHCYNbTUPYNTECH C BpayoM
[Nl OKOHYaTe/IbHOr 0 NMOATBEPXKAEHWA.

8. TpaHcnopTUpOBKa 1 XpaHeHWe

Mpy TpaHCNOPTUPOBKe TemrepaTypa A0/MKHA cocTaBnAaTb OT -20 Ao +40 °C ¢ KonebaHUAMMU
+ 2 °C, a oTHOCuTeNbHas BNaxXHOCTb — 80 % ¢ KonebaHmamn + 5 %. 130enns B 3aBOACKON YNaKOBKe
paspeLleHo MepeBO3NTbL BCEMU BUAAMU TPAHCMOPTa B  KPbITbIX TPAHCMOPTHBLIX CPeAcTBax B
COOTBETCTBUW C MpaBU/iamMy NepeBo3KN rpy30B 417 KXKAO0ro BUAa TpaHcnopTa.

XpaHUTb B OPUrMHA/IHON YNaKoBKe B TEUEHWME YKa3aHHOI0 Ha 3TUKETKE CPOKa FOAHOCTU npu
Temnepatype oT +4 o +30 °C, B 3aKpbITOM CyXOM MOMELLEHNN, 3alULLEHHOM OT A0XKAA, BbICOKMUX
TeMnepaTyp 1 NPSIMbIX CONTHEYHBIX JTyYeil.

He 3amopaxkuBarb.

Tpe6oBaHMs K 0XpaHe OKPY>KatoLLei cpefbl
MpV  MpPaBULHOM  WCMO/Mb30BaHWUM, XPaHEHUW W YTUIM3aLUMK  TecT [N OnpefeneHus
6epeMEHHOCTI He OKasbIBaeT HEGMAroNpPUSTHOIO BO3AECTBUS Ha OKPYXKAtOLLLYHO Cpey.

9. IHCTpYyKUuK No yTuansaymu

TecT pns onpegeneHvst 6epeMeHHOCTU CleflyeT UCMOMb30BaTb B COOTBETCTBUN C MHCTPYKUMEN
No npuMeHeHWIo. [poAYKT cneayeT yTUN3MPOBaTh Nocse OAHOKPATHOIO NCMO/b30BaHUS.

B AoMalHMX YCNOBUSAX NPOAYKT CreayeT YTUAN3MPoBaTh Kak 6biToBble 0TX0Abl. He 6pocaTb B
KaHam3aumio.
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Bo Bcex ocTasbHbIX CNyYasix TeCT A/1s onpefeneHns GepeMeHHOCTM crefyeT YTUNN3MPOBaTh B
COOTBETCTBUM C MPaBAIaMW WM MOCTAHOBIEHUSMM afMUHUCTPALMN U (MNK) MECTHbIX OpraHoB
B/ACTMW.

10. ®opma npeTeH3n (peknamatinia)
CBefieHns 0 NPeTeH3NN:

Jvuo/opraHusaus, Jara nogaum
rofgBLLasA MpeTeH3nmn
MpeTeHsno
PervioH coblita TenedoH g,
MoAaBLLero
NPETEH3NIO
HaviveHoBaHVe XapaKTepUCTUKN
MEOVLIVIHCKOrO
V3AEAA
Howmep . Howmep cepun
MPOV3BOLCTBEHHOM MEAVILIMHCKOrO
rapTn VBOENA
KonmuecTso ObLLee umcrno
MpeTeH3nl repeaaHHoON
MNPOLYyKUMN
(napTuin)
Bosspar ToBapa C/la, Bpews OHeT Monyyaress
(MpopaseL)

Cnoco6 nogaum npeteHsvn: [ YCTHO; O To TenedioHy; O McbMeHHO/NO dhakcy (MpunoxuTs); O o
AMEKTPOHHOW MoYTe (MPUIoXKMTL); I Jpyroe;

Tun npeTeHsyn: O BHewwHWiA B, O Pasviep; O PyHKUMOHaSbHbIE XapaKTepuUcTUKW; (I HafeXXHOCTb;
O BesoracHoCTb; [1 MapkupoBska; [ Jpyroe;
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Haxogutca nn MeAnUUHCKOe U3genue B npegenax cpoka rogHoctu: MAa TMHet
BbIno N1 MeaMUUHCKOro n3genve BynotpebneHnn:Maa_MHeT .

MprBeNo N1 coobLLaemMoe HexenaTenbHOe ABNEHNE K CEpbe3HO TpaBMe UK NeTanbHOMY Ucxoay?
Ofa MNMHet

CBfI3aHO 1 CO0GLLAEMOe HeXenaTenbHOe sIBNIeHNe C HEUCMPABHOCTLI0 060PY/J0BAHNS, @ TAKXKE MOXET NN

HencnpaBHOCTb NOAOOHOr0 060pYyA0BaHNSA NPUBECTM K CEPbE3HOI TPaBMe UAN NeTanbHOMY UCX0AY?
Ofda OHet

Mopapo6Has nHhopMauus 0 NPETEH3UN:

Moanwuck/pata:

OnucaHue OLUEHKN:

1) MpuBeno nn coobLLaemoe HexenateslbHOe AB/IEHWE K Cepbe3HON TpaBMe UK NeTaibHOMY
ncxopy? Ofa, OHeT
2) CB#f3aHO /11 cO06LLaeMOe HeXenaTeNbHOe AIBMIEHME C HEMCMPABHOCTLIO YCTPOMCTBA, a TakXe

MOXET /I HeUCnpaBHOCTb NOAOOHOIO YCTPOCTBA NPUBECTM K CEPbe3HON TpaBMe Uu NeTanbHOMY
nexomy? Ofla, OHert

3) MoXeT nn xapakTep CO0OLLLAEMOr0 HeXKenaTenbHOro ABNeHUA NPUBECTU K CEPbe3HOl TpaBMe
nnu netansHomy mcxogy? MpAa, OHeT

MosicHeHWe: Npu O0TBeTE «Aa» Ha 60 M3 MPUBEAEHHbIX BbILLe BOMPOCOB HEO6XOAMMO YBEAOMUTH
KOMMETEeHTHble OpraHbl CTPaHbl WU PermoHa, B KOTOPOM MPOM30LLII0 CO06LLaemMoe HexenaTensHoe
AIBNEHNE;

PesynbTaT OLEHKN:
1 Cnepyet nn coobLiaTb 0 HEXenaTe/IbHOM SIBNEHUN rOCyAapcTBY, B KOTOPOM OHO MPOW30LL0

O [Oa, coobwutb B OFDA;

0 cooTBeTCTBYtOLLME opraHbl B EC;

0 COOTBETCTBYIOLLYIO rOCYAapCTBEHHYIO OpraHu3auuio;

O COOTBETCTBYHOLNIA OpraH Apyroi CTpaHbl WX PernoHa.

O HeT, MHUMAEHT He OTHOCUTCA K HeXenaTeNlbHbIM AB/IEHUAM, O KOTOPbIX TpebyeTcs coobLiaTtb.
2. MpoBogunock nn paccnegoBaHme?

O Mda.

O HeT (yKaxXute nNpuymnHy)

OueHky nposesn/para: YTBepgun/gara:
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PaccnegoBaHue (BKOYas XapakTepucTUKK, MapKUPOBKY U YNaKOBKY U3AeNNs):

ApXVBHbIIi 06pasel, MeAULUHCKOTO U3AENNS:

CBefieHns 0 Npou3BOACTBEHHOM KOHTpPONe:

Bo3Bpart ToBapa:
Mpouee:

3akntoyeHmne paccnefoBaHus:

Mognwuce/parta:

MpWHATbIE Mepbl:

TpebyloTca N KOppeKTUpYHoLLMe 1 NpegynpexaatoLme 4encTus:
Ofa
OHeT (ykasatb NpuynHy):

YTBepxaeHo/gara:

OTBeT (C NPUNOXKEHMAMM, ECIN UMEIOTCSA):

OTBeT cocTaB/eH/aaTa:

KOHTPONb NPUHSATBLIX Mep

OTBETCTBEHHbIIi 38 KOHTPO/b/AaTa:
MpeTeH3nA 3aKpbITa:

Mognuce/parta:
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HOTAPUAJIbHOE YAOCTOBEPEHWE

(2024) STNTZ. Zi,Ne4387

3assutenb: Nantong Egens Biotechnology Co., Ltd., permcTpaumoHHbI HOMep Cyb6bekTa
X03AMCTBEHHON AesATenbHoCcT: 91320600718557959C. apgpec: Block A, Building 15, No. 1692,
Xinghu Avenue, Nantong Development Zone.

FOpuanueckmin  npepctasutens: Oy BalHU3tOHb, MY)XKCKOM MO, Jata  POXAEHUS:
16 ceHTAOpPA 1967 r., NAEHTUPMKALIOHHbIN Homep Y0CTOBEPEHUSA NINYHoCTH'
320106196709162011.

YNonHoMmoyeHHoe foBepeHHoe nnuo: KOWM  [laHb, D>KEHCKWUA Noj, fata PoXAeHWS:
19 miona 1979 r., NAeHTU(HNKALMOHHBIA HOMEP YAO0CTOBEPEHUSA NMYHOCTK: 320602197907191549.

BbLUaHO C y0CTOBEPEHVEM: MeYaTbio.

Hactoswpmm ypgoctoBepsieTcs, 4To neyatb KomnaHum Nantong Egens Biotechnology Co.,
Ltd., npocTaBneHHast Ha NpuaraeMoM JOKYMeHTE Ha aHIIMACKOM A3blKe, NPU3HaHa NoA/IMHHOMN.

Hotapuyc: LinHb CAoBasib /nognunce/
2 anpensa 2024 T.

Kpyrnas rep6osas neyatb: Nantong, Nantong Notary Public Office, Jiangsu Province. Kutai
3206000093792

L1 24727860
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HOTAPVAJIbHOE YAOCTOBEPEHUE

(2024) STNTZ. Zi, Ne 4388

3asBuTenb: Nantong Egens Biotechnology Co., Ltd., permcTpauMoHHbIiA HOMep CybbekTa
XO03AMCTBEHHOM AeATenbHOcTW: 91320600718557959C, apgpec: Block A, Building 15, No. 1692,
Xinghu Avenue, Nantong Development Zone.

Opuanuecknii  npeactasutens: Oy BalHU3IOHb,  MY)KCKOM nos, JaTa  POXAEHWS:
16 CEHTS6pSA 1967 r., NAEHTU(NKALIMOHHBIIA HoMep YOOCTOBEPEHUSA  JINYHOCTMW.
320106196709162011.

YNONHOMOYeHHOe  [oBepeHHOe muo: HOM  OaHb, >KEHCKWW Mof, fgata  POoXAEHWUS:
19 mons 1979 r., NAEHTUPMKALMOHHBIA HOMEP YA0CTOBEpeHUst NnYHocTh: 320602197907191549.

BbLLUaHO C HOTapua/ibHbIM YAOCTOBEPEHMEM: MEPEBOL Ha aHIINACKUIA A3bIK COOTBETCTBYET
OPUrMHaILHOMY [JOKYMEHTY Ha KUTalACKOM S3bIKe.

Hactosiwmm  y0CTOBEPSETCA, UTO MepeBof Ha aHrMACKUA S3blK  BbILIEYMOMSAHYTOrO
HoTapuanbHOro yaoctoeepeHust (2024) STNTZ. Zi, Ne 4387 COOTBETCTBYET OpPUTMHA/IbHOMY
[IOKYMEHTY Ha KUTaCKOM S3bIKe.

Hotapuyc: LinHb CAaobans/nognucs/
2 anpens 2024 T.

Kpyrnas rep6osas neyatb: Nantong, Nantong Notary Public Office, Jiangsu Province, Kutai,

3206000093792

L1 24727861
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MepeBog faHHOTMTEKCTa  BbIMOIHEH MePEBOAUMKOM ManoLwoBoii AHHOW AHAPEEBHO

Poccuiickas ®efepauus
"opos MockBa
[eBaToro anpens fBe ThbiCAYM [BajLaTh YeTBEPTOro roga

A, Bepemuin tOnua WropeBHa, HOTapuyc ropoga MOCKBbI, CBWAETENbCTBYH MNOAMMHHOCTb NOAMUCH

nepeeoaunka MastoLoBoli AHHbI AHAPEEBHDI.
Mognuck caenaHa B MOEM NPUCYTCTBUN.
JIn4yHOCTb NoAnmMcaBsLLEro LOKYMEHT YCTaHOB/IEHA.

3apernctpupoBaHo Bpeeag”jb 77/2194-n/77-2024-
YnnayeHo 3a coBeo " é Ho"pLjwHoro geicteums: 400 py6. 00 kon.
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