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1. Product purpose.

Tests to determine hormones in urine “FRAUTEST, versions: Test to determine pregnancy FRAIJTES;
express; Test to determine pregnancy FRAIJI'FST double control; Test to determine pregnancy
FRAUTEST expert; Test to determine pregnancy FRAU FEST comfort; 1’est to determine pregnancy
FRAUTES Fexclusive; Test to determine ovulation FRAUTES | ovulation; Set ot tests to determine
ovulation and pregnancy FRAUTEST planning” (hereinafter - Fests) are intended for the qualitative
determination of the quantitative cctntent of human chorionic gonadotropin (HCG) and luteinizing
hormone (TH) in urine samples.

2. Scope.
Self-test.

3. General indications for use.
Tests are used for early diagnosis of pregnane)' and the calculation of expected date of ovulation.

4. Conditions of use.
Non-invasive disposable medical device for self-diagnosis at home and clinical settings.

5. The main technical characteristics.

Tests for self-diagnosis are non-sterile single-use product. Tests represent - strip, cartridge and stream
test strip which consists of glass Uber strips with monoclonal antibody against the luteinizing hormone
(LH) or chorionic gonadotropin (HCG). solid anti-mouse immunolgobine antibody of nitrocellulose
membrane, colloidal gold devices- monoclonal antibody against LH or HCG.

Tests should not have external defects.

Technical specifications shall comply with Addendum 1 of this document.

The general view of the test is presented in Figures 1. 2. 3.
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6. Used materials.
Used materials shall comply with Annex 1of this document.

7. Contraindications.
None.

8. Side effects
None.
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9. The principle of operation.

Pregnancy tests FRAUTEST are independent immunoassay devices which are intended for the
qualitative detection of human chorionic gonadotropin (HCG) in urine for early detection of pregnancy.
Human chorionic gonadotropin (HCG) is a glycoprotein hormone secreted by the developing placenta
shortly after fertilization. During normal pregnancy HCG may be detected in urine in 7 days after
conception and doubles every 2 days. During the passage of the last menstrual period the level of HCG in
the urine is approximately 100 mlU /ml with peak levels of 100 000-200 000 mIU /mL at the end ofthe
first trimester. The presence of HCG soon after conception and its subsequent increase in concentration
during early gestational growth maizes it an ideal marker for the early detection of pregnancy.

When this method is used a unique combination of colored and solid phase monoclonal antibody
composition for selective determination of HCG in the sample with extremely high sensitivity is applied.
Less than in 5 minutes HCG may be detected at such a low level as 15miU/ml.

As soon as the test sample passes through the absorbent device the labeled antibody-dye conjugate binds
to HCG to form an antibody-antigen complex. This complex binds to antibodies to HCG positive reaction
zone («T» zone) and produces a pinkish purple bands at the concentration of HCG more than 15mIU/ml.
In the absence of HCG in the zone of positive response no line is available. Unbound conjugate binds the
reagents in the control zone (zone "C"), in this case, pinkish-purple streak that demonstrates that the
reagents are functioning properly shall appear.

Ovulation tests FRAUTEST are independent immunoassay for the qualitative detection of luteinizing
hormone (LH) in urine to determine ovulation.

Luteinizing hormone (LH) is a glycoprotein hormone that is released by basophil cells of the anterior
pituitary, the main function is to stimulate ovulation, the release of luteinizing hormone. All healthy
women ovulate regularly, every month, so there is the problem of achieving control of pregnancy by
ovulation prediction, especially for infertile women who hope that the artificial insemination in the near
future will be paid more attention.

This method uses a unique combination of monoclonal dye complex compounds and polyclonal solid
phase antibodies to selective identification ofthe LH in the control sample with an extremely high level
of sensitivity. Less than within 10 minutes the LH level, which is at a low level of 25 mIU / mL may be
determined.

As soon as the test sample passes through the absorbent device the labeled antibody-dye of conjugate
binds to LH to form an antibody-antigen complex. In the event of presence of LH in the sample, on the
reading portion of the test results appears purplish-pink strip by an immunological method of coloring
with gold special composition with antibodies LH. On the other hand, the strip of light color will always
appear in the control area. The control strip is a reference to the color intensity of 25 mIU / mL LH. Ifthe
intensity of the test strip is equal to or greater than the control / reference strip the test result is positive,
indicating that the surge of LH is probably still growing.

10. Preparation for the application.
Before the application prepare the container for urine collection.

11. Method of application and evaluation of the results.
In accordance with Annex 2.

12. Precautions

Pregnancy tests FRAUTEST:

« Do not use after expiry date.

* Do not use the test to retest. Discard the test after a single application.

* Do not use the test if the individual packaging is damaged or opened.

* Do not touch the membrane area.

» After opening the foil pouch the test shall be used immediately. Prolonged exposure to ambient
humidity will damage the product.
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« Carerully read the instructions for use bei'ore carrying out the test. Shelf 1

* The tnial result of tlie diagnosis siiali not be based on tlie results of a single test, but should be tempei
determined only by a physician after evaluating all clinical and laboratory findings. childr«
OMilalion Test FRAUTEST: 15. Ti
* Do not take medications of HCG or LH which may affect the test result, moreover, during the Itistr
pregnancy, menopause or using contraceptives the result will not be normal. It is ft
* Do not use after expiry date. A

* Do not use the test to retest. Discard the test after a single application. 16. M
* Do not use the test if the individual packaging is damaged or opened. The]
* Do not touch the area of the membrane. 17.3
* After opening the foil pouch the test shall be used immediately. Prolonged exposure to ambient The

humidity will damage the product. year
« Carefully read the instructions for use before carrying out the test.

« The final result of the diagnosis shall not be based on the results of a single test but should be 18.

determined only by a physician after evaluating all clinical and laboratory findings. It is
13. Marking. 19.
The marking is applied directly on the individual and consumer packing. The marking is applied by ay A>
means (printing, stamping, die), allow ing its brightness, clarity and readability.

Marking of individual packing; ?O
- reference designation "HCG". "Ovulation' f

number of batch «LOT ....»;
valid until m2 ;. , or «<EXP; ......

Marking of consumer packing:

- name of the producer (manufacturer), the name of the country of origin, address;
- name of the importing company/authorized organization, address;

- product name, trademark;

- date of the product expiration;

- valid until « mm: ..»;

- batch number «LOT; ...»;

- disposal instructions: "Do not throw' down the drain";
- method of storage;

- product description;

- product barcode;

- information about the certification (if any );

- resiistration number.

Transport marking:

- name of the producer (manufacturer), the name of the country of origin, address;
- name of the impoiling company/authorized organization, address;

- product name, trademark;

- quantity;

- shelf life;

- batch number «LOT: ...»;

- method of storage;

- product barcode.

14. Storage conditions and shelf life.
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Shelf life: 3 years from the date of manufacture. Do not use after expiry date. Store in sealed containers at
temperatures between + 4°C to + 30°C in a dry place, protected from direct sunlight and out of reach of
children.

15. Terms and conditions of transportation.
It is transported by any mode of transport.
It is transported at a temperature from -50°C to + 50°C in a dry place, protected from direct sunlight.

16. Maintenance and repair.
The product is disposable and does not require maintenance and carrying out routine repairs.

17. Warranty.
The manufacturer is not responsible for any consequences resulting from the improper use. Warranty is 3
years.

18. The method of disposal.
It is forbidden to lower the test in the toilet. The used test shall be disposed as a household waste.

19. Producer (manufacturer).
AXIOM Gesellschaft fiir Diagnostica und Biochemica mbH, Am Jahnplatz 5, 68642 Burstadt, Germany.

20. Authorised representative in Russia.
"BOLEAR" Ltd, jur. address: Russia, 115230, Moscow, Kashirskoye sh. 12, bldg. 1, act. address:
115201, Moscow, Kashirskiy passage, 13, tel .: +7 (495) 787-92-68, www.bolear.ru..
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jrkundenrolle-Nr. 136/2016 vom 13.07.2016

Unterschriftsbeglaubigung:

Vorstehende, vor mir vollzogene Namensunterschrift des

Herrn
Wolfgang Hypko, Kaufmann
geb, am 03.09.1943
wohnhaft Am Jahnplatz 5
68642 Burstadt

wird hiermit beglaubigt.
Der Erschienene ist dem Notar von Person bekannt.

| hereby certify the above signature of Wolfgang Hypko, residing at Am Jahnplatz 5 68642 Birstadt,
born on 09.03.1943, personally known to me.

Der beglaubigende Notar bescheinigt, auf Grund Registereinsicht im elektronischen Registerportal am
13.07.2016 des Registergerichts in Darmstadt, dass Herr  Wolfgang Hypko
einzelvertretungsberechtigter Geschaftsfihrer der Axiom Gesellschaft fur Diagnostica und
Biochemica mbH ist.

/ hereby certify too that, according to the Companies’ Register which | have inspected on July 13"
2016:
 In the Companies’ Register of the Local court of Darmstadt the Axiom Gesellschaft fiir
Diagnostica und Biochemica mbH with its headquarters located in Birstadt is registered under
registration number HRB 61822

¢ In the Companies’ Register, the above mentioned Wolfgang Hypko is registered as director.
* According to the register; he has the power to represent the company individually and he Is
not bound by the restrictions of article 181 BGB (German Civil Code), which limits a

representative’s power to enter into contracts with himself or with himself representing also a
third party at the same time.

Die Frage nach einer Vorbefassung im Sinne des § 3 Abs. 1 Ziffer 7 BeurkG wurde nach Erorterung
der Bedeutung und des Tatbestandes einer Vorbefassung mit dem Notar von dem Erschienenen
verneint, (no conflict of interests)

m 7 ppenheim, 13.Juli 2giJ6 {July 13" 2016)

Otar

IN Htv:\:;
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AKCNOM
FE3ENIbILIA®PT ®HOP ANATHOCTUKA YHA BUOKEMMXXA M6X

Akcmom T'm6x - Am Annnaty 5- 68642 bropwTtaare/ Mepmanms -
Ten.;06206/6011 - dakc; 06206/6013 - E-mail: info@ AXIOM-onlaine.net

«YTBEPXKAEHO»
AKCWOM Tle3enbluat rop
[narHoctuka yHa briokemmka m6X
AKCNOM
MESEJIbLUADPT ®HOP ANATHOCTUKA YHA BEMOKEMUMKA MBX
AM AHMNATL 5
68642 bropwiTagt
www.axiom-solutions.de
/nognuce/ BonbgraHr Xunko
["NaBHbIN MeHenkep
«06» NtoHa 2016

OMNEPATUBHAA AOKYMEHTAL NI

TecTbl AnAa onpefeneHna ropMoHoB B Moue ®PAYTECT, BapuaHThl:
JkKcnpecc-TecT Ana onpegeneHnsa bepemeHHocTn PPAYTECT,; TecTt ans
onpegeneHnsa 6epemeHHocT PPAYTECT-ABONHON KOHTPONb; TecT ans
onpegeneHnsa 6epemeHHocT PPAYTECT-npodeccnoHanbHbln; TecT ans
onpegeneHna epemeHHocT PPAYTECT-KOMMOPTHLIN; TecT ana
onpegeneHnsa 6epemeHHocT PPAYTECT-yHUKaNbHbIR; TecT ansg
onpegeneHna osynaunn ®PAYTECT-oBynsauma; Habop TecToB g/
onpegeneHnsa oBynaunm n epemeHHocTn PPAYTECT-nnaHMpoBaHue.

MpounssegeHo komnaHnein AKCUOM T esenbluiadTt ¢rop AnarHocTuKa yH/
Brnokemuka m6X, AM AHnnaty, 5, 68642 bropwTaar, MepmaHus.
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1. HasHaudeHwWe n3genus.

TecTbl gna onpefeneHnsa ropMoHoB B Mode «@PPAYTECT, BapuaHTbl: JKCNpecc-TeCcT AN
onpegeneHnsa 6epemeHHocTn ®PAYTECT; TecT gnsa onpegeneHnsi 6epeMeHHOCTU
OPAYTECT-4BOHON KOHTPONb; TecT ansa onpegeneHns 6epeMeHHocTn @PAYTECT-
npogeccnoHanbHbIin; TecT Ans onpeaeneHns 6epemeHHocTM PPAYTECT-KOMGOPTHbIA; TecT
ansa onpepenenns 6epemeHHocTU PPAYTECT-yHUKanbHbIA; TeCcT Ans onpefesneHns oByNsaLnm
OPAYTECT-oBynsauus; Habop TecToB ansa onpegeneHnNsa oBy UMM U 6epeMeHHOCTH
OPAYTECT-nnaHnpoBaHue» (fanee - TecTbl) NpefHa3HayeHbl 411 KaUeCTBEHHO0
onpefeneHNs KOJIMYECTBEHHOIO COAePXKaHUA XOPUOHNYECKOro roHafoTponuHa venoseka (XIMY)
N NoTenHN3npytowero ropmoHa (1.H) B o6pasuax mMmouu.

2. O6nacTb NpUMeEHeHUS.
CaMOOLEHOUHbIN TECT.
3. O6wme nokasaHUsA K NPUMEHEHUIO.

TecCTbl UCMNO/b3YOTCA ANA paHHEN AMarHOCTUKM BepeMeHHOCTU M pacyeTa npeanosaraeMon
[aTbl OBY/IALMMN.

4. YcnoBus Ucnonb3oBaHUS.

HenHBa3NBHble 0jHOPA30Bble MEANLMHCKIME YCTPONCTBA /11 CAMOCTOSATE/TbHOW ANArHOCTUKMN B
AOMALLHUMX YC/TOBMAX U KNMHUYECKMX YCNOBUSAX.

5. OCHOBHbIe TeEXHMNYECKME XapaKTepUCTUKN.

TecTbl 415 CaMOAMArHOCTUKWY He ABMIAKTCA CTePU/IbHBIM NMPOSYKTOM 04HOPa30BOro
MCMnonb30BaHWs. TecTbl NPeCTaBAAKT C060l - NO0CkI, KAPTPUMXK M TECT-NOIOCKY, KoTopas
COCTOUT M3 CTEK/AHHBLIX ONTUYECKNX MOJIOCOK C MOHOK/TIOHA/IbHLIMUW @aHTUTE/IlaMU NPOTUB
NIOTENHN3NPYOLWEro ropmoHa (J1IN) nnm xopuoHn4yeckoro roHagotTponuHa (XI),
HUTPOLE//TOI03HOA MeMbpaHbl U3 aHTUTeNa TBEPAOr0 aHTU-MbMMMHOIO MMMYHOT100Y/MH,
YCTPOWCTBA KON/IOMAHOIO 30/10Ta - MOHOK/MOHa/IbHOE aHTUTeNo npotus J1I nnn XIry.

TecTbl He AO/DKHbI UMETb BHELUHUX Aed)eKTOB.

TexHuYeckKne XxapaKTepucTUKN LOMXKHbI COOTBETCTBOBATL MPUIoXKEHUIO 1 K HACTOSALLEMY
LOKYMEHTY.

O6wuin BMA TecTa NpeacTaBneH Ha pucyHkax I, 2. 3.

PucyHok 1

Ul 3

PucyHok 2

-X
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PucyHok 3

3

6. icnonb3yemble MmaTtepuansl.

Vcnonb3yemble MaTepuasibl LO/HKHbI COOTBETCTBOBATL MPUA0XKeHNIO | K HACTOsALLEMY
LOKYMEHTY.

7. MpoTnBONoKasaHus.
OTCyTCTBYIOT.

8. MobouHbIe 3hheKTbI
OTcyTCcTBHIOT.

9. MpuHUKN paboThbl.

TecTbl Ha onpegeneHue 6epemeHHOCTU PPAYTECT ABAAOTCA HE3aBUCUMbIM
UMMYHOMOTMYECKNM YCTPOMNCTBOM, KOTOPOe NpefHasHayeHo 418 KauyeCTBEHHOIO OnpeaesieHNs
XOPUOHMYECKOro roHafoTponnHa vyenoseka (XIMY) B Moye ansa paHHen aMarHOCTUKM
6epeMeHHOCTN, XOPUOHMYECKOT0 FOHag0TponmHa venoBeka (XIMY) npeactaBnsieT co6oi
FIMKONPOTENH FOPMOH, BblpabaTbiBaeMblii pa3BMBatOLLIECA MIaLeHTON BCKOpe nocre
0MnN040TBOPeHMS. Bo BpeMsi HOpMasibHOM 6epeMeHHOCTM XITY MOXET 6bITb 06HAPYXXeH B Moye
B TeyeHue 7 AHel nocne 3a4atusa 1 ygBauBaeTcs Kaxible 2 AHSA. Bo BpeMs NpoXoXKaeHus
nocseHero MeHCTPyasbHOro nepuoga yposeHb XI'Y B Moue coeTaBnsieT npmubnmsmtensHo 100
MME / mn ¢ nukoBbiMM ypoBHsAMK 100 000-200 000 MME / mn B KOHL,E NepBOro TpumeeTpa.
MpueyTteTBue XY BCKOpe nocne 3ayaTua 1 NocnefyroLlee ysennyeHne ero KoHLUeHTpaunum B
Havase recTalMOHHOr0 pocTa AefiaeT ero uaeasibHbIM MapKepPoM A1 paHHen AMarHoeTUKM
6epeMeHHOCTN.

Korga sToT MeTOA UCNOMb3YeTCs, TO NPUMEHSAETCH YHUKaA/IbHOE COHeTaHMe LBETHOM U TBepLOW
(hasbl KOMMO3ULMN MOHOKJ/IOHANILHOTO aHTUTeNa ANsA ceNleKTUBHOMO onpegeneHns Xy s
obpasLie C Ype3BblUaiHO BbICOKOM YyBCTBUTENbHOCTLIO. MeHee ueM uepe3 5 MMHYT XITY MoxeT
6bITb 0OHAPY>XXeH Ha TaKOM HM3KOM YPOBHE, KaK 15TnY / mn.

Kak To/IbKO UCNbITyeMblid 06pa3seL, NPoXoauT vepes cnoi afcopbeHTa MeveHblil KOHblorat
aHTUTeN ¢ KpacuTenem cBAsbIiBaeTca ¢ XY ¢ obpa3oBaHMeM KOMMJEKea aHTUTEN0-aHTUTEH.
JTOT KOMMNJIEKC CBA3bIBAeTCA ¢ aHTUTENaMmn B XIMY nonoXXunTenbHoOM 30He peakuum ( «T» 30Ha) U
NPOM3BOAUT PO30BaTble (PUOMETOBbIE MOAOCLI NPU KOHUeHTpauun XY 6onee yem 15mMnyY M.
Mpu oTcyTeTBUM XIY B 30HE NONOXKMTENLHOIO OTBETA He AOCTYMHAa HN ofHa NNHUA.
HecBsi3aHHbI KOHbIOraT CBSA3bIBAETCS C peareHTamu B KOHTPOJIbHOI 30HE (30HA «C»), B 3TOM
cnyyae, [O/HKHA NOSABUTLCA PO30BATO-/M/10BaAA MONOCKA, KOTOpas 4EMOHCTPUPYET, UTo
peareHTbl QYHKLMWOHUPYIOT A4O/HKHbLIM 06pa3oMm.

TecTbl Ha oBynauuio PPAYTECT aBas0TCA He3aBUCUMbIMU CpeAcTBaMU MMMYHOaHanmsa ans

KayeCcTBEHHOI0 OMpeAeeHNs IIOTEMHN3NPYIOLWEro ropMoHa (J1T) B Mode 451 onpeaeneHns
OBYNSILMMN.
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JioTenHnsnpywownii ropmoH (J1N npeactaBnsieT co60iM rOPMOH rIMKOMPOTENH, KOTOPbIA
BbICBOOOXAaeTCs 6a30MIbHbIMM KNETKaMK MepefHein Ao rmnodusa, 0CHoOBHas PyHKLUNS
3aKJ/1II0YAETCA B CTUMYNALNK OBY/IALNN, BbLUENTEHUN IIOTEMHU3NPYIOLLEr0 ropMoHa. Bee
3[J0POBbI€ XXEHLLVHbI UCMbITLIBAKOT OBY/IALMIO PErYISPHO KaXKAbIA MecsL, Tak UTo CyLlecTByeT
npo6nemMa SOCTUXEHUA KOHTPONSA 6epeEMEHHOCTU NYyTeM MPOrHO3MPOBaHUA OBY/IALUN, OCOOEHHO
[N XKEHLWWH ¢ 6ecnofnemM, KOTOpble HaAeTCs, YTO MCKYCCTBEHHOMY OCEMEHEHUIO B
6nvxanwem 6yayuiem 6yaeT yaenaTbcs 60/blUue BHUMaHUS.

OTOT MeTOoA MCMNONb3yeT YHUKASIbHOE COYETaHME MOHOKJ/TOHA/IbHbIX KPacALLMX KOMMIEKCHbIX
COEAMHEHWI N NONUKIOHANBHbBIX aHTUTeN A8 CeNEeKTUBHOM nageHTudukauum N s
KOHTPO/IbHOM 06pasLe ¢ Ype3BbiHaiHO BbICOKMM YPOBHEM YyBCTBUTE/IbHOCTU. MeHee yem 3a 10
MUHYT MOXKET ObITb OnpeaeneH ypoBeHb J1IT, KOTOPbIA HAX0AUTCSA Ha HU3KOM ypoBHe 25 MME/
M.

Kak TonbKo UCMbITYyeMbIil 06pasel, NpoxXoauMT yepe3 abCcopOeHT YCTPOCTBA MeUeHble aHTUTeNa,
KOHbloraTa cBssbiBatoTcs ¢ JII ¢ o6paszoBaHMEM KOMMIEKCA aHTUTeNo-aHTUreH. B cnyvae
npueyTcTBua JIIT B o6pasLe, Ha CHMTbLLUAEMOI YacTy pe3yibTaToB TecTa NosiBAseTCA
KpacHOBaT0-p030Bas MosiocKa nocpescTBOM MMMYHO/IOTMYECKOro MeTO4a OKpallumBaHus ¢
30/M10TbIM CMeLUMasibHbIM COCTaBOM C aHTuUTenamu JII. C gpyroi cTopoHbI, Nosioca CBET/I0r0
uBeTa Bcerga 6ygeT NoSABAATLCA B KOHTPObHOM 06n1acT. KOHTponbHas NosiockKa sBaseTcs
CCbLUKOW Ha MHTEHCUBHOCTb UBeTa 25 MME /mn /1T, ECM MHTEHCUMBHOCTb TECT-NMOMOCKU paBHa
nnn 60nbLUe, YeM KOHTPO/IbHO /CMPaBOYHOM MOOCkI, TO pe3ybTaT TecTa NONOXUTENbHbIN,
YTO CBUETE/IbETBYET O TOM, UTO BCriecK J1I, BEPOATHO, BCE eLLLe MPOA0/HKAET pacTu.

10. NMoAroTtoBKa K MPUMeHEHUIO.

Mepes HaHeceHMEM MOAFOTOBUTbL KOHTeNHep 415 cbopa Moum.
11. Crnocob NpuMeHeHUA N OLEHKA Pe3y/ibTaTos.

B cooTBeTcTBUM C NpuiokeHnem 2.

12. Mepbl NpefoCTOPOXHOCTH

TecTbl Ha onpefgeneHue 6epemeHHOCTN PPAY TECT:

* He cnepyeT 1cnosib3oBaTh Moc/ie UCTEYEHNSA CPOKA FO4HOCTMU.

* He ncnonb3yiiTe TecT 418 NOBTOPHOr0 TeCTUpOBaHUA. BblGpocuTe TecT nocne 04HOKPaTHOro
NpUMeHeHUs.

* He ncnonb3yiite TecT, ecnm MHAMBUAYa/IbHAsA YNaKoBKa MOBPEXAEHA UM OTKPbITA.

* He npukacaiTecb K naowanm MeMopaHbl.

* Nocne OTKPbLITUSA (PONILIMPOBAHHON 3/1XaKOBKW TECT J0/1KEH 6bITb MCMO/1b30BaH HEMEAEHHO.
[OnnTenbHoe BO3AENCTBME BAAXKHOCTM OKPYXKalOLLEro BO3LyXa MOXeT NPUBECTU K
NOBPEXJEHNIO U3LeNNA.

*BHMMaTE/IbHO NPOYNTANTE NMHCTPYKLUIO NO NPUMEHEHWIO Nepej NPoBeAeHUEM TecTa.

» OKOHYaTe/bHbI pe3ynbTaT AuarHosa He A0/KEH OCHOBbIBATbCS Ha pe3ynbTaTax 0fHOro TecTa,
HO [OJXeH OrpefenaTbCA TONbKO BpayoM Moc/ie OLeHKU BCeX KIIMHUYECKUX N NabopaTopHbIX
nccnefoBaHuii.

Tect Ha oBynauniwo EKAHTEST:

* He npuHnmaTthb nekapcTsa, cogepxXatgme XI unm JIIT, KoTopble MOTYT NOB/NATL Ha pesy/nbTaT
TecTa, KPOMe TOro, BO BpeMsi 6epeMeHHOCTM, MeHONay3bl UM NPY UCMOb30BaHUN
KOHTPaLenTMBOB pe3yNbTaTt He 6yLeT HOPMa/bHbIM.

* He criefyeT UCnosib30BaTh MOC/e UCTEYEHUA CPOKA rOgHOCTH.

* He ncnonb3yiiTe TeCT Ha NOBTOPHO. BbIOpocKMTe TeCT NOC/e O4HOKPATHOIO NPUMeHeHUs.
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* He ncnonb3yiTe TecT, ecnm NHANBUAYaNIbHASA YNaKoBKa NOBPeXAeHa Un OTKPbITa.

» He npukacaiTecb K 06/1aCTV MeEMOpaHbI.

* Mocne oTKPbITUSA POIBIMPOBAHHOK YNAKOBKW TECT AO/KEH ObITb MCMNO/b30BaH HEME/IEHHO.
OnnTenbHoe BO3aeliCTBME BNAXKHOCTU OKPYXatOLLEro BO34yXa MOXET NPUBECTU K
NMOBPEXEHWIO U3LeNuns.

* BHMMaTeNbHO NpounTaliTe MHCTPYKLMIO MO NPMMEHEHUIO Mepes NPoBeLeHNEM TecTa.

» OKOHYaTe/bHbIN pe3ynbTaT AnarHo3a He JO/DKEH OCHOBbIBATLCA Ha pe3yfnbTaTax 04HOro TecTa,
a f0/KeH 6bITb OnpefenieH TOIbKO BPavyoM MOC/Ie OLEHKMN BCeX KIMHUYECKMX U NabopaTopHbIX
nccnefoBaHuii.

13. MapkupoBka.

MapKnpoBka  HaHOCUTbCA  HEMOCPEACTBEHHO  Ha  MHAMBUAyallbHYK0  yNnakoBKYy 1
NoTPebnTeNbCKY. MapKUpoBKY HAHOCAT 06bIM cnoco6oM (NeyvaTbto, TUCHEHMEM, LUTAMMOM),
obecrnevynBaloLL MM ee SPKOCTU, HETKOCTU U YATAEMOCTM.

MapKnpoBKa MHANBUAYAbHOM YNaKOBKMU:

- ycnoBHoe 0603HaueHne «<HCG», «Ovulation»

-TO4eH 0 « 2 ..» uwin «kEXP:....».
MapKu1poBKa NoTPe6UTE/IbCKOM YNaKOBKMU:

HauMeHOBaHWe NPOM3BOAUTENS (M3rOTOBUTENS), HAMMEHOBAHMWE CTPaHbI-U3rOTOBUTENS, afipec;

HaVMeHOBaHWe KOMMaHMn-MMnopTepa/ ynosHOMOYEHHOW OpraHu3auum, agpec;
HanMeHOBaHWe U3aennsa, TOproBas Mapka;

CPOK rofHOCTU U3eNus;

-rofieH fo «<EXP:...»;

- Homep napTum «LOT:...»;

- YKazaHus no yTunusaumn: « He 6pocaTb B KaHaIN3aLNIO»;

- Crnocob xpaHeHUs;

- ornucaHue n3genus;

- LUTPUXOBOW KOA U3genus;

- MHhopMauMIo 0 cepTumnkKaumm (NpU HaAN4UnK);

- PerncTpaumoHHbIA HOMEP.

TpaHcnopTHas MapKUpoBKa:

- HaMMeHOoBaHMe NPon3BoANTeNA (M3roTOBUTENSA), HAMMEHOBAHME CTPaHbI-U3roTOBUTENS, afpec;
- HAMMEHOBaHWe KOMMaHuM-uMnopTepa/ ynosHOMOYEHHOW OpraHusaumnn, agpec;
- HaMMeHOBaHWe N3Jenns, ToproBas Mapka;

- KO/INYeCTBO;

- CPOK Fo4HOCTHU;

- Homep naptum «LOT :...»;

- Crnoco6 xpaHeHus;

- LUTPUXOBOW KOA M3Lenns.

14. YcnoBuAa XpaHeHUs N CPOK FOAHOCTN.
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CpoK rogHocTu 3 roga co fHA NPou3BOACTBA. He Mcrnonb3yiiTe Mo NCTEUYEHMIO CPOKA FOAHOCTH.
XpaHnTb B 3ane4yaTaHHOW yMakoBKe Mpu TemnepaType oT +4°C pgo +30°C B cyxom,
3aLMLLEHHOM OT MPAMbIX CO/THEYHbIX SyYeid U HEAOCTYNMHOM A5 AeTeld MecTe.

15. YcnoBug TpaHCNOPTUPOBaHUA.

TpaHcnopTupyeTcs N06b6IM BUAOM TpaHcnopTa.
TpaHcnopTupyeTca npu Temnepatype ot +4°C go +30°C B CyXOM MecTe.

16. TexHWYecKoe 06CNYy)XNUBaHME U TEKYLL NI PEMOHT.

M3penne oqHOPa30BOE U He HYXAAeTcsl B TEXHUYECKOM 06CNYXUBAHUM U NMPOBEAEHUN TEKYLLUX
PEMOHTOB.

17. FapaHTUliHbIe 0683aTeNbCTBA.
Mpon3BOANTENb He HeceT OTBETCTBEHHOCTWM 3a MOCNeACTBMSA, BbI3BaHHbIE HEMNPaBW/IbHbIM
MCNONb30BaHWEM n3fenus. FapaHTuiHbIe 06513aTeNbCTBA 3 roja.

18. Cnocob6 yTunmsauunn.

3anpelyaeTca cnyckaTb MPOKNagKy B yHWUTa3. VIcnonb3oBaHHbIA TecT cnefyeT yTUAN3MPOBATb
Kak ObITOBOWM Mycop.

19. MpounsBognTenb (U3roTOBUTEND).
AKCWVOM Tesenbwadt ¢rop AuarHoctmka yHA Bbuokemmka m6X, Am AHnnaty 5, 68642
BlopnlitaaT, NepmaHua.

20. Y1no/nHOMOYEHHbIN NpeacTaBuTeslb B Poccum.

OO0 «bOJIEAP», HOp. agpec: 115230, r. MockBa, Kawmpckoe wocce, 4. 12, ctp. 1 dhakT,
agpec: 115201, r. MockBa, Kawupckuii npoesa, a. 13, Ten.: +7(495) 787-92-68, www.bolear.ru.
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ropog NywknHo MockoBCcKoM o6nactn Poccuinickon Pefepanmn.

MepBOro aBrycra fBe TbiCAuuM WecTHaguaroro roga. A, Nyuko SinaHa CypeHoBHa, Bpeme!
NcnosHsLWasa 0683aHHOCTM HoTapuyca MNMyLWKNHCKOro HoTapuanbHoro okpyra Mockosc M
obnactn, MockaneHko rops BUKTopoBuYya, CBUAETENLCTBYIO NOAINHHOCTbL MOAMNUCH,
cfienaHHoi nepesogunkom CeHunuesbiM Apkaavem OferosnyeM B MOeM MPUCYTCTBUN.
JIMYHOCTL ero yctaHoB/EHa.

3apernctpmpoBaHo B peecTpe 3a Ne: 'Y

B3bickaHo no Tapugy: 100 py6. 00 Kon.

Bpuo

Bcero npowHylbBaHoP
NPOHYMepPOBaja U CKPEernIeHT
neyaTbto

11 (ognHHaauaTL)\Nu1cToB

Bpuo HoTapuyca
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l"opqn Mockea
Tompanioro  aeHespn SETLUINKAVA BlaTR

4, Panbko Onecsa BacunibeBHa, HoTapuyc ropoga MockBbl, CBUAETE/bCTBYHO
BEPHOCTb 3TOI KOMUM C NOASIMHHNKOM [JOKyMeHTa. B nocnegHem nogumcTok,

NPUNNCOK, 3a4epKHYTbIX C/IOB W WHbIX HEOrOBOPEHHbIX WCMpaBieHuid wm
KaK1X-M60 0COGEHHOCTEN HeT.

MHot0, MLy, 06paTMBLLEMYCS 38 COBEPLUEHNEM HOTApUaNIbHOTO AeNCTBYS,
pasbsCHEHO, YTO MPU CBUAETENLCTBOBAHUM BEPHOCTW KOMUWN JOKYMEHTa He

NOATBEPXAAETCA 3aKOHHOCTb COAEPXaHWS [0 KyMA”a U COfNEESTTIEE
U3/T0XKEHHbIX BHEM (DAKTOB AE/CTBUTENBHOCTH.

Bcero npoLLHypoBaHo,
NPOHyMepoBa]”™ CKperieHo 1.
neyatbo _ Y'Y JUCT,
HoTapuyc
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GESELLSCHAFr FUR
DIAGNOSTICA UND
BIOCHEMICA mbH

Axiom GmbH - AmJahnpiatzS - 58642 Birstadt/ Germany - Tel.: 06206 / 5011 - Fax: 06206/ 5013 - E-Mail: info@AXIOM-online.net

"Approved"
from AXIOM Gesellschaft fiir Diagnostica
und BiocheiTuca mbH

General Manager

"06” June 2016

ANNEX 2 TO MAINTENANCE DOCUMENTATION

Tests to determine hormones in urine FRAUTEST, versions: Test to determine pregnancy TRAUTEST
express; Test to determine pregnancy FRAUTEST double control; Test to determine pregnancy
FRAUTEST expert; Test to determine pregnancy TRAUTEST comfort; Test to determine pregnancy
TRAUTEST exclusive; Test to determine ovulation TRAUTEST ovulation; Set of tests to determine
ovulation and pregnancy TRAUTEST planning.

Produced by company AXIOM Gesellschaft fur Diagnostica und Biochemica mbH, Am Jahnplatz 5, 68642
Biirstadt, Germany.
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Annex 2 to Maintenance documentation

Test to determine pregnancy FRAUTEST double control

Directions for use.

1 Open the individual package and remove the test device, while holding its colored tip;

2. Immerse the test device vertically into the container with urine so that the tip of the arrow points
toward urine, the level of urine should not exceed the MAX line.

3. Remove the test device from urine in 15 seconds.

4, Place the test device on a flat surface, assess the result after 3-5 minutes, but not later than within 10
minutes.

5. Discard the test device after use.

Assessment of results.

1 ZI' -

f 7 \ a - absorbent cotton

b -testline
a c - control line
C T
11 1 =T Negative result
C T
1} 11~ Positive result

1 1 —r Invalid

Negative result: You are not pregnant, if only one pink line appears in the control region.

Positive result: You are pregnant, if two pink lines appear: the control and test line.

Invalid: The test was carried out incorrectly, if the purple-pink line does not appear in the region of the test
and control line. This happens very rarely. The reason for this may be failure to comply with the instructions,
for instance:

. Insufficient amounfof urine on the absorbent cotton;

. During the test, the test device was held horizontally rather than vertically.

During the test, it is possible to obtain false-positive and false-negative result.

False-positive (there is no pregnancy, but the test shows a positive result). Possible reasons:

. The test was performed during administration of drugs for infertility, containing HCG (Pregnil,
Profasi), or within 10 days after the end of such treatment course;

. Presence of tumors (chorionepithelioma of the uterus or hydatiform mole);

. Incomplete removal of fetal tissue after previous abortion.

False-negative (there is pregnancy, but the test shows a negative result). Possible reasons:

. The test was carried out before the term of positive result obtainment (in particular, this result may be
observed in women with an irregular menstrual cycle);

. Pathology of the kidneys and cardio-vascular system, which prevents urinary excretion of HCG within
normal concentrations;

. Increased fluid intake or administration of diuretics before the test.
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Test to determine pregnancy FRAUTEST expert
Directions for use.

1 Open the individual package and remove the test device.

2. Draw urine out of the container for urine collection using a dropper.

3. Transfer urine to the specimen well using a disposable dropper.

4, Place the test device on a flat surface with its window facing upward, assess the result after 3-5
minutes, but not later than within 10 minutes.

5. Discard the test device after use.

Assessment of results.

a- specimen well
b - test line
AN ¢ - control line

C 7T T
| 1 Negative result

C 7T
1 TTN Positive result
C T

................. Invalid

Negative result: You are not pregnant, if only one pink line appears in the control region.

Positive result: You are pregnant, if two pink lines appear: the control and test line.

Invalid: The test has been carried out incorrectly, if the purple-pink line does not appear in the regiont
test and control line. This happens very rarely. The reason for this may be failure to comply wif
instructions, for instance:

. Insufficient amount of urine on the absorbent cotton;

. During the test, the test device was held horizontally rather than vertically.

During the test, it is possible to obtain false-positive and false-negative result.

False-positive (there is no pregnancy, but the test shows a positive result). Possible reasons:

. The test was performed during administration of drugs for infertility, containing HCG (Hj
Profasi), or within 10 days after the end of such treatment course;

. Presence of tumors (chorionepithelioma of the uterus or hydatiform mole);

. Incomplete removal of fetal tissue after previous abortion. ;
False-negative (there is pregnancy, but the test shows a negative result). Possible reasons:

. The test was carried out before the term of positive result obtainment (in particular, this resultn
observed in women with an irregular menstrual cycle);

. Pathology of the kidneys and cardio-vascular system, which prevents urinary excretion of HCG

normal concentrations;

. Increased fluid intake or administration of diuretics before the test.
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Annex 2 to Maintenance documentation

Test to determine ovulation FRAUTEST ovulation
When the testing should be performed.

In order to determine the day of testing initiation, women  Menstrual cycle Day for test initiation
of reproductive age should deduct 17 days from the

number of days in their menstrual period. Most women gégi Sgﬁ B:;/g
have a regular period that continues for 28 days. In case of o5 days Day 8
irregular period, choose the shortest period for counting. 26 days Day 9
For example, if your period continues for 28 days, testing 27 days Day 10
should be initiated at Day 1l after the start of the period. 28 days Day 11
Use this table to determine the day of testing initiation. gg g:ﬁ Bgz g
In order to determine tlie day of increase in LH production, 3¢ days Day 1
you should carry out urine analysis approximately at the 32 days Day 15
same time every day. Generally, in most women with a 33 days Day 16
regular menstrual period. 5 days of testing is enough. 34 days Day 1/
Two most favorable days occur upon sharp rise in 35 days Day 18

. . 36 days Day 19
production of the hormone needed for ovulation. The 37 gays Day 20
highest probability of pregnancy occurs with sexual 38 days Day 21
relations in favorable days, namely, at the days of
ovulation.
Directions for use.
1 Open the individual package and remove the test device, while holding its colored tip;
2. Immerse the test device vertically into the container with urine attached so that the tip of thearrow
points toward urine, the level of urine should not exceed the MAX line.
3. Remove the test device from urine in 10 seconds and place on a dry flat surface.
4. Wait for colored lines to appear. Depending on LH content in urine, the result can be observedat least

in 40 seconds. However, result confirmation requires full testing time of 10 minutes. Do not interpret the result
after 30 minutes.

5. Discard the test device after use.

Assessment of results.

C fw»l I~ —
7 \ a - absorbent cotton

b -test line
¢ - control line

Negative result

VAX N
' WXL Positive result
I Ux!
Invalid
T'» 7T\
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Negative result: only one purple-pink line appears in the result control region, and the line in the test reg,
absent, or the test line is lighter than the control line. If no increase in luteinizing hormone content is d®
you need to continue daily testing (once a day) until detection of increase in hormone content.

Positive result: two purple-pink lines appear, and the color of the test line is the same or more intense th*
color of the control line. This result indicates the level of LH surge and most probably your ovulation will
within 24-48 hours. The greatest chance to get pregnant occurs with sexual relations during these 2 faq
days. Once you have determined that the LH content is increased, there is no need to continue testing.
Invalid: there are no lines in the control region, the result is that the test has been carried out incorrectly
happens very rarely. Repeat the test procedure with a new test device, while strictly following requiremei
this instruction.

The test is not intended for prevention of pregnancy!
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Set of tests to determine ovulation and pregnancy FRAUTEST planning
Test to determine ovulation
When the testing should be performed.

In order to determine the day of testing initiation, women  Menstrual cycle Day for test initiation
of reproductive age should deduct 17 days from the

number of days in their menstrual period. Most women gégi g:ﬁ ng

have a regular period that continues for 28 days. In case of o days Day 8
irregular period, choose the shortest period for counting. 26 days Day 9

For example, if your period continues for 28 days, testing 27 days Day 10
should be initiated at Day 11 after the start of the period. 28 days Day 11

Use this table to determine the day of testing initiation. gg ggﬁ Bg 11§

In order to determine the day of increase in LH production, 31 days Day 14

you should carry out urine analysis approximately at the 32 days Day 15
same time every day. Generally, in most women with a 33 days Day 16
regular menstrual period, 5 days of testing is enough. 3d days Day 17

Two most favorable days occur upon sharp rise in gg ggﬁ B:; %
production of the hormone needed for ovulation. The 37 gays Day 20
highest probability of pregnancy occurs with sexual 38 days Day 21
relations in favorable days, namely, at the days of

ovulation.

Directions for use.

1 Open the individual package and remove the test device, while holding its colored tip;
2. Immerse the test device vertically into the container with urine attached so that the tip of thearrow
points toward urine, the level of urine should not exceed the MAX line.

3. Remove the test device from urine in 10 seconds and place on a dry flat surface.

d. Wait for colored lines to appear. Depending on LH content in urine, the result can be observedat least

in 40 seconds. However, result confirmation requires full testing time of 10 minutes. Do not interpret the result
after 30 minutes.

5. Discard the test device after use.

Assessment of results.

VYT p—
~

a - absorbent cotton

b -test line
¢ - control line

Negative result
rooN 17 9
|
1 Positive result
NN i .
Invalid
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. The test was performed during administration of drugs for infertility, containing HCG (Pregnil,
Profasi), or within 10 days after the end of such treatment course;

. Presence of tumors (chorionepithelioma of the uterus or hydatiform mole);

. Incomplete removal of fetal tissue after previous abortion.

False-negative (there is pregnancy, but the test shows a negative result). Possible reasons:

. The test was carried out before the term of positive result obtainment (in particular, this result may be
observed in women with an irregular menstrual cycle);

. Pathology of the kidneys and cardio-vascular system, which prevents urinary excretion of HCG within
normal concentrations;

. Increased fluid intake or administration of diuretics before the test.
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Urkundenrolle-Nr. 138/2016 vom 13.07.2016

Unterschriftsbeglaubigung:

Vorstehende, vor mir vollzogene Namensunterschrift des

Herrn
Wolfgang Hypko, Kaufmann
geb. am 03.09.1943
wohnhaft Am Jahnplatz 5
68642 Burstadt

wird hiermit beglaubigt.
Der Erschienene ist dem Notar von Person bekannt.

/ hereby certify the above signature of Woifgang Hypko, residing at Am Jahnpiatz 5 68642 Birstadt,
born on 09.03.1943, personally known to me.

Der beglaubigende Notar bescheinigt, auf Grund Registereinsicht im elektronischen Registerportal am
13.07.2016 des Registergerichts in Darmstadt, dass Herr Wolfgang Hypko
einzelvertretungsberechtigter Geschéftsfiihrer der Axiom Gesellschaft fur Diagnostica und
Biochemica mbH ist.

| hereby certify too that, according to the Companies’ Register which | have inspected on July 13
2016:
 In the Companies' Register of the Local court of Darmstadt the Axiom Gesellschaft fir
Diagnostica und Biochemica mbH with its headquarters located in Birstadt is registered under
registration number HRB 61822

« In the Companies' Register, the above mentioned Wolfgang Hypko is registered as director.
» According to the register; he has the power to represent the company individually and he is
not bound by the restrictions of article 181 BGB (German Civil Code), which limits a

representative's power to enter into contracts with himself or with himself representing also a
third party at the same time.

Die Frage nach einer Vorbefassung im Sinne des § 3 Abs. 1 Ziffer 7 BeurkG wurde nach Erdrterung
der Bedeutung und des Tatbestandes einer Vorbefassung mit dem Notar von dem Erschienenen
verneint, (no conflict of interests)

x"eppenheim, 13.Juli 201WJu/y 13* 2016)

Notar
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MpunoXxeHne 2 K oNepaTUBHOW JOKYMeHTaLuK

AKCNOM
FE3ENMBWA®T ®HOP ANATHOCTUKA YHA BUOKEMUMKA mM6X

Akcnmom T'mbx - Am Annnaty 5- 68642 bropwTaaTe/ MepmaHns -
Ten.:06206/6011 - dakc: 06206/6013 - E-mail: info@AXIOM-onlaine.net

«YTBEPXAEHO»
AKCWNOM Te3enbliadt grop

[dvarHocTtuka yHa brnokemnka m6X
AKC/OM

ME3ENBWADPT oHOP AJNATHOCTUKA YHA BEMOKEMWKA MBX
AM AHMNATUS

68642 bropwTaar

www.axiom-solutions.de

/nognuce/ BonbraHr Xvnko

[NaBHbI MeHexKep
«06» UoHa 2016

OMNMEPATUBHAA AOKYMEHTALINN

TecTbl AnA onpegeneHNa ropMmoHoB B Mmoye ®PAYTECT, BapuaHThbl:
JKcnpecc-TecT Ana onpegeneHnsa epemeHHocTn PPAYTECT,; TecT ans
onpegeneHnsa epemeHHocTM PPAYTECT-ABONHON KOHTPONbL; TecT Ans
onpegeneHnsa 6epemeHHocTn PPAYTECT-npodgeccnoHanbHbln; TecT Ang
onpegeneHnsa 6epemeHHocT PPAYTECT-KOMMDOPTHLIN; TecT ans
onpegeneHnsa 6epemeHHoCcTM ®PAYTECT-yHUKanbHbI; TecT gns
onpegeneHnsa osynaumn @PAYTECT-oBynaumsa; Habop TectoB ans
onpegeneHnsa osynaunn n éepemeHHoctn PPAYTECT-nnaHMpoBaHMe.

MpounssegeHo komnaHneit AKCUIOM T esenbliadT drop AnarHoctnka yHj,
Brnokemmnka m6X, Am AHnnaty 5, 68642 bropwTagT, NepmaHus.
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TecT gna onpegeneHus 6epemeHHocTn PPAYTECT akcnpecc

Cnocob npumeHeHuUs.

L BckpoliTe MHAMBUAYaNbHYO YNaKOBKY U U3BEKUTE TECT, AEePXKa ero 3a OKPaLLeHHbIA KOHeL;

2. Morpy3nTe TeCT BEPTUKaNLHO B EMKOCTb C MOYOM, YTOObI KOHEL, CTPE/IKMN YKa3blBan B
HanpasfeHNUN MOYK, YPOBEHb MOYU He JO/MKeH NpesBbiwaTh MMHUI0 MAX.

3. BbIHbTe TecT Yepe3 15 CeKyHZ 13 MOUMN.

4. [MoNoXunTe TeCT Ha FOPU3OHTASIbHYIO MOBEPXHOCTb, Yepe3 3-5 MUHYT OLEHUTE pe3ynbTar, HO He
nosgHee yem yepes 10 MUHYT.

5. Mocne ncnonb30BaHUA BbIKUHLTE B YPHY.

OugeHKa pe3ynbTaToB.
i Miti mrt TT

a - norsouatollas Barta

6 - TecTtoBas NMMHUA
6 B - KOHTPO/IbHAsA NUHWS

C T

11 1-—T OTpULATENbHbIN pe3ynbTaT
c T

11 11 Mono>XKNTeNbHbI pesynbTaT
c T

1 1 TZf OLMBOYHBIA

OTpuuUaTeNbHbIA pe3ynbTaT: Bbl He GepeMeHHbl, eCcnv 06pasyeTcsl TOMbKO OflHA PO30Basi MOMOCKA B
KOHTPO/bHOW 06nacTu.

MoNo>KMTeNbHbI pe3ynbTaT: Bbl GepeMeHHbI, ecny 06pa3yeTcs fBe PO30Bble IMHWUM; KOHTPO/IbHAs W
TecToBas.

OwnbouHbIiA: TecT BbINOSHEH HenpaBuIbHO. ECAM HET MypnypHO-pPO30BOI NOMOCHI B 30HE TECTOBOW U
KOHTPOJIbHOW MOMIOCbl. 3TO Ciy4vaeTca KpaiiHe pefko. MPUUMHON 3TOro MoxeT ObiTb HecobntoAeHue
WHCTPYKUWK, HanpumMep:

. HepocTaTouyHOe KONMYECTBO MOYM Ha MOr/OLLaloLLeil BaTe;

. Mpu uccnefoBaHNMM TECT AEPXKAICS TOPU3OHTA/IBHO, a HE BEPTUKA/IBHO.

Mpu npoBefeHNN TecTUpPOBaHUA BO3MOXHO nosy4yeHune NOXKHOMONOXUTENbHOIO n
NOXHOOTPULLATE/ILHOTO pe3y nbTara.

J10>KHONONO>KN T ENbHbI (6epeMeHHOCTI/I HET, a TecT MOKa3blBaeT MONOXUTENbHbIN pesyanaT).
B03MOXHble NPUYKHBL:

. MpoBedeHne TecTa BO BPeMs npuemMa npenapatoB oT 6ecnnogus, cogepxawmnx XY (nperHun,
npodpasn) um B TedeHme 10 gHei nocne 3aBepLUeHNs AaHHOT0 Kypca fieveHus;

. Hannuve onyxonei (XOpMOH3NUTENNOMa MaTKM U My3bIPHbIA 3aHOC);

. He nonHoe ynaneHne amb6pmoHaibHOM TKaHU MOC/e NpeALwecTByoLero abopTa.

No>kKHoOTpULaTeNbHbIA  (6EPEMEHHOCTb  €CTb, a TECT TMOKas3blBaeT OTpuLATE/bHbI pe3y/bTaT).
BO3MOXHbI€ NPUYUHBI:

. TecT nNpoBeAeH paHblue MOMOXUTENBHOTO CpoKa (0COOGEHHO TaKoW pesynbTaT  MOXeT
Hab0aTbCs Y XKEHLUNH C HEPEryNsApHbIM MEHCTPYaibHbIM LMK/IOM);
. MaTonoruns noyvek 1 cepgedHo - CoCyAuUCTOM CUCTEMbI, KOTopas NPensTcTBYeT BblgeneHnio Xy

C MOYOIi B HOPMaSIbHOI KOHLEHTpaLum;
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. Bonblioe nNoOTpeGreHWe >KUAKOCTM WAM  MOYETOHHbIX MNpenapaTtoB Mepes MPOBEAEHUEM
TECTMPOBaHMS.

TecT gns onpegeneHns 6epemeHHocTn PPAYTECT ABOWHON KOHTPO/b

Cnocob NpuMMeHeHus.

1 BckpoliTe MHAMBUAYaNbHYIO YNaKOBKY U M3BNIEKUTE TECT, AEp>Ka ero 3a OKpalleHHbI KOHeL;

2. Morpy3uTe TeCT BEPTUKAILHO B EMKOCTb C MOYOi, YTOObI KOHEL, CTPENKU yKa3sbiBas B
Hanpas/eHNN MOYN, YPOBEHb MOYWN HE AO/DKEH NpeBbIwaTh AMHnuio MAX.

3. BbIHbTe TecT yepes 15 CeKyH[ 13 Mouun.

4. [MonoXuTe TeCT Ha TOPU3OHTASIbHYIO MOBEPXHOCTb, Yepe3 3-5 MUHYT OLEHUTE Pe3ysbTar, HO He
nosgHee yem 4yepes 10 MUHYT.

5. [Mocne ncnonbL30BaHUA BbIKUHLTE B YPHY.

OueHKa pesynbTaTos.

a - nornolatollas Bata

6 - TecToBas NMHUSA
B - KOHTPO/IbHAA IMHWS

C T

1! 1—7 OTpuuaTenbHblid pesynbTaT
C T

11 11 = MoNo>KNTeNbHbI pe3ynbTaT
C T

1 1—7 OLWNGOYHbIi

OTpuuaTensHblid pe3ynbTaT: Bbl He 6epeMeHHbl, ecn 06pas3yeTcsa TONbKO OAHA pO30Bas NOMOCKa B
KOHTPOJIbHOM 06n1acTu.

MoNo>KMTeENbHbIA pe3ynbTaT: Bbl 6epemMeHHbl, e 06pa3yeTcs ABE PO30Bble SIMHUM: KOHTPOJbHAs W
TecToBas.

OLWKnBOYHbIA: TecT BbIMOMHEH HenpaswuibHO. Ecny HET nypnypHO-pO30BOi NONOCHI B 30HE TECTOBOW U
KOHTPOJIbHOW MO/MIOChbl. 3TO CyvaeTca KpaiHe pefko. MPpUUMHON 3TOr0 MOXET OblTb HecobntofeHue
WHCTPYKLUK, Hanpumep:

. HepocTaTouHOe KOMMYECTBO MOYM Ha MOroLLatoLLeid Bate;

. Mpw nccnefoBaHMM TECT AEPXKaNCa rOPU3OHTA/IbHO, & He BEPTUKA/LHO.

Mpwn npoBegeHnn TecTnpoBaHuA BO3MOXXHO nonyyeHune NTOXXHOMOJT0XXNTENNIbHOT 0 n
NTOXXHOOTPULATENbHOI0 pesynbTara.

JT0>KHONONOXKUTENbHbIA  (6EPEMEHHOCTVM HET, a TecT MOKa3biBaeT MONOXKUTENbHbIA pe3ynbTar).
B03MOXHble MPUYNHbI:

. MpoBefdeHWe TecTa BO BPeMsi NMpuMemMa npenapaToB OT 6ecnnogus, cogepxawmx XY (nperHun,
npodhasn) unm B TedeHne 10 AHel nocne 3aBepLUeHns JaHHOro Kypca fleueHuns;

. Hanunuune onyxonei (XOproH3aNMTeIMOMa MaTKN UKW NY3bIPHbIA 3aHOC);

. He noniHoe yaaneHne sm6proHabHOI TKaHW Noc/ie npejLecTBytoLLero abopTa.

No>kHooTpuuaTenbHbli  (6epeMeHHOCTL €CTb, @ TECT MOKa3blBaeT OTpuULaTeNlbHbIA  pe3ynbTar).
B0O3MOXHbIe MpUYUHBLI:
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. TecT npoBefeH paHblle MOMOXWTENbHOTO CPOKa (0COGEHHO TaKoW pe3y/sbTaT  MOXeT
HabMIAATHCS Y XKEHLLMH C HEPEryNsPHbIM MEHCTPYasbHbIM LIMKIOM);

. MMaTonorns No4YeK 1 CepaeyvyHo - COCYANCTON CUCTEMbI, KOTOpas MpenaTcTBYeT BblgeneHnto Xy
C MOYOIA B HOPMaNbHOW KOHLIEHTpaLuu;
BonbLuoe noTpebaeHme XXUAKOCTU AN MOYErOHHbIX MpenaparToB nepes nposefeHUeM TeCTUPOBaHUS.

TecT gns onpegeneHuns 6epemeHHoctn PPAYTECT npodeccnoHanbHbli

Cnocob npuMeHeHus.

L BckpoliTe MHAWBMAYANTbHYHO YAKOBKY U U3BEKMTE TECT.

2. HabepuTe MoYy NUMETKON 13 EMKOCTU Anisi cO0pa MOuK.

3. HaHecnTe mMouy B lyHKY Ans Npo6bl 04HOPAa30BOW NUMETKONA.

4. [MonoXuTe TeCT OKOLUKOM BBEPX Ha FOPU30OHTa/IbHYIO MOBEPXHOCTb, Yepe3 3-5 MUHYT OLeHUTE
pe3ynbTar, HO He no3gHee yeM yepe3 10 MUHYT.

5. Mocne ncnonb3oBaHUA BbIKUHLTE B YPHY.

OueHKa pe3ynbTaTos.

a - NyHKa gna npoobl
6 - TecToBas IMHUA
B - KOHTPO/IbHAA UHUSA

1—r OTpuuaTenbHbIli pesyibTaT
C =T
11 11 N Mono>KNTenbHbIN pesynbTaT
C T
1 1—r OLMGOYHbIN

OTpuuaTenbHblil pe3ynbTaT: Bbl He GepemMeHHbl, ecim 06pa3yeTcs TOMbKO OfHa PO30Bas MO/OCKa B
KOHTPONbHOW 06/1acTu.

Mono>KNTenbHbIA pe3ynbTaT: Bbl 6epeMeHHbl, ecim 06pa3yeTcs ABe PO30BblE /IMHWUU: KOHTPONbHAS U
TecToBas.

OLWNGOYHBIA: TeCT BbINOMHEH HenpaBUIbHO. ECAM HET NypnypHO-pPO30BOI NOMOCHI B 30HE TECTOBOW W
KOHTPONIbHOW MOMOChl. JTO ClyyaeTcs KpaiiHe pefko. MpUUMHOI 3TOro MOXeT 6blTb HecoG/oAeHMEe
VHCTPYKLMW, Hanpumep;

. HegocTaTouyHoe KONMYECTBO MOYM Ha NOroLatoLLeli BaTe;

. Mpu nccnefoBaHNUM TECT AepXKancsa rOPU30OHTaNIbHO, a He BEPTUKabHO.

Mpwn MPOBeEHNN  TECTUPOBaHUS BO3MOXHO noslyyeHWe  NIOXKHOMOMOXKMTENbHOIO "
NOXHOOTPMLATENILHOTO Pe3y/bTarta.

J10>KHONONO>KUTENbHBIA  (6EPEMEHHOCTM HET, a TecT MOKa3blBaeT MOMOXMUTENbHbIA pe3ynbTar).
B0O3MOXHbIE NPUYNHBI:

. MpoBeaeHWe TecTa BO Bpems npuema npenapatos oT 6ecnnogus, cofepxawmx XY (nperHmn,
npodasun) nnm B TeyeHue 10 fHel noc/e 3aBepLUeHNs JaHHOTO Kypca ledeHus;

. Hannuune onyxonei (XOproH3aNUTeIMOMa MaTKM UK My3bIPHbIA 3aHOC);

. He nonHoe yaaneHne sM6pnoHanbHOM TKaHW nocse npegLiecTByoLLero abopra.
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Nlo>kHooTpuuaTenbHbll  (BepeMeHHOCTL  eCTb, a TecT [MOoKasblBaeT OTpULaTe/IbHbIA  pe3ynbTar).
B0O3MOXHble NPUYNHBI:

. TecT npoBefeH paHblUe TMOJMIOXKUTENbHOTO CpoKa (OCOGEHHO TaKo pesynbTaT  MOXeT
HabNMoAaTbCA Y XKEHLWMH C HEPEryNApPHbIM MEHCTPYabHbIM LMK/IOM);

. MaTonorna noyvek m cepaeyvHo - COCYAUCTON CUCTEMbI, KOTOpas NPensTcTByeT BbigeneHno Xy
C MOUYOli B HOPMa/IbHOM KOHLEHTpaLuu;

. bonblwoe noTpebneHne SKUAKOCTM WAM  MOYErOHHbIX MpenapaToB nepes MNPOBEAEHMEM
TeCTUpPOBaHUS.

TecT gnsa onpegeneHns 6epemeHHocT PPAYTECT KOMMOPTHbIi

Cnocob npumMeHeHus.

1 BckpoliTe MHAMBMAYaNbHYHO YNAKOBKY W N3B/IEKMTE TeCT.

2. CHMMUTE KOMMayoK.

3. TecT cnefyeT fepXaTb BMNUTbIBAKLMM KOHLOM BHU3. [MOACTaBbTE BMMUTLIBAIOLMUIA KOHEL, MOf
CTPYIO MOUM, NOKa OH MO/IHOCTbLIO He HAMOKHET

4. [MonoXuTe TeCT OKOLUKOM BBEPX Ha rOPU30HTA/IbHYHO NOBEPXHOCTb, Yepe3 3-5 MUHYT OueHuTe
pes3ynbTaT, HO He no3fHee yem yepe3 10 MUHYT.

5. OfeHbTe Konnayok.

6. Mocne ncnonb3oBaHms Bb[KWHbTE B YpHY.

OueHKa pe3ynbTaTos.

a - Konna4vok
6 - BNUTbIBAKOLW NI KOHEL]
B - TecToBasi MHUA

a 6 I - KOHTPOJIbHaA INHNA

l —
1 11 — N MONOXXUTEeNbHbI pesynbTaT

lC.‘[ r OTpuuaTenbHbli pesynbTaT

T

1 1~ r OLWN6OYHBI

OTpuuaTenbHblii pe3ynbTaT: Bbl He 6epeMeHHbI, ecnn 06pasyeTcsi TONbKO OfHa po30Basi MooCKa B
KOHTPO/bHOM 061acTw.

Mono>KNTeNbHbIA pe3ynbTaT: Bbl 6epeMeHHbl, ecim 06pasyeTcs ABe PO30Bble NIMHUW: KOHTPOMbHAsA W
TecToBas.

OLWWMN6OYHBIA: TecT BbINO/HEH HENpPaBUIbHO. ECAM HET MyprnypHO-PO30BOI MOMOCHI B 30HE TECTOBOM W
KOHTPO/IbHOV Monockl. 3TO ClyyaeTcs KpaiiHe peako. MpUYMHONA 3TOro MOXeT 6biTb HecobnogeHne
VHCTPYKLMW, HanpumMep:

. HegocTaToyHoe KOIMYECTBO MOYM Ha MOT/OLatoLLeli BaTe;

. Mpy UccneaoBaHNmM TECT AEPXKANCs rOPU30OHTaNIbHO, a He BEPTUKAbHO.

Mpu  NpoBeAeHUM  TECTUPOBAHWS BO3MOXXHO MonyyeHWe  JIOXKHOMOOXMUTENLHOIO "
NOXHOOTPULATENBHOTO pesy nbTata.
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J1o>KHONONOXKUTENbHbIA  (6EPEMEHHOCTM HET, a TeCT MOKa3blBaeT MONOXKUTENbHbLIA pe3ynbTar).
B0O3MOXHbIE NPUYUHBI:

. MpoBefeHue TecTa BO BPems npuemMa npenaparos oT becnnogus, cogepxawmx XY (nperHun,
npogasun) nnm B TedeHne 10 AHeil nocne 3aBepLUeHUs JaHHOMO Kypca fleveHus;

. Hannuve onyxoneli (XOpUOH3NUTEMOMA MaTKU UK My3bIPHbIA 3aHOC);

. He nonHoe yaaneHme sM6pnoHanbHON TKaHW MOC/e NpeaLwecTBytoLLero abopTa.

JTo>KHOOTpULATENbHbIA  (6EpeMEHHOCTb  €CTb, a TeCT TOKas3blBaeT OTPULATENbHbLIA pe3ynbTar).
BO3MOXHbIE MPUYMHBI:

. TecT npoBefeH paHblUe MOMOXUTENBLHOTO CpoKa (0COOEHHO TakoW pe3ynbTaT  MOXET
Hab/1l04aThCs Y XEHLUUH C HEPErynsapHbIM MEHCTPYa/IbHbIM LUK/IOM);

. MaTonorns Mo4YeK u CepAeyHo - COCYAMCTON CMCTEMbI, KOTOpas NPensaTcTBYeT BblaeneHuto XY
C MOYOIA B HOPMaJIbHOW KOHLIEHTpauuu;

. bonbwoe noTpebneHne >KMAKOCTU WM MOYEroHHbIX MpenapaTtoB nepes MPOBeAEHMEM
TECTUPOBAHMA.

TecT gna onpegeneHns 6epemeHHOCTM TKANTEBT yHUKanbHbIN

Cnocob NpuMeHeHNS.

1 BckpoiiTe MHAMBUAYaNbHYIO YNAaKOBKY W U3BMEKUTE TeCT.

2. CHUMUTE KO/Ma4oK.

3. TecT cnefyeTt AepXXaTb BNUTbIBAKOWMM KOHLOM BHM3. [loAcTaBbTe BMMTbIBAOWMIA KOHEL, MOf
CTPYO MOYK, MOKa OH MO/IHOCTbIO HE HAMOKHET

4, MMoNoXXnTe TECT OKOLLKOM BBEPX Ha FOPU3OHTa/IbHYI0 MOBEPXHOCTb, Yepe3 3-5 MUHYT OLeHMTe
pesynbTaT, HO He Mo3gHee Yem depe3 10 MUHYT.

5. OfeHbTe KOMMaYok.

6. lMocne MCNoNb30BaHUS BbIKUHLTE B YPHY.

OueHKa pe3ynbLTaTos.

a - Ko/InayoK
0 - BNUTbIBAKOLLNIA KOHeL,
B - TecToBas JIMHUSA

I - KOHTpPOJIbHasA NNHUA

DI/I R OTpuyaTeNbHbI pesynbTaT

T
(SI_ILU MoNno>KUTENbHbIA pe3ynbTaT
T
1 OLWNB0YHBI

OTpuuaTenbHblii pesynbTaT: Bbl He 6epeMeHHbl, ecin 06pa3yeTcs TOMbKO Of4Ha Po30Basi Mofocka B
KOHTPO/bHOI 06nacTu.

MoNo>KNTeNbHbIA pesynbTaT: Bbl 6epeMeHHbl, eciu 06pasyeTcs ABE PO30Bble NMHWUMN: KOHTPO/bHAs U
TecToBas.

Owwn60oYHbIN: TecT BbINOAHEH HENPaBU/bHO. Ecnn HeT MypnypHO-pO30BOM MOMOCLI B 30HE TECTOBOW U

KOHTPO/NbHOM MNOMOCbl. OTO CAy4aeTcs KpaiHe peako. MpUUMHO 3TOF0 MOXeT ObiTb HecobngeHue
WHCTPYKUMN, Hanpumep:
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at

. HefocTaTouHOe KOMMUYECTBO MOUM Ha Nor/oulatolLeli BaTe;
. Mpu nccnegoBaHUM TECT AEPXKaICS FTOPU3OHTANbHO, a HE BEPTUKAIbHO.

Mpn MpOBeAeHNUN  TeCTUPOBaHWA BO3MOXHO Mosy4YeHNe  NOXKHOMOMOXKUTENBHOTO "
NOXHOOTPULLATENILHOTO pesy nbTata.

JT0>KHOMONOXKNTENbHbIA  (6EPEMEHHOCTM HET, a TecT TMoKasblBaeT MOMOXKNTENbHbIV pe3ynbTar).
B03MOXHble NPUYMHBI:

. MpoBefeHMe TecTa BO Bpems Nnpuvema npenaparoB oT 6ecnnogus, cogepxawmx Xy (nperHun,
npoasu) nnm B TeueHue 10 gHeli Nocne 3aBePLUEHUS JAHHOTO Kypca JIeUeHNS;

. Hanuumne onyxoneid (XOPUOHINUTENNOMA MaTKN UK NY3bIPHbIA 3aHOC);

. He nonHoe yfaneHvne aM6pMoHaibHON TKaHK nocie NpeaLwecTByOLWEro abopra.

No>KHOOTpULUATENbHbIE  (6epeMeHHOCTb €CTb, a TecT MOKa3blBaeT OTPULATENbHbI pe3ynbTar).
B0O3MOXHble MPUYMHBI:

. TecT npoBefeH paHblle MOMOXWTENBHOMO Ccpoka (OCOGEHHO TakOl pesynbTaT MOXeT
HabM04aTbCA Y XKEHLMH C HEPErYNAPHbIM MEHCTPYa/IbHbIM LIUKIOM);

. MaTonorna NoyYeK u cepaeyHo - COCYANCTOM CUCTEMBI, KOTOpas NPenaTCTBYeT BblgeneHnto XY
C MOYOIi B HOPMasnbHOI KOHLEHTpaLWK;

. Bonbwoe noTpebneHve XXULKOCTW WAM  MOYErOHHbIX MPENapaTtoB nNepes MPOBeAeHMEM
TeCTUpOoBaHMS.

TecT gna onpefeneHnsa osynauun @PAYTECT oBynauyua

Korpga cneayeT NpoBoAuTb TECTUPOBAHME.

YKeHLMHaM  PenpoyKTMBHOTO Bo3pacTa A1 Toro, MeHCTpyasibHbIii Bpemsa Havana TecTta
yToGbl  OMpPeAenUTb [eHb Hadyana TecTupoBaHus, UWKN

HEOBXOAMMO OT YMCAa AHEl MECAYHOrO LMKNa OTHSTh — 21-22 AHeid 6-1 perb

17 aHei. Y BONbLIMHCTBA KEHWNH LMK NOCTOSHeH u 29724 AHEN - figHb
npogomkaetcss 28 pfHeil. B cnyvae HeMmoOCTOSIHHOMO 52 '”':2; g; Ag::

UMKNa BbloepUTe AN oTCcYyeTa Hambonee KOPOTKUIA 27 ﬂHeﬁ 10-17'?,qu|:

LK. 5 28 aHei 11-11 AeHb

K npuvepy, ecnu Baw uukn aavtea 28 fHel, TO 29 pyeid 12-ii fieHb
TECTUPOBaHME HEObXoANMO HayaTb Ha 11-bid AeHb 30 gHeid 13-if AeHb

nocne Havana uukna. [nd onpegeneHus AHA Hadvana 31 AeHb 14-in peHb
TeCTUPOBaHMSA UCNONb3YIATE AaHHYIO Tabnuuy. 32 pHeit 15-ii feHb

Ons Toro, u4Ttobbl OMPeAenUTb feHb MoBbileHUs 33 AHA 16-ii fieHb
cojepxaHns ropmoHa JII, Heo6XoAMMO NpoBOANTL 34 AHA 17-7 perb

aHAM3 MOUN EXEAHEBHOTO, MPUMEPHO B OAHO U Toxe o0 AHEN 18-i1 fexib

BpemA. O6bIMHO Yy  OONbLUMHCTBA  KEHWMUH C gg ﬁ:g; 2183 ﬂg::
MOCTOAHHLIM ~ MECAYHBIM  LMKNOM  OCTATOYHO MATU g Hei 21- neHb

[Hel TeCTMpPOBaHNS.

[Ba Hambonee 61aronpuATHbLIX AHA HacTynawT ¢

MOMEHTa PEe3KOro MOBbILEHNUS COAepPXaHUs ropmMoHa

OBYNALUMN. Han6onee BbICOKas! BEPOSITHOCTb

6epeMEHHOCTM UMEeEeT MECTO MPY NOMOBLIX OTHOLLIEHWAX

B 6/1aronNpuATHbIE JHW, @ UIMEHHO, B AHW OBY/IALMN.

Cnocob NpUMeHeHMS.

1 BckpoiiTe nHAMBUAYANbHYIO YNAaKOBKY U U3B/IEKUTE TECT, JepXKa ero 3a OKpalleHHbI KoHeL,;
2. MorpysnTe TecT BepPTMKaNbHO B nNpuiaraeMytd EMKOCTb C MOYOM, 4YTOOblI KOHEL, CTpesku
yKasblBajl B HanpaB/ieHNM MOYM, YPOBEHb MOUM He AO/HKEH NpeBbIWaTh MMHUI0 MAX.

3. BbIHbTe TecT Yepe3 10 CeKyH[ U3 MOUM U MONOXKUTE HA TOPU3OHTANIbHYIO CYXYHO MOBEPXHOCTb.
4. JoxanTtecb MosBNEHWS OKpalleHHbIX NUHWIA. B 3aBucumocTn OT cofepxkaHus JIIT B ob6pasue

MOUM pe3ynbTaT MOXeT HabnaaTbCs Kak MUHUMYM uepe3 40 cekyHa. OAHaKo, A4/ MOATBEPXKAEHNS
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pesynbTata TpebyeTca NosHOe Bpems TecTupoBaHus 10 MWHYT. He WHTepnpeTupyiTe pesynbTar Mo
ncreveHmo 30 MUHYT.

5. Mocne ncnonb30BaHMA BbIKUHLTE B YPHY.

OueHKa pesynbTarTos.

n A4

; a - nornoujatollas Bata

6 -TecToBasd NMNMHUS
B - KOHTPO/bHAsA NMNHWS

I - wnu» I -T
| o 1'3arir OTpTlaTensHbliipesynbTaT
TXETIT

MoNo>KNTeNbHbIN pe3ynbTaT

OLWNB0YHBIN

OTpuuaTenbHbIi pesynbTaT: NOABASETCA TOMbKO OAHA MYPrNypHO-PO30Bas /IMHUS B KOHTPO/IbHOM 30HE
pe3y/bTaToB, a MO/I0CKa HA TECTOBOM Y4YacTKe OTCYTCTBYET, WM TECTOBas JIMHUS CBET/IEE KOHTPO/bHOIA
NUHMKU. Ecnun noBbllIeHWe TOPMOHA OBYNAUMM He 06HapyXXeHO, HeO6XOAMMO MPOLOMXKATb eXeAHEBHOE
TecTupoBaHue (pa3 B fleHb) A0 06HapyXeHWs NOBbLILLIEHUA COAEePXaHUA rOpMOHa.

Mono>KNTeNbHbI pe3ynbTaT: MOABAAETCA ABe MypPnypHO-pPO30Bble SIMHUWM, & LBET TecTOBOM JNHWK
TakoW e uin 60nee UHTEHCMBHasA, YeM KOHTPO/bHasA. TOT pe3ynbTaT yKasbiBaeT Ha YPOBEHb BCMiecka
NI v BeposATHelA Bcero oBynAUMs y Bac HauHeTcs B TeueHue 24-48 vacoB. HambGonbluas BEPOATHOCTb
3abepemeHeTb UMEET MeCTO MpW NOMOBbIX OTHOLUEHWAX MMEHHO B 3TW 2 6/1aronpuaTHbIX AHA. locne
TOro, Kak Bbl onpegenunu, 4to Sl NoBbILLEH, Y)Ke HET HE0OX04MMOCTM NPOAO/IKATb TECTUPOBAHME.
OWmnBOYHBIN: MOMOCKM HA KOHTPO/IbHOM Yy4acTKe OTCYTCTBYHOT, Pe3y/ibTaT TECT BbIMO/HEH HEMPaBUIILHO.

370 cnyyaeTcs KpaiiHe pefko. MOBTOpUTE TeCT C HOBbIM TECTOM, CTPOro MpUAEpXMBasich TpeboBaHWiA
HaCTOsILLEN MHCTPYKLUN.

TecT He NpefHa3HayeH ANs NpeaoTBpalieHns 6epeMeHHOCTM!
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Hab6op TecTtoB ANnd onpegeneHna opynauun n 6epemeHHocth PKANTEST nnaHupoBaHue
TecT 4nsa onpefeneHns oBynaLumn
Korpga cnefyeTt npoBOAMTbL TECTUPOBAHUE.

YKeHLMHaM  penpoiyKTWBHOrO BO3pacTa Ans Toro, MeHCTpyasbHblii Bpems Havana TecTa
uyTo6bl OMpeaenvTb [AeHb Hayana TecTupoBaHus, UWKI

HEOBXOAMMO OT YMCNA AHEN MECSIMHOrO LMKNa OTHATh  21-22 AHeid 6-1 fieHb
17 AHeid. Y 60MbLINHCTBA XKEHLMH LKA NOCTOSAHEH W 52'24 AHEN ;"ﬂ AEHb
NpoAOMKaeTeA 28 AHell. B cnydae HemocToswHoro 2 'ﬂ':gg 9'; '”'g::
UMKna BblbepuTe AN oTcyeTa Hambonee KOPOTKWUIA 27 ﬁHeﬁ 10-17'|q,qub
LK. 28 fiHeit 11-i% feHb

K npumepy, ecnn Baw uukn pgautes 28 [HeiRd, T0 og [Hei 12-if AeHb

TECTMPOBaHME He0o6X0AMMO HayaTb Ha 1l1-blil fgeHb 30 [Hei 13-/ feHb

nocsie Havyana uukna. Ans onpegeneHuss OHA Hadana 31 AeHb 14-i geHb
TECTUPOBAHUA UCMNONb3YNTe faHHY0 Tabnuuy. 32 [iHel 15-i4 neHb

[ns Toro, uTo6bl OMpefennTb [eHb MoBbieHna 33 AHA 16-i feHb

copepxanus ropmoHa JIT, HeoB6XoaumMo npoBoguTh 34 AHA 17-7 pevb

aHAIM3 MOUM ©KeAHEBHOTO, MPUMEPHO B OAHO U Toske S0 AHEN 18-11 peHb

BpeM. OG6bIYHO Yy  GOMbLUMHCTBA OKEHWMH  C g? ﬂ:zg 21(9);' ﬁg::

MOCTOAHHBIM ~ MECA4HBIM  L/K/OM  AOCTATOMHO NATM g Heli 21-1 neHb

[iHeli TeCTUPOBaHMS.

[Ba Hambonee 6naronpuATHbIX AHA HacTynawT C

MOMEHTA PEe3KOro MOBLILLEHNS COAEpPXXaHUs TFOpMOHa

OBY/1ALMN. Haunbonee BbICOKas BEPOATHOCTb

6epeMeHHOCTV MMeeT MeCTO MpY NONOBbIX OTHOLUEHUAX

B 6/1aronpusATHbIE AHU, @ UMEHHO, B JHW OBY/NALMUN.

Cnocob npumeHeHWs.

1 BckpoiiTe nHAMBUAYaNbHYIO YNaKOBKY W U3BMIEKUTE TECT, AepXKa ero 3a OKpaLLeHHbIA KOHeL,;

2. Morpysute TecT BepTMKa/lbHO B MpuiaraemMytd EMKOCTb C MOYORA, 4YTOObl KOHEL, CTPesiKu
yKasblBas B HanpaB/feHUN MOYY, YPOBEHb MOYMN He AO/KEH NpeBbiwaTh AMHUI0 MAX.

3. BbiHbTe TecT yepe3 10 CeKyHA M3 MOYM U NMOMOXUTE HAa FTOPU30HTA/IBHYHO CYXYH MOBEPXHOCTb.

4. [oXanTecb MOABNEHMSI OKPALLEHHbIX NUHWIA. B 3aBMCUMMOCTM OT cogepxkaHus JII B obpasue

MOUM pe3ynbTaT MOXET HabnaaTbCs Kak MUHUMYM yepe3 40 cekyHA. OfHako, Ans NOATBEPXAEeHMS

pesynbTaTa TpebyeTcs NosHOe Bpems TecTupoBaHust 10 MUHYT. He uHTepnpeTupyiiTe pesynbTaT Mo
ncreyeHnto 30 MUHYT.

S. [Nocne ncnonb3oBaHUA BbIKUHLTE B YPHY.
OueHKa pe3ynbTaToB.

; a - nornowarouas sata

6 - TecToBas NMHUA
B - KOHTPOMbHasA NMNHWS

OTpuuaTenbHbIi pesynbTaT

cmcXxu

MoNO>KMTeENbHBI pe3ynbTaT
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r— i~sa IT T
AT W rn - OLLNBOYHbIN

OTpuuaTenbHbI pe3ynbTaT: NOoSBASETCA TONbKO OAHA MypnypHO-p0O30Bast IMHUA B KOHTPONLHOW 30He
pe3ynbTaToB, a NMOMOCKa Ha TECTOBOM y4yacTKe OTCYTCTBYET, UM TeCTOBasA IMHUA CBET/iee KOHTPO/LHOM
NUHWUK. ECNn NOBbIWEHWE TOPMOHA OBYNALUN He OOHAPYXXEHO, Heo6XOAMMO MPOJO/MKATL eXeLHEBHOE
TecTupoBaHue (pa3 B fieHb) A0 06HAPY>XeHWA NOBbILIEHNSA COAepXKaHUs TOPMOHa.

Mono>KNTENbHbIA pe3ynbTaT: NOABAAETCA fABE NyprnypHO-PO30BbIE JMHWMW, a LBET TeCTOBOW JIMHWUW
TaKoM e un 60/ee NHTEHCUBHAA, YeM KOHTPO/IbHAsA. DTOT pe3yNbTaT YKa3blBaeT Ha YPOBeHb BCrJecka
NI n BeposATHeld Bcero oBynsAuuMs y Bac HayHeTcs B TedeHue 24-48 4yacoB. Hambosbluas BepoSTHOCTb
3abepemMeHeTb MMEET MECTO MPMW MOMOBbIX OTHOLUEHUAX MMEHHO B 3TW 2 6naronpuaTHbIX AHA. TMocne
TOro, Kak Bbl onpegenunu, 4to JII NoBbIlWeH, YXXKe HEeT HE0OXO0AMMOCTY NPOLOJIXKATb TECTUPOBAHNE.
OLWMBOYHBIA: MOIOCKM Ha KOHTPOMbHOM Y4YacTKe OTCYTCTBYIOT, pe3ynbTaT TeCT BbINO/HEH HEMPaBW/LHO.
370 cnyvaeTcs KpaiiHe peako. MoBTopuTe TECT C HOBbIM TECTOM, CTPOro MPUAEPXKMBasCb TPeOOBaHWiA
HaCTOALLEN UHCTPYKLNW.

TecT He NpefHa3HayeH 4na NpefoTBpalleHns 6epemeHHOCTU!

TecT gna onpegeneHns 6epemMeHHOCTH

Cnocob npuMeHeHus.

1 BckpoliTe HAMBUAYaNbHYIO YNAaKOBKY W U3B/EKUTE TECT, AepXKa ero 3a OKpalleHHbIA KOoHeL,;

2. Morpy3suTe TecT BepTUKaA/IbHO B EMKOCTb C MOYOi, YTOObI KOHEL, CTPeSiIKM yKa3blBas B
Hanpas/ieHUN MOYU, YPOBEHb MOYM He [O/XKEH NpeBbIwaTh MMHUD MAX.

3. BbIHbTE TecT yepes 15 ceKyHA 13 MouMn.

4. [MonoXxnTe TECT HA FOPU3OHTA/IbHYIO MOBEPXHOCTh, Yepe3 3-5 MUHYT OLEHUTE pesynbTaTt, HO He
nosgHee yem yepes 10 MUHYT.

5. Mocne Ncnosb30BaHUA BbIKUHLTE B YPHY.

OueHKa pe3ynbTaTos.

I Iw tl n:. 1

; # a - norjouaioLlas Bata

6 - TecToBas NMMHUA
a B - KOHTPO/IbHAA IMHWS

l(i —T OTpuuaTenbHbIipe3ynbTaT
1C_I_ 11 =r MoNO>KNTeNbHbIN pe3ynbTaT
1—r OLLMBOYHBIN

OTpuuaTenbHbli pesynbTaT: Bbl He 6epeMeHHbl, ecim 06pasyeTcs TONbKO OfHa po30Basi MOj0CKa B
KOHTPO/bHO 06M1acTu.

MoNo>KNTenbHbIN pesynbTaT: Bbl 6epeMeHHbI, ecnn o6pa3yeTc;| [B€ PO30Bble NMMHUW: KOHTPO/IbHadA
TecToBad.
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OLWNGOYHBI: TecT BbINOMHEH HeMpaBWUIbHO. ECAy HeT MyprnypHO-PO30BOI MONOCHI B 30HE TECTOBOW W
KOHTPO/IbHOI MoMockl. JTO ClyyaeTcs KpaitHe peako. MpUUYMHOI 3TOr0 MOXET ObITb Heco6t0AeHNe
VHCTPYKLMK, HanpuMmep:

. HegoctaTouyHoe KOMMYECTBO MOYM Ha MOT/IOLAOLLEN BaTe;

. Mpu uccnefoBaHUM TECT AePXKACsH TOPU3OHTANbHO, a He BEPTUKA/bHO.

Mpw MPOBEAEHNN  TEeCTUPOBAHWS BO3MOXHO MOSyYeHNe  JIOXKHOMOJOXMTENIbHOTO "
NOXHOOTPMLATENbHOTO pe3ynbTaTa.

J10>KHOMONOXKUTENbHLIA  (BEPEMEHHOCTU HET, a TecT [MOoKasbiBaeT MOMIOKMUTENbHbIA pe3ynbTaT).
BO3MOXHbIe MPUYUHbI:

. MpoBegeHne TecTa BO Bpems Mpuema npenapaToB OT 6ecrnnogusi, cogepxawmx XY (nperHmn,
npodasu) unu B TedeHme 10 AHeld Nocne 3aBepLUEHNS JaHHOTO Kypca fieveHns;

. Hannuve onyxoneii (XOpUOH3INMTENMOMa MaTKU WM NY3bIPHBIRA 3aHOC);

. He nonHoe yganeHve ambprMoHanbHOM TKaHW noce npejLlecTByOLLEero abopra.

JNlo>KHoOTpULaTeNbHbIA  (6epeMeHHOCTb eCTb, a TEecT MOKasblBaeT OTpuLATE/bHbIA pe3y/bTar).
BO3MOXHbIE NMPUUUHBI:

. TecT npoBedeH paHblie MOMOXWUTENIbHOrO Cpoka (0COGEHHO Takol pe3ynbTaT MOXeT
HabMoAaThCa Y XEHLWMH C HEPETryAPHbIM MEHCTPYalbHbIM LMK/IOM);

. MaTonorms noyek v CepAeyHo - COCYANCTON CMCTEMbI, KOTOpas MPensTCTBYeT BbigeneHuto X1
C MOYOVi B HOPMasibHO KOHLEHTpaLuu;

. bBonblwioe noTpebnieHne KUAKOCTM WAM  MOYErOHHbIX MNPenapaToB Mepes MPOBEAeHMEM
TECTUPOBaHNA.
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PeecTpoBblii HoMep Ne 138/2016 ot 13.07.2016

Y nocToBepeHue nognucu,

HacToswmnm cBUAeTeNbCTBYETCS, UTO BbILLENPUBELEHHas NOANUCL MOCTaB/eHa B MOEM MPUCYTCTBUM T-
Hom BonbgraHrom Xuwco, KaygmaHHom, pogmnswimmcs 03.09.1943, npoxusatowmm B Am AHnnay, 5,
68642 bropwTagT, TMYHO U3BECTHLIM MHE.

HacToswuym 8 CBUAETEbCTBYIO, YTO B COOTBETCTBUM C PeeCTpoM KOMMaHuW, KOTOpbIiA 1 npocmoTpen 13
nona 2016 roga:

» B PeecTpe komnaHuil mecTHoro cyfa JapmwTanra Akcuom MesensluadT grop AmarHocTuka

yH, Bruoxemuka M6x co WTa6b-KBapTUPOIi B BlOpLUTaATE, 3aperncTprpoBaHa nog HomMmepom
HKB 61822.

e B PeecTpe KOMMaHWi1 BbllleyKa3aHHbIA BonbdraHr Xmnko 3aperncTpupoBaH B Ka4ecTBe
AvpekTopa.

* B COOTBETCTBUW C PEECTPOM OH YNOSTHOMOYEH CaMOCTOATe/IbHO MPeACTaB/ATL KOMMaHUIO U
He HeceT OTBETCTBEHHOCTM B COOTBETCTBUU C OrpaHUUYEeHUAMU, NPeSYyCMOTPEHHLIMU CTaTbeN
181 BI'b (IpaxkAaHCKOro Koaekca MepMaHun) orpaHnYmMBatoLLeld NpaBa NpeaCcTaBUTENbCTBA,

CBSI3aHHOTO C 3aK/TOYEHVEM M KOHTPaKTOB MW NPeACTaBUTENbCTBA TPETbe CTOPOHbI B
O/HO U TO XXe BPeMms.

Bonpoc 06 oniaTe NOWNHbI B COOTBETCTBMM € Map.3.1 cTaTbh 7 3aKOHA O MOLL/IMHAX Gblfl PELIEH B

COOTBETCTBUM C YKa3aHMAMMW HOTapuyca. MoAnncaHT oTpMULAeT 3aMHTEPECOBAHHOCTb B AAHHOM
JOKYMEHTE.

XenneHxarim, 13 nrons 2016r.
/nognuce/
HoTtapunyc

MevaTb: Meponbg MepwTopdep. HoTapnyc XenneHxanma.

MepeBogunkK CeHunues A.O.
MOLEeTCb
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Mopop MywknHo MockoBcKoi o6nacTu Poccuitckoit defepauum.

lMepBOro aBrycra gBe TbicA4YM WecTHaguaTtoro roga. A, Nyuyko S/inaHa CypeHOBHa, BPEMEHT
ncnonHswasn 0643aHHOCTN HoTapuyca MyLWKNHCKOro HoTapmnanbHoro okpyra Mockoeck |
o6nactn, MockaneHko Mropa Bukrtopoeuya, CBUAETENLCTBYO NOAMMHHOCTL MOANMKCH,
caenaHHol nepesofunkom CeHuueBbll Apkaguem OnerosuyemM B MOeEM NPUCYTCTBUU.
JINYHOCTbL ero yctaHoB/IeHa.

3apernucTpupoBaHo B peecTpe 3a Ne:

B3bickaHo no Tapugy: 100 p 'Kon.

Bp~«(!p.HO';|apuyca
/
4/

Bcero npowHy; BaHo,
NPOHYMepoBaH W CKPEneHo
nevartbio

19(geBaTHaguatl ' wcToB

Bpno HoTapuyca noannco

ooon, Myt MockoBckoii oGnacTy Pocovrickoii denepalym
w4 -No - -

. Nen7eTeTcT«BanN.. BEPHOCTU KOMUKN He
bnuHoers cogepxaHus Ao|"eHTa copTeewdiB
$8yy 111 IBumYarbHoc
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ANNEX 1TO MAINTENANCE DOCUMENTATION

Toxsls to (I0ermine honnones in urine FRAUTEST, versions: Test to tictermine pregnancy FRAUTEST express; Test to cleterniine pregnancy FRAUTEST donble
conirol; J'esl to (leterniine pregnancy FRAUTEST expert; Test to determine pregnancy FRAUTEST comfort; Test to determine pregnancy FRAUTEST exclusive;
Test to determine ovulation FRAUTEST ovulation; Set of tests to determine ovulation and pregnancy FRAUTEST planning.

Produced by company AXIOM Gesellschaft fur Diagnostica und Biochemica mbH, Am Jahnplatz 5, 68642 Burstadt, Germany.
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ANNex 1to Maintenante

Test to determine pregnancy FRAUTEST express

1 Used Materials
Materials employed must comply with Table 1,2 and 3

Table 1. Test strip

No Component Specification

Membrane with high throughput capacity.
Thickness: 110— 160 pm

! Membrane Absorption time: 1.5- 3.0 mm/sec
Intensity: > 1 Ib/in
Absorbent paper Ab; orbent. cottor_l
2 (Glass fiber) Thickness: 15 mil
Pore size: 39 pm
3 Colloidal gold Particle size: 45 nm
Size: 8.0 x 32 cm
4 Plastic plate Thickness: 0.5 mm Color: white
Weight: 199
Table 2. Membrane
Membrane lines Material name
Control line Goat anti-mouse immunoglobulin G
Test line Anti-alpha HCG antibodies

& 000 LWPMi [&7) INFO@CIRMIRU € WWW.GOSZDRAVNADZOR RU

Material Trade name Mannfactnrer
See Table 2 AXIOM GmbH
Glass fiber AX AXIOM GmbH
See Table 3 AXIOM GmbH
Polypropylene Moplen HP 648T LyondellBasel

Specification

Classification: immunoglobulin G

Activity: double diffusion: 1.8

Concentration: 2 mg/mL

Preservative: 0.1 foNaNs

Storage: +4°C

Buffer: PH 7.4 PBS(phosphate buffered saline)

Classification: immunoglobulin Gi

Purity: electrophoresis shows a purified band
Concentration: 2 mg/mL

Preservative: 0.1 % NaNs

Storage: +4°C

Elisa test: passed

Country of origin

Germany

Germany
Germany

Germany



Table 3. Colloidal gold

1 Material name Specification
Classification: immunoglobulin Gi

Purity; electrophoresis shows a purified band
Anti-beta human chorionic gonadotropin Concentration: 2 mg/mL
antibodies Preservative: 0.1 % NaNa

Storage: -t-4°C

Elisa test: passed

Antibodies in colloidal gold

2. Quality indicators
Quiality indicators must comply with Table 4

WAX

m
FAAX u

Table 4
Product Characteristics
Strip Sizes: 0.1 x 0.4 x 7.5 cm
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) Annex | to Maintenance
Test to determine pregnancy FRAUTEST double control

1 Used materials
Materials employed must comply with Table 1, 2 and 3

Table 1. Test strip

No Component Specification Material Trade name Manufacturer Country of origin
Membrane with high throughput capacity.
Thickness: 110— 160 pm

1 Membrane Absorption time: 15 - 3.0 mm/sec See Table 2 AXIOM GmbH Germany
Intensity: > 1 Ib/in
Absorbent aper Absorbent cotton
2 - pap Thickness: 15 mil Glass fiber AX AXIOM GmbH Germany
(Glass fiber) .
Pore size: 39 pm
3 Colloidal gold Particle size: 45 nm See Table 3 AXIOM GmbH Germany
Size: 8.0 x 32 cm y
4 Plastic plate Thickness: 0.5 mm Color: white Polypropylene Moplen HP 648T LyondellBasel Germany
Weight: 19 ¢
Table 2. Membrane
Membrane lines Material name Specification
Classification: immunoglobulin G
Activity: double diffusion: 1.8
. . . . Concentration: 2 mg/mL
Control line Goat anti-mouse immunoglobulin G Preservative: 0.1 % NaNa
Storage: +4°C
Buffer: PH 7.4 PBS(phosphate buffered saline)
Classification: immunoglobulin Gi
Purity: electrophoresis shows a purified band
Test line Anti-alpha HCG antibodies Concentration: 2 mg/mL

Preservative: 0.1 foNaNs
Storage: +4°C
Elisa test: passed

m i,

d )K Annex \ to Maintenance docutne’
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Table 3. CoJJoidai gold

Material name

Anti-beta human chorionic gonadotropin

Antibodies in colloidal gold antibodies

2. Quality indicators
Quality indicators must comply with Table 4

F— A j™ . aSLAT~1
.AmM .. 1. L,
Table 4.
Product .Characteristics
Strip Sizes: 01 x 0.4 x 7.5 cm
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Specification

Classification; immunoglobulin Gi

Purity: electrophoresis shows a purified band
Concentration: 2 mg/mL

Preservative: 0.1 % NaN-

Storage: +4°C

Elisa test: passed



Annex | to Maintenance
Test to determine pregnancy FRAUTEST expert

1 Used materials
Materials employed must comply with Table 1, 2 and 3

Table 1. Test strip
No Component Specification Material Trade name Manufacturer Country of origin

Membrane with high throughput capacity.
Thickness: 110— 160 pm

1 Membrane Absorption time: 15 - 3.0 mm/sec See Table 2 AXIOM GmbH Germany
Intensity: > 1 1b/in
Absorbent aoer Absorbent cotton
2 . PAPET Thickness: 15 mil Glass fiber AX AXIOM GmbH Germany
(Glass fiber) e
Pore size: 39 pm
3 Colloidal gold Particle size: 45 nm See Table 3 AXIOM GmbH g_Germany
Size: 8.0x 32 cm
4 Plastic plate Thickness: 0.5 mm Color: white Polypropylene  Moplen HP 648T  LyondellBasel Germany
Weight: 19 g
5  Housing — ABS 750 4D002 S&mho Petrochemical = Co., 0
6 Pipette — Polyethylene Lupolen 1800U LyondellBasel Germany
7 Container for urine — PET TexPet TK Chemical Corp. Korea

Ahh'ex~3 to M aiht*ance libcwunéM3Kon
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Table 2. Membrane

iMembrane lines Material name Specification

Classification: immunoglobulin G

Activity; double diffusion: 1.8

Concentration: 2 mg/mL

Preservative: 0.1 % NaNs

Storage: +4°C

Buffer: PH 7.4 PBS(phosphate buffered saline)

Classification: immunoglobulin Gi

Purity: electrophoresis shows a purified band
Concentration: 2 mg/mL

Preservative: 0.1 %NaN-

Storage: +4°C

Elisa test; passed

Control line Goat anti-mouse immunoglobulin G

Test line Anti-alpha hCG antibodies

Table 3. Colloidal gold

Material name Specification

Classification: immunoglobulin Gi

Purity: electrophoresis shows a purified band
Anti-beta human chorionic gonadotropin Concentration: 2 mg/mL
antibodies Preservative: 0.1 %NaNs

Storage: +4°C

Elisa test: passed

Antibodies in colloidal gold

2. Quality indicators
Quiality indicators must comply with Table 4

.......... e

Table 4.

Product Characteristics
Cassette Sizes: 2.5x7.5 cm

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



. Annex 1to0 Maintenance
Test to determine pregnancy FRAUTEST comfort

1 Used materials
Materials employed must comply with Table 1, 2 and 3

Table 1. Test strip

s. Component Specification Material Trade name Manufacturer Country of origin
No

Membrane with high throughput capacity.
Thickness: 110— 160 pm

1 Membrane Absorption time: 15 - 3.0 mmisec See Table 2 AXIOM GmbH Germany
Intensity: > 1 Ib/in
Absorbent aper Absorbent cotton
2 . PAPET " Thickness: 15 mil Glass fiber AX AXIOM GmbH Germany
(Glass fiber) g
Pore size: 39 pm
3 Colloidal gold Particle size: 45 nm See Table 3 AXIOM GmbH Germany
Size: 8.0x 32 cm
4 Plastic plate Thickness: 0.5 mm Color: white Polypropylene Moplen HP 648T  LyondellBasel Germany
Weight: 19 g
. Kumho Petrochemical
5 Housing - ABS 750 4D002 Co., Ltd. Korea
Kumho Petrochemical
6 Cap - ABS 750 4D002 Co., Ltd. Korea

Table 2. Membrane
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Table 2. Membrane :

Membrane lines Material name Specification

Classification: immunoglobulin G

Activity: double diffusion: 1.8

Concentration: 2 mg/mL

Preservative: 0.1 %NaN-

Storage: +4°C

Buffer: PH 7.4 PBS(phosphate buffered saline)

Classification: immunoglobulin Gi

Purity: electrophoresis shows a purified band
Concentration: 2 mg/mL

Preservative: 0.1 % NaNs

Storage: +4°C

Elisa test: passed

Control line Goat anti-mouse immunoglobulin G

Test line Anti-alpha hCG antibodies

Table 3. Colloidal gold

Material name Specification

Classification: immunoglobulin Gi

Purity: electrophoresis shows a purified band
Anti-beta human chorionic gonadotropin Concentration: 2 mg/mL
antibodies Preservative: 0.1 % NaNa

Storage: +4°C

Elisa test: passed

Antibodies in colloidal gold

2. Quality indicators
Quiality indicators must comply with Table 4

Table 4.
Product Characteristics
Cassette Sizes: 1.3 X 14.4cm
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] Annex 1to Maintegyaric
Test to determine pregnancy FRAUTEST exclusive

1 Used materials
Materials employed must comply with Table 1, 2 and 3

Table 1. Test strip

No  Component Specification Material Trade name Manufacturer Country of origin
Membrane with high throughput capacity.
Thickness: 110— 160 pm
1 Membrane Absorption time: 15 - 3.0 mm/sec See Table 2 AXIOM GmbH Germany
Intensity: > 1 Ib/in
Absorbent aoer Absorbent cotton
2 . PAPET " Thickness: 15 mil Glass fiber AX AXIOM GmbH Germany
(Glass fiber) e
Pore size: 39 pm
3 Colloidal gold Particle size: 45 nm See Table 3 AXIOM GmbH Germany
Size: 8.0 x 32 cm
4 Plastic plate Thickness: 0.5 mm Color: white Polypropylene Moplen HP 648T  LyondellBasel Germany
Weight: 19 g
5  Housing . ABS 750 4D002 Kumho Petrochemical ..
Co., Ltd.
Kumho Petrochemical
6 Cap - ABS 750 4D002 Co., Ltd. Korea
mAT -/4rex \to MarteTiance docotnet’ Y otv

Tahla 2 Memhrane
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Test to determine vv uiaiivik
1 Used materials
Materials employed must comply with Table 1,2 and 3

Table 1. Test strip

No Component Specification Material Trade name Manufacturer Country of origin
Membrane with high throughput capacity.
Thickness: 110— 160 pm

1 Membrane Absorption time: 15 - 3.0 mm/sec See Table 2 AXIOM GmbH Germany
Intensity: > 1 1b/in
Absorbent aper Absorbent cotton
2 - pap Thickness: 15 mil Glass fiber AX AXIOM GmbH Germany
(Glass fiber) .
Pore size: 39 pm
3 Colloidal gold Particle size: 45 nm See Table 3 AXIOM GmbH Germany
Size: 8.0 x 32 cm
4 Plastic plate Thickness: 0.5 mm Color: white Polypropylene Moplen HP 648T  LyondellBasel Germany
Weight: 19 g >
5 Container for urine - PET TexPet TK Chemical Corp. Korea
Table 2. Membrane
Membrane lines Material name Specification
Classification: immunoglobulin G
Activity: double diffusion; 1.8
. . . . Concentration: 2 mg/mL
Control line Goat anti-mouse immunoglobulin G Preservative: 0.1 % NaN.
Storage: 4°C
Buffer: PH 7.4 PBS(phosphate buffered saline)
Classification: immunoglobulin Gj
Purity: electrophoresis shows a purified band
Test line Anti-alpha LH antibodies Concentration: 1mg/mL

Preservative: 0.1 % NaNs
Storage: 4°C
Elisa test: passed

ANEN to TWAENace dDsOaimL OV
Table 3. Colloidal gold
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~J. Colloidal gold

Material name

Anti-beta human chorionic gonadotropin

Antibodies in colloidal gold antibodies

2. Quality indicators
Quality indicators must comply with Table 4

| T fFT ~°

L L L

Product Characteristics

Strip 'Sizes: 0.1 x 0.4 x 7.5 cm
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Specification

Classification: immunoglobulin Gi

Purity: electrophoresis shows a purified band
Concentration: 1 mg/mL

Preservative: 0.1 foNaNs

Storage: 4°C

Elisa test: passed

AMex \to N\ Ve



Annex 1to Mainte
Set of tests to determine ovulation and pregnancy FRAUTEST planning:

Test to determine pregnancy

1 Used materials
Materials employed must comply with Table 1, 2 and 3

Table 1. Test strip

No Component Specification Material Trade name Manufacturer Country of origin
Membrane with high throughput capacity.
Thickness: 110— 160 pm

1 Membrane Absorption time: 15 - 3.0 mm/sec See Table 2 AXIOM GmbH Germany

Intensity: > 1 Ib/in
Absorbent aer Absorbent cotton

2 (Glass fiber) pap Thickness: 15 mil Glass fiber AX AXIOM GmbH Germany
Pore size: 39 pm

3 Colloidal gold Particle size: 45 nm See Table 3 AXIOM GmbH Germany
Size: 8.0x 32 cm

4 Plastic plate Thickness: 0.5 mm Color: white Polypropylene Moplen HP 648T  LyondellBasel Germany
Weight: 19 g

7 Container for urine - PET TexPet TK Chemical Corp. Korea

Table 2. Membrane

Membrane lines Material name Specification

Classification: immunoglobulin G
Activity: double diffusion: 1.8
Control line Goat anti-mouse immunoglobulin G Concentration: 2 mg/mL
Preservative: 0.1 foNaNs
Storage: +4°C
Classification: immunoglobulin Gi
Purity: electrophoresis shows a purified band

. N Concentration: 2 mg/mL
Anti-alpha hCG antibodies Preservative: 0.1 % NaNa

L Storage: +4°C
. Elisa test; passed

T
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Table 3. Colloidal gold
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Table 3. Colloidal gold

Material name Specification

Classification: immunoglobulin Gi

Purity: electrophoresis shows a purified band
Anti-beta human chorionic gonadotropin Concentration: 2 mg/mL
antibodies Preservative: 0.1 YoNaNs

Storage: -f-4°C

Elisa test: passed

Antibodies in colloidal gold

2. Quality indicators
Quality indicators must comply with Table 4

| rrT

l:a»ri 1

Table 4
Product Characteristics
Strip Sizes: 0.1 x 0.4 x 7.5 cm
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Annex 1to Mainty, 4,

Set of tests to determine ovulation and pregnancy FRAUTEST planning:
Test to determine ovulation

1. Used materials
Materials employed must comply with Table 1, 2 and 3

Table 1. Test strip

No Component Specification

Membrane with high throughput capacity.
Thickness: 110— 160 pm

Absorption time: 15 - 3.0 mm/sec
Intensity: > 1 Ib/in

Absorbent cotton

1 Membrane

2 '(A(Sblzng;rl;gr) PAPET Thickness: 15 mil
Pore size: 39 pm
3 Colloidal gold Particle size: 45 nm
Size: 8.0x 32 cm
4 Plastic plate Thickness: 0.5 mm Color: white
Weight: 19 g
7 Container for urine -
Table 2, Membrane
Membrane lines Material name
Control line Goat anti-mouse immunoglobulin G
Test line Anti-alpha LH antibodies
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M aterial Trade name Manufacturer
See Table 2 AXIOM GmbH
Glass fiber AX AXIOM GmbH
See Table 3 AXIOM GmbH

Polypropylene Moplen HP 648T  LyondellBasel

PET TexPet TK Chemical Corp.

Specification

Classification: immunoglobulin G

Activity: double diffusion: 1.8

Concentration: 2 mg/mL

Preservative: 0.1 % NaNa

Storage: 4°C

Buffer: PH 7.4 PBS(phosphate buffered saline)

Classification: immunoglobulin G]

Purity: electrophoresis shows a purified band
Concentration: 1 mg/mL

Preservative: 0.1 % NaNs

Storage: 4°C

Elisa test; passed

Country of origin

Germany

Germany
Germany

Germany

Korea

J1-0 WVek-VTuXewtMewek A-OC.wircvtf



Table 3. Colloidal gold

Material name

Anti-beta human chorionic gonadotropin

Antibodies in colloidal gold antibodies

2. Quality indicators
Quality indicators must comply with Table 4

c | -MAg | 1T

j ftaAax 1 |

Product Characteristics
Strip Sizes: 0.1 x 0.4 x 7.5 cm
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r1°

K ivvis-e,

Speciflcation

Classification: immunoglobulin Gi

Purity: electrophoresis shows a purified band
Concentration: 1 mg/mL

Preservative: 0.1 %NaNs

Storage: 4°C

Elisa test: passed
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AKCVOM
FE3E/IbLUA®PT ®HOP JUATHOCTUKA YHO BUOKEMUWKA mM6X

Akcom M'm6X- Am AHnnaty, 5- 68642 BropwTaare/ M'epmaHns -
Ten.: 062016/6011 - dakc: 06206/6013 - E-mail: info@ AXIOM-onlaine.net

«YTBEPXAEHO»
AKCWOM Tlesenswadpt Prop AnarHoctuka
yHA BuokeMmnkan mo6X

AKCVOM

ME3ENBWAPT ®HOP ANNATHOCTUKA YHO BUOKEMWKAM MBX
AM AHTNATL 5

68642 BropwTaar

www.axiom-solutions.de

/nognuck/ BonbgraHr Xmnko

CnaBHbI MeHeLXep

«06» NtoHa 2016

MNPUNOXEHME 1 K 3KCMAYATALMOHHOW JOKYMEHTAL NI

TecTbl AnAa onpegeneHna ropmoHoB B move PPAYTECT, BapuaHThbl:
JKcnpecc-TecT 414 onpegeneHns 6epemeHHocTn ®PAYTECT; TecT and
onpepaeneHnst 6epemeHHocT PPAYTECT-4BONHOI KOHTPONb; TecT Ans
onpeaeneHns 6epemeHHocTn PPAYTECT-npodeccnoHanbHbln; TecT ang
onpepaeneHns 6epemeHHocT PPAYTECT-kKomMmdopT; TecT ans onpeneneHms
bepeMeHHOCTN PPAYTECT-yHUKaNbHbIN; TecT A4 onpegeneHns oBynsaumn
PPAYTECT-oBynauus; Habop TecToB A1 onpeaeneHnsa n oBynsaynm un
bepeMeHHOCTN PPAYTECT-nnaHupoBaHue.

MpousBoactBa kKomnaHueii AKCVOM lesenbwadTt ¢rop AmarHoctuka yHA Brokemmnkan moX,
AM AHnnaTy, 5, 68642 BropwTagt, NepmaHums
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p 1 XjpirlJiUA.CItHIC i VX
L

TecT ans onpepeneHusn 6epemeHHocT FRAUTEST express

1 MpumeHAeMble maTepunansl
MpumeHsemMble MaTepuanbl LO/HKHbI COOTBETCTBOBaThL Tabnuue 1,2 u 3

Tabnuua 1. TecToBas Nosocka

i Toproso [lMpousson Crpana
N KomnomenT Cneyunpukauyms n Martepunan Sop P NPOUCXOX
N MapkKu uTenb
JeHns
Memb6paHa ¢ 601bLLOIA NPOMYCKHON
CMOCOBHOCTbLIO.
1 Memb6paHa TonwmHa; 110— 160MKm Cwm. Tabn.2 - éXIbOHM "epmaHus
Bpems BnuTbiBaHMs: 1,5- 3,0 Mm/cek m
WHTeHCUBHOCTL: > 1 dyHT/AtoliM
BnuTbiBatoLLa
A bymara I'Iornou_q,afou_\aﬂ Bara CTeknoBosno AXIOM
2 TonwwmHa: 15 mun AX "epmaHmns
(CteknoBonok ] KHO GmbH
HO) Pa3mep nopsbl: 39 MKM
KonnongHoe AXIOM
: . . - "epmaHmns
307100 Pasmep vacTuy: 45 HM Cwm. Tabn.3 GmbH p
MnacTukoBas Pasmep: 8_’0 X 32 cM ) o Monunponun ~ Moplen  LyondellB
TonwwmHa: 0,5 mm LigeT: 6enblit lepmaHus
nnnTa ) eH HP 648T asell
Bec: 19 p.
Tabnuua 2. MembpaHa
JInHUN MeMbpaHbI HanmeHoBaHMne maTepuana Cneymnpukaums

Knaccudmkauus; nMMyHornobynmH O

AKTUBHOCTb; ABONHasA angdysms: 1:8

KoHueHTpauus: 2 mr/mn

KoHcepsaHT: 0,1 % KakK3s >
XpaHeHwue: -b4°C

Bydep: PH 7,4 PBs ((hocthaTHO-cONEBOI ByepHbIA pacTBop)

Ko3wnit aHTUMbILWNHbIA

KOHTpO/IbHasA NUHUA
NMMYHOrNo6ynuH G

Knaccudukaums: ummyHornodynuH O]

UunctoTa: a3neKTpodopes nokasbIiBAET OUNLLEHHYIO JIEHTY
KoHueHTpauusa: 2 mr/mn

KoHcepsaHT: 0,1 % Kall3

XpaHeHue: -1-4°C

TecT «3u3ax»: npoligeH

TecToBas NMHUA AHTU-anba aHTuTena Xry

Tab6bnuua 3. KonnongHoe 3010TO

HanmeHoBaHWe MaTepuana Cneunpukaums

Knaccngmkaums: mmmyHornobynmH Cj

UuncToTa: anekTpohopes NoKasbiBaeT OUULLLEHHYIO NIEHTY
KoHLeHTpauus; 2 mr/mn

KoHcepsaHT: 0,1 %Malls

XpaHeHwue: +4°C

TecT «3nn3a»; nponaeH

AHTN-6eTa aHTUTENA
Yye/loBeYecKoro
XOPUOHIOHAA0TPONMHA

AHTUTENA B
KONJI0MAHOM 30/10Te
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MpunoxeHne 1 K AKcnayaTauMOHHON AOKYMeHTaLUmn

. Mokas3aTenn KayecTtBa
MNMokasaTenn Ka4vecTBa [OMKHbI COOTBETCTBOBAThL Tabnuue 4

I 1.T
Tabnuuya 4
MpoaykT XapaKTepucTnkin
Monocka Pasmepbl: 0,1 X 0,4 X 7,5 cm
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MpunoxeHne 1 K OKCNAyaTaUMOHHON JOKYMeHTaLUMn

TecT gna onpegeneHnsa epemeHHoct FRAUTEST double control

1 MNprumMeHsAeMble MaTepuansl

MpuMeHseMble MaTepuasibl JO/IKHbI COOTBETCTBOBaThL Tabnumue 1, 2 u 3

Tabnuua 1. TecToBasi NonocKa

No KomnoHeHT Cneyudukauuns A

Mem6paHa ¢ 60/1bLLIOK NMPONYCKHOM

CNOCOBHOCTbIO.
1 Memb6paHa TonwuHa: NO— 160MKM

Bpewms BnuTbiBaHuA: 1,5 - 3,0 Mm/cek
WHTeHCUBHOCTL: > 1yHT/AorM

BnuTbiBaoLL

Mornouwatowas Bara
as  bymara tarot

TonwmHa: 15 mun

(Crexnosoro Pa3mep nopbl: 39 MKM
KHO)
3 Konnouproe Pa3mep yvacTui: 45 HM
30/10TO
Pasmep: 8,0 x 32 cm
lMnacTnkoBsas ] . o
4 TonwwmHa: 0,5 mm LiBeT: 6enblii
nauTa

Bec: 19 rp.

Tabnuua 2. Memb6paHa

Nnunm membpaHbl HammeHOBaHMe maTepuana

Ko3uii aHTUMBILLWHbIN

KOHTpO/ibHas NMMHKUSA
OHTPONbHA UMMYHOrnobynuH G

TecToBasa NMHUA AHTuK-anbha aHTuTena Xry

Tabnuua 3. KonnoungHoe 30/10T0

HaumeHoBaHWe matepnana

AHTN-0eTa aHTUTENA
YenoBeYecKoro
XOPWMOHIOHAA0TPOMMHA

AHTUTENA B
KONMONAHOM 30/10Te
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Toprosoil  Mpoun3so CTpana

Matepuan NPOUCX0X
MapKu anTens

feHuns
AXIOM
Cwm. Tabn.2 -

M n GmbH "epmaHua
Creknoson AXIOM

OKHO AX GmbH "epmaHmns
AXIOM

Cm. Tabn.3 - GmbH "epmaHms
Monunpon  Moplen HP  Lyondell

nneH 648T Basell Fepmanus

Cneuunpukauns

Knaccudmkaums: uMmyHornobynmH O

AKTUBHOCTb: [BOWiHaa aguddysus: 1:8

KoHueHTpauus: 2 mr/mn

KoHcepsaHT: 0,1 % KaHs3

XpaHeHue: -1-4°C

Bytep: PH 7,4 PBs (thocthaTHO-cONEBOI ByhepHbIin pacTBop)

Knaccudmkaums: UMMYHOT00YNH s «

YuncToTa: anekTpotopes NoKasbiBAET OUNLLEHHYIO NIEHTY
KoHueHTpauus: 2 mr/mn

KoHcepsaHT: 0,1 %KaX3

XpaHeHue: +4°C

TecT «2nm3a»: NpoiaeH

Cneyndurkayns

Knaccudmkaums: uMmyHornotynuH O]

YuncTtoTa: 3neKTpodopes NMoKasbiBAET OUMLLEHHYHO NIEHTY
KoHueHTpauus: 2 mr/mn

KoHcepeaHT: 0,1 %HakK3

XpaHeHue: -(-4°C

TecT «3nmM3a»: NpoiseH



npunoxeHune 1 K AKcnayaTauMoHHOK JOKYMeHTaL WK

2. Mokas3aTenn KayecTBa
MokaszaTesn Ka4yecTBa [JO/MKHbI COOTBETCTBOBATL Tabnuue 4

B —r MAX 1

I - MAX 1

Tabnuua 4.
MpoayKT XapaKTepUCTUKN
lMNonocka Pasmepsbl: 0,1 x 0,4 x 7,5 cm
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1hmnoxeHme i KcXXcnnyataymoHHOM AOKYMeHTaLum
TecT gna onpegeneHnsa 6epemeHHocTM FRAUTEST expert

1 MpumeHsemMble MaTepuasnsl
MpuMeHsieMble MaTepyasbl AO/MKHbI COOTBETCTBOBAaTbL Tabnmue 1,2 n 3

Tabnuua 1. TecToBasi nonocka

Toproson  [MpomnssognTen Crpara
No KomnoHeHT Cneyupukauus n Martepuan L pouncxo
MapKu b
HKeHuA
Mem6paHa ¢ 60/bLLIOW
MPONYCKHOW CNOCOBHOCThLH.
TonwwmHa: MNMO— 160MKM
1 MembpaHa Bpems BnuTbiBaHus: 1,5 - 3,0 Cwm. Tabn.2 - AXIOM GmbH  T'epmaHus
MM/ceK
MHTEHCUBHOCTb: > 1
thyHT/atoinm
BrniuTbiBaloL
aa  bymara rlornowjaroluas eara CTeKNoBOMOKH
2 TonwuHa: 15 mun AX AXIOM GmbH  epmaHus
(Cteknosono ) o]
Pa3smep nopbl: 39 MKM
KHO)
3 ;znoilzm,que Pasmep yvactuy;: 45 Hm Cm. Tabn.3 - AXIOM GmbH  epmaHus
Pa3mep: 8,0 x 32 cm
4 rnactukosas TonwwHa: 0,5 MM LiBeT: Genblii Monunponnne - Moplen HP LyondellBasell  "'epmaHus
nnmTa ) H 648T
Bec: 19 rp.
Kumho
5  Kopnyc ABS 750 4D002  Petrochemical ~ <OPef
Co., Ltd.
Lupolen
s  lunetka MonunaTtunex LyondellBasel "epma
1800U y pMaHIA
EMKOCTb /19 TK hemical
7 A PET TexPet Chemical \ opes -
c6opa mMouun Corp.
Tabnuua 2. Mem6paHa
JInHnn membpaHbl HavmeHoBaHWe Matepuana Cneungunkaums

Knaccudmkauma: uMMyHorno6ynumH C
AKTUBHOCTb: ABOMHas anddysms: 1.8
KoHTponbHas KO031in aHTUMbILLWHBIA KoHueHTpauus: 2 mr/mn ’
JIHUSA UMMyHornobynuH G KoHcepsaHT: 0,1 %NaN3
XpaHeHue: +4°C
Bytep: PH 7,4 PB: (hocthaTHO-CONEBOIA ByhepHbIil pacTBOp)

Knaccudmkauusa: nmmyHornobynuH Cj

UuncToTa: anekTpodopes NokasbiBaeT OUULLEHHYIO NEHTY
KoHueHTpauusa: 2 mr/mn

KoHcepsaHT: 0,1 % Kall3

XpaHeHue: -1-4°C

TecT «2nm3ax»: NpPoinaeH

TecToBas NMMHUA AHTU-anba aHTuTena Xry
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(™

} Tabnmua 3. KonnongHoe 301070
HanmeHoBaHVe maTepuana

AHTN-6eTa aHTUTENA

Ye/I0BEYECKOro

XOPUOHTOHAA0TPOMNMNHA
A

AHTUTENA B
KO/I/TONHOM 30/10T€

2. Mokas3aTenn KayectBsa

npviJivi=-mMinvic L K H RbVlilyd.Lauyvivinnovl dvin-yJlatllaudvivi

Cneyngukauns

Knaccugmkaums: ummyHorno6ynvH O]

UuncToTa: anekTpoopes NokKasbiBaeT OUULLEHHYIO NIEHTY
KoHueHTpauus: 2 mr/mn

KoHcepsaHT: 0,1 %KakKs

XpaHeHue: +4°C

TecT «3nu3a»: NPongeH

MoKasaTenn KayecTBa O/KHbl COOTBETCTBOBATbL Tabnuue 4

r

Tabnuua 4.
MpoaykTt
KacceTa
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XapakTepucTukn
Pa3mepbl: 2,5x7,5 cM
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LI npunoXxeHune 1 K AKcNayaTauMoOHHOW JOKYMeHTaLWM

TecT ona onpefeneHnsa 6epemeHHocT FRAUTEST exclusive

1 MNMpumeHAeMble maTepuansbl
MprmeHAeMble MaTepuanbl LONXHbLI COOTBETCTBOBATL Tabnuue 1,2 n 3

Tab6nunua 1. TecToBasi MonockKa

Ne KomnoHeHT Cneyudmkaums Matepnan Toprosoi
MapKu
Mem6paHa ¢ 60/bLLIOA NPONYCKHOM
CMOCOGHOCTLIO.
TonwmHa: 110— 160MKm
+ Membpana Bpems BnuTbiBaHUA: 15- 3,0 Cw. Ta6n.2 -
MM/CeK
VIHTEHCMBHOCTb: > 1 (hyHT/atoim
BnuTbiBaroLL
MornowatoLlada sarta
as  bymara . CTeknoBon
2 TonwmHa: 15 mun AX
(CteknoBono . OKHO
Pasmep nopbl: 39 MKM
KHO)
KonnougHoe . -
3 30/10T0 Pasmep yactuy: 45 HMm Cwm. Tabn.3
MnacTmkoBas Pasuep: 8_’0 X 32 cu . o Monunpon Moplen HP
4 — TonwmHa: 0,5 mm LiBeT: 6enbiit neH 648T
Bec: 19 1p.
5 Kopnyc ABS 750 4D002
¢ Konnavok ABS 750 C10579
Tabnuua 2. Memb6paHa
NnHnn membpaHbl HawnmeHoBaHWe MaTepuasia  Cneumdmkaums

MponssoanT
e/lb

AXIOM
GmbH

AXIOM
GmbH

AXIOM
GmbH

LyondellBas
ell

Kumho
Petrochemica
1Co., Ltd.
Kumho
Petrochemica
I Co., Ltd.

Knaccudmkauua: nmmyHornobynmH C
AKTUBHOCTb: ABOWHas anddysms: 1:8

K031in aHTUMBILLINHbI
UMMYHOrNo6ynnH G

KoHueHTpauus: 2 mr/mn
KoHcepBaHT: 0,1 % NaN3 ,
XpaHeHue: -H4°C

KOHTpo/ibHaA NnMHUA

CtpaHa
npoucxoxae
HUS

"epmaHua

"epmaHua

"epmaHna

"epmaHus

Kopest

Kopes

»

Bydep: PH 7,4 PBs (thocthaTHO-c0neBOI BydepHbIiA pacTBop)

Knaccudukaums: uMMyHorno6ynmH CJ
YuncToTa: 3nekTpotopes NoKasbiBaeT OUULLEHHYHO NIEHTY

KoHueHTpayus: 2 mr/mn

KoHcepBaHT: 0,1 %Ilall3
XpaHeHwne: +4°C

TecT «Onm3a»; npoliaeH

TecToBas NMHUA AHTUK-anbha aHTnTena Xry
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MpunoxeHve 1K SKcnayaTaunoHHOM AOKYMeHTaL WK

TecT gna onpegeneHns osynsaumm FRAUTEST ovulation

1 MNpumMeHAeMble MaTepuansl

MpuMeHseMble MaTepuanbl 40MKHbI COOTBETCTBOBAaTb Tabnnue 1,2 n 3

Tabnuua 1. TecToBas nosocka

Ne KomnoHeHT Cneungpukayms n

Mem6paHa ¢ 60bLLIOI MPONYCKHOW

CMOCOGHOCTLIO.

TonwwmHa: 110— 160MKm
Bpems BnuTbiBaHUA: 15- 3,0
Mm/ceK

WHTeHCUBHOCTbL: > 1 (hyHT/AroMM

1 MewmbpaHa

BruTbiBaiow MornowaroLyaa sara
aan  Oymara .
2 TonwwmHa: 15 mun
(CteknoBono .
Pa3mep nopbl: 39 MKM
KHO)
3 Konnowproe Pa3mep vactuu: 45 HM
30/10TO
M7acTKOBAS Pasmep: 8,0 x 32 cm
4 TonwwHa: 0,5 mm LigeT: 6enblii
naMTa
Bec: 19 p.
. EMKOCTb A/1s
cbopa moum

Tabnuua 2. MembpaHa

JInHn membpaHbl HanmeHoBaHMe matepuana

Ko3uii aHTUMbILLWHBINA

KOHTponkLHaa nMHua
NMMYHOTNo6ynnH G

TecToBasa NMHUA AHTu-anbha aHtutena 1

Tab6nuua 3. KonnonaHoe 301070

HanmeHoBaHWe maTepunana

AHTN-6eTa aHTUTENA
yenI0BEYECKOro
XOPWOHIOHAA0TPOMMHA

AHTUTENA B
KON/I0MAHOM 30/10Te

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

CtpaHa
Toproso [lpounsBoguTt
Matepnan . MPONCXOXKAEHU
N Mapku enb T
AXIOM
Cwm. Tabn.2 - GmbH "epmaHus
CreksoBon AXIOM
OKHO AX GmbH "epmaHua
AXIOM
Cwm. Tabn.3 - GmbH "epmaHus
Monunpon Moplen LyondellBas
weH HP648T ell epmatis
TK Chemical
PET TexPet Kopes
Corp.
Cneungukaums

Knaccudmkaums: MMMyHorno6ynmH C
AKTUBHOCTb: [1BOHas auddysms: 1:8
KoHueHTpauus: 2 mr/mn

KoHcepeaHT: 0,1 % KaKs

XpaHeHue: 4°C

Bytep: PH 7,4 PB: (hocthaTHO-CONEBOI BydepHBbIi pacTBop)

Knaccngmkaums: nmmyHornobynmH Cj

UncToTa: anekTpoopes NokasbiBaeT QUULLEHHYIO NIEHTY
KoHueHTpauus: 1 mr/mn

KoHcepsaHT: 0,1 % Kall3

XpaHeHue: 4°C

TecT «Onm3a»; NpoligeH

Cneymnpunkauns

Knaccugumkaums: ummyHorno6ynuH C.:

UuncToTa: anekTpohopes NnoKasbiBaeT OUNLLIEHHYIO NEHTY
KoHueHTpauus: 1 mr/mn

KoHcepBaHT: 0,1 %I lall3

XpaHeHue: 4°C

TecT «Qnm3ax»; NpoiaeH



AlpJHJIMNJNY.CMNJnlat' 1 X4 CAXCIn A LHANNYAXT1 T¥XUNA X4 J-N XXXA

Moka3aTenn Ka4vectBa
Moka3aTenn KayecTBa A4O/XKHbI COOTBETCTBOBATb Tabnuue 4

| I T
C | | 1

MpogykTt
[Monocka

XapaKTepUCTUKN
Pasmepsbl: 0,1 x 0,4 x 7,5 cM
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1.

MprMeHseMble MaTepranbl 4O/MKHbI COOTBETCTBOBATL Tabnmue 1,2 u 3

Habop TecToB ana onpegeneHnsa osynaummn n 6epemeHHoctn FRAUTEST planning:

npunoxeHue 1 K SKCNAyaTayMoHHOW JOKYMeHTaL UK

TecT gna onpegeneHna 6epemMeHHOCTH
MNMpumeHaemble MmaTepuansl

Tabnuua 1. TectoBas Nonocka

No

KOMMNOHEHT

Mem6paHa

BrnuTteiBaloLLa
A bymara
(CTeknoBonok

HO)
KonnongHoe
30/10TO

MNnacTukoBas

nnnTa

EMKOCTb A9
cbopa moun

Tab6nuua 2. MembpaHa

JINHUN MembpaHbl

KOHTponbHaa nuHua

TecToBas IMHUSA

Toprosoin  Mponsson Crpana
Cneuundmkauns MaTtepuan MapKy UTens npov:l:/lx:m,qe
MembpaHa ¢ 60MbLLIOK NPONYCKHOM
CrMOCOBHOCTbLIO.
TonwmHa: 110— 160MKm AXIOM
Bpems BnutbiBaHus: 1,5- 3,0 Cw. Ta6n.2 - GmbH Fepmaris
MM/CeK
VIHTEHCMBHOCTbL: > 1 diyHT/atoim
Mornowarolllasa sara
TonwuHa: 15 mun Crexiosono AX AXIOM "epmaHus

i KHO GmbH
Pa3mep nopbl: 39 MKM
. AXIOM
Pasmep yactuu: 45 Hm Cwm. Tabn.3 GmbH ["epmaHus
Pasuep: 8_’0 X 32 cu . o Momvnponinan Moplen HP  LyondellBa
TonwwmHa: 0,5 mm LiBeT: 6enbiit - 648T sell ["epmaHus
Bec: 19 rp.
TK
PET TexPet Chemical Kopes
Corp.

HanmeHoBaHMe MaTepuana Cneuudmkaums

Ko3uii aHTUMBbILLMHBIN
UMMYHOrnobynuH G

AHTu-anba aHTUTENA XY

Ta6nuua 3. KonnomaHoe 30/10T0

AHTUTENA B

KONNOMAHOM 30/10Te

HanmeHoBaHMe maTepmnana

AHTN-6eTa aHTUTENA
YyesioBeyecKoro
XOPUOHIOHAA0TPONMHA
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Knaccugmkaums: nmmyHornobynunH C
AKTUBHOCTb: ABOMHas anddysmus: 1:8
KoHueHTpauusa: 2 mr/mn

KoHcepsaHT: 0,1 %HaH3

XpaHeHue: -14°C

Bytep: PH 7,4 PB: ((hocthaTHO-cONEBOIA ByhepHbIA pacTBop)

Knaccumkaunsa: MmmyHornobynmH C.

YuncToTa: 3nekTpodopes NoKasbiBaeT OUMLLEHHYHO NIEHTY
KoHLeHTpauus: 2 mr/mn

KoHcepsaHT: 0,1 % MaKs

XpaHeHue: +4°C

TecT «3mM3a»: NpoingeH

Cneymnpunkaums

Knaccugmkaums: mmmyHornobynmi Cj

UuncToTa: 3nekTpothopes noKasblBaeT QUULLEHHYHO NIEHTY
KoHLeHTpauus: - mr/mn

KoHcepsaHT: 0,1 % KaMs

XpaHeHue: -1-4°C

TecT «Onmn3a»; NpoingeH



lxpunun”cunmec 1 n ~n\*"11l.n_)alau*1lvwnHnunm gun."mcnxai,!-11-1

(n
2. Moka3aTenn KadyecTBa
Moka3aTenn KavyecTBa A40MXKHbI COOTBETCTBOBATb Tabnuue 4

memm»wlmalmnmmlm*mm« araetammMTM ITmu || LM A 1mA

Ta6nuua 4
MpogykT XapaKTepucTuku
lMonocka Pa3mepsbl: 0,1 x 0,4 X 7,5 cm
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MpunoxeHne 1 K AKcNnyaTauNOHHOW AOKYMeHTaLNM

Habop TecToB 419 onpegeneHus osynsauum n bepemeHHoct FRAUTEST planning:
TecT gn1a onpefeneHvs oBynAUUn

1 MNMpumeHaeMble MaTepuansl

MpuMeHseMble MaTepuanbl 4OMKHbI COOTBETCTBOBATb Tabnuye 1, 2 v 3

Tab6nunua 1. TectoBasi N0s0CKa

No KommnoHeHT Cneuundmkaums

Mem6paHa ¢ 60/bLLO MPONYCKHO

CMOCOBHOCTHIO.
TonwwmHa: 110— 160MKMm

1 MemGpaha Bpemsa BnutbiBaHua: 1,5-3,0
MM/ceK
WHTeHCUBHOCTL: > 1 yHT/Aroim
BruTbisaiow Mornowarowyan sara
5 bymara T .15
(CteknoBono ONLMHA. > MU
Pasmep nopbl: 39 MKM
KHO)
3 Konnowproe Pa3mep yacTtuy: 45 HM
30/10TO
Pasmep: 8,0 x 32 cm
[MnacTukoBas ] . .
4 TonwmHa: 0,5 mm LiBeT: 6enbliii
nanTa
Bec: 19 1p.
. EMKOCTb /19
c6opa mouun

Tabnuuya 2. MembpaHa

JInHnn membpaHbl HaumeHoBaHWe matepuana

Ko3uin aHTUMBbILLWHBIN

KOHTpO/IbHas NnMHUA
UMMYHOrNo6ynnH G

TecToBasd NMHUA AHTu-anbtha aHtutena Jir

Tabnuua 3. KonnougHoe 30/10T0

I |HavmeHoBaHVe MaTepuriasia
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CtpaHa
Toproso  [lMpounssoant
Matepunan . MPOUNCXOXKAE
N MapKu enb
HMA
AXIOM
. Tabn.2 -
Cwm. Tabn GmbH epmaHus
CreksnoBon AXIOM
OKHO AX GmbH "epmaHus
AXIOM
Cwm. Tabn.3 -
M N GmbH ["'epmaHua
Monunpon Moplen LyondellBa
nneH HP648T sell Fepmanis
TK Chemical
PET TexPet Kopes
Corp.
Cneymnpukauns
Knaccuipmkaums: uMmyHornobynmH C n

AKTUBHOCTb; [1BOVHaa auddysus: 1:8

KoHLeHTpauus: 2 mr/mn

KoHcepsaHT: 0,1 %Habl3

XpaHeHue: 4°C

bydep: PH 7,4 PB8(thocthaTHO-coneBoin 6ydepHblii pacTBop)

Knaccugmkaums: nMmyHornobynvH O

YuncToTa: 3n1eKTpodopes NoKasbiBaeT OUULLEHHYHO NIEHTY
KoHueHTpauus: 1 mr/Mn

KoHcepsaHT: 0,1 % XaH3

XpaHeHue: 4°C

TecT «3nu3ax»: nponageH

iCreLmdwiKaLms



r/ npunnoXeHne 1 KoxcnayataynmoHHON AOKYMeHTaUnn

...r)
Knaccudmkaums: nmmyHornobynux O]
UuncToTa; 3n1eKTpodopes NoKasbIBaeT OUNLLEHHYH) NIEHT
AHTKN-6eTa aHTUTena pocop teHHY y

KoHueHTpaumsa: 1 mr/mn
/IZ)l-ll'l-:'IMOTV?n:OBM 30/10Te HenoBEHecKoro KOHIC-:"e BEH‘II:"' 0,1 % Kabl3
A XOPWMOHIOHAA0TPOMMHA P .

XpaHeHue: 4°C
TecT «Onm3a»: NpoligeH

2. Moka3aTennm KayecTtBa
Moka3aTenn KavyecTBa AO/DKHbI COOTBETCTBOBAThL Tabnuue 4
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/ PeecTpoBblii Homep Ne 137/2016 ot 13.07.2016

YnocTtoBepeHue NOANUCK:

HacTofwwmm cBMAeTeNIbCTBYETCS, UTO BbllenpuBeLeHHas NOANUCL NOCTaB/ieHa B MOeM MPUCYTCTBUN I-
HoMm BonbgraHrom Xunko, KaygmaHHom, pogmsiummcs 03.09.1943, npoxkmatowum B AM AHnnay, 5,
68642 BloplITaaT, IMYHO U3BECTHLIM MHE.

HacToswmm s cBUAETENbCTBYHO, YTO B COOTBETCTBUM C PeeCcTpoM KOMMaHWW, KOTOpLIA 5 npocmoTtpen 13
nonsa 2016 roga:

e B PeecTpe KoMnaHuii MecTHOro cyga JapmwTagra Akcunom MesenbwadT drop AnarHocTuka

yH[, Brnoxemuka M6X co WTa6-KBapTMPOIA B BropliTaaTe, 3aperncTpupoBaHa nog HoMepoMm
HKB 61822.

* B PeecTpe KoMNaHwWi1 BbllleyKa3aHHbIN BonbdraHr Xunko 3aperncTpupoBaH B Ka4ecTse
AnpekTopa.

* B COOTBETCTBMM C PEeCTPOM OH YMONHOMOYEH CaMOCTOATE/IbHO MPEACTaBAATL KOMNAHWIO U
He HeceT OTBETCTBEHHOCTM B COOTBETCTBUMW C OFPaHUYEHUAMU, NPESYCMOTPEHHBIMW CTaTbeN
181 BI'b (paxkaaHCKOro KoAekca "epmaHuMmM) orpaHMYMBalOLLE NpaBa NPeACcTaBUTENbCTBA,

CBSI3aHHOTO C 3aK/IKOUEHMEM M KOHTPAKTOB MW NPeACcTaBUTENbCTBA TPETLEN CTOPOHbI B
OfIHO U TO € BPeMSsi.

Bonpoc 06 onnaTte NOWAUHBLI B COOTBETCTBMU C Nap.3.1 cTaTbM 7 3aKOHa O MOLIMHAX Obln peLleH B
COOTBETCTBUU C YKa3aHMAMMU HOoTapuyca. INoLnnucaHT OTPULAET 3aMHTEPECOBAHHOCTbL B JAHHOM
[LOKYMEHTe.

XenneHxaiim, 13 ntons 2016r.
/nognuce/
HoTapuyc

MeyaTb: Meponbg MepluTopdep. HoTapuyc XenneHxanma.

MNepeBogunk CeHunues A.O.
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Mopog MywkuHo MockoBcKoW o6nactn Poccuiickoin ®degepauun.

MepBoro aBrycra fBe ThicAuun wWecTHaguatoro roga. A, MNMyuko SlnaHa CypeHoBHa, Bpeme / .0
ncnosHsALWwas 06s3aHHOCTU HoTapuyca MyLWKMHCKOro HoTapuanbHOro okpyra Mockor oW
obnactn, MockaneHko Urops BukTopoBuya, CBUAETENLCTBYIO NOANMHHOCTL NOAMUCH
coenaHHol nepeBoguukom CeHnyesbiM Apkagvnem ONerosnyemM B MOeEM NPUCYTCTBUN.
JINYHOCTb ero ycTaHoBJ/1EHa.

3aperncTpupoBaHo B peecTpe 3a Ne:

B3bickaHo no Tapudgy: 100 py6. 00 kon.

HbXpuyca
Bcero npowHypoBaHo,
NMPOHYMEPOBAHO U CKPEMNJIEHO
neyaTbo

28(gBajuaTb BOCEMb) NUCTOB
Bpuo HoTapuyca

'opag, Mtk Mockosok oo dPenppaLym

A Avana CypeHOBHa

E%baﬂémw ﬁﬁﬁ"'ﬁlﬁinﬂ Mn&%gwmim et Crnos u vk HeorosopeHHbs)

'X%e
(2ol

- Bcero n')0,wHypoBaHo,
npoHyme”~mpgo ul
| HeuaTblo /iy C> N
In... “*puyoa
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