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LLI, BE IT KNOWN TRA.T 1, Hesham Shaikawi, Notary Public, duly authorised,
admitted and sworn and practising at 4 Palace Court, 250 Finchley Road, London
NW3 6DN and elsewhere in England and Wales,

DO HEREBY CERTIFY:

THAT Abdelsalam El-Idrissi whose identity | attest and who is duly authorised
to represent the Arab-British Chamber of Commerce in London has presented me
with a document which he declares to be an original document titled
“Instructions for Use of a Medical Device” issued by SNOWDEN LIMITED.,
which I have hereunto annexed.

IN TESTIMONY WHEREOF | have hereunto set my hand and affixed my seal
of office on the 31 day of August 2021.

HeaTat Sharkawi
Notary Public
England and Wales

Hesham Sharkawi. Notary Public
4 Ptiece Court. 250 Finchley Road
L(HXton. NWS 6DN, England
Tit: +44 (0) 207 433 333B
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INSTRUCTIONS FOR USE OF MEDICAL DEVICE
(BRIEF)
Home screening test
for male fertility (Fertitest)
Manufactured by: Snowden Ltd, )
(address; Research & Innovation Centre, 4 Finch Close, Nottingham NG7 2NN, United Kingdom) GREGOP-I n £1L
TOur”?l

Version 1.0

NAME OF MEDICAL DEVICE
Home screening test for male fertility (Fertitest), hereinafter referred to as the device.

PURPOSE OF MEDICAL DEVICE (INDICATING POTENTIAL USER)
The device is used to determine sperm count in a semen sample in a shorter time compared to standard laboratory tests using colorimetric test strips. Self-

testing for men over 18.

RANGE OF APPLICATIONS OF MEDICAL DEVICE
o . . ) EAST MOLARS CHAMBER <
Clinical laboratory diagnosis, self-testing (OER8YSHIRE. NOMNGHAMSHIRE. LEICESTERSHIRE !
CERNFVING

INDICATIONS FOR USE OF MEDICAL DEVICE
AnaIySiS OfSperm count | 6 AUG 2021

CONTRAINDICATIONS FOR USE OF MEDICAL DEVICE THIS SIGNATURE IS AUTHENTIC
Not identified

PRECAUTIONS FOR USE

For individuals over 18 years

Fertitest is a simple and reliable screening test used to evaluate whether the sperm count in an ejaculate sample is below or above the fertility standard defined
by the World Health Organization as 15 million sperm per 1 mL of semen.

Fertitest provides an opportunity for men to test this fertility sign on their own without leaving home.
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The test is carried out afier reduction of viscosity of sperm ejaculate in a pre-coated collection cup, then the sperm is separated from the semen plasma.
other components of the semen liquid by filtration in the cassette test well. Staining solution added to a sample reacts with multiple components present in u.
differentiated sperm, providing an average signal that is representative of the entire sperm population. Hundreds of thousands to millions of sperm cells are
captured in the test well cassette filter. The semi-quantitative test yields a colorimetric result, which indicates whether the sperm count is above or below 15
million/'mL (15 min/mL.) sperm. This is done by visual interpretation, comparing test sample well color to the reference control well.

Please read these instructions carefully before use.
PACKAGE CONTENTS

Home screening test for male fertility (Fertitest):
- Test cassette — | pe.;

- Bottle of Thiazine Blue stain solution - 1 pc.;
- Bottle of Poly-Lysine wash solution ~ 1 pc.;

- Sample collection cup — 1 pc.;

- Pipette - | pc.;

- Package insert (instructions for use) - 1 pc.

Warniags:

. A negative test does not necessarily indicate infertility and should not be used to determine whether or not contraception is required.
. Consult your doctor before making any medical decisions.

. For in vitro diagnosis only (not for internal use).

. Store out of reach of chikiren.

Limitations:

Color blindness and improper lighting may affect the interpretation of test results. Sometimes semen samples do not get sufficiently liquefied even if the test
instructions are observed. This may be due to the high viscosity of the semen. If this happens, consult your doctor. Some medications may affect sperm count
and viscosity. Discuss this possibility with your doctor. Although the test is very accurate in detecting sperm count at or above the cut-off point of the test, there
is a very low incidence of false results. As is true with any diagnostic procedure, a doctor should evaluate the data obtained by the use of this test in light of
other clinical information.
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PROCEDURE

- Accuracy ofthe home test is greater than 97 %.

- Semen should be tested no earlier than thrai days after the last ejaculation.

- Do not open the foil pouch until you are ready to begin testing.

- The kit is intended for one test for one user only - do not re-use.

- Do not use ifthe foil pouch Istom or damaged.

- Do not perform the test after the expiry date on the foil pouch.

- All kit materials are non-toxic, but should be handled with care and disposed of promptly after the kit has been used. If you touch or spill any of the solutions,

wipe up with a damp cloth and wash hands.

1. Semen collection: semen may be collected by masturbation directly into the sample collection cup. It is necessary to collect the entire volume of semen. Do

not touch the inner wall of the container!
2. Close the cup with a lid and stir gently by turning at least 10 times. Wait at least 15 minutes (but not more than 12 hours) until the sample turns liquid before

the test.

*Note: Freshly ejaculated semen is geMike and thick In consistency. Overtime (normally 60 minutes or longer) it should turn liquid. The collection cup
provided is specially treated so that the sample should liquefy quicker than this (approximately 15 minutes). Only liquefied semen should be used. If it is not
and any of the sample or solutions take more than 5 minutes to drain through the test well, the test is invalid. Before testing, the semen sample can be stored in a
cup for up to 12 hours at room temperature. However, if the sample has not been tested within this time, discard it and collect a new sample using a new cup

after waiting for at least 3 days.

3. Open the foil package by tearing or cutting the bag. Remove the contents.

Lay the test cassette on a fiat surface with the wells facing upwards.
4. Rotate the sample cup gently a few more times before removing the lid. Squeeze and hold the plastic pipette, then lower the tip into the semen sample and

slowly release the pressure. Draw the sample into a pipette.
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5. While gently squeezing the pipette, add one drop (50 pL) ofthe sample to test well T. Allow the drop to absorb for at least one minute.

6. Having removed the cap and lightly squeezed the bottle with the blue solution, add two drops of staining solution to test well T. Let the drops absorb for at
least one minute.

i
blue
solution

7. Having removed the cap and lightly squeezed the bottle with the clear solution, add two drops ofwash solution to test well T. Let the drops absorb for at least
one minute.
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8. Thbe result will be ready in 5 minutes.
Compare the color ofthe test well (TXtest) with the color ofthe reference well (R)(reference).

Positive

The Hue color of
the test vvdl ( ) has
the same shade or is
darker

The blue color of the test well (T) has the same shade or is darker than the color of the reference well (R), which indicates a positive result (sperm count is
equal to or greater than 15 mIn/mL). This is considered to be a positive result, although it cannot be taken as proofof fertility.

In addition to low sperm count, there are other causes of male infertility, such as low semen volume, a high percentage of low-motility sperm, the presence of
leukocytes in the semen, anti-sperm antibodies, etc. Therefore, see a doctor if attempts to conceive remain unsuccessful for 12 months.

Negative

Ilk'Hue color ofihc
Tebl well (T) has ti
lighter shade compared
to the color of the
relerence well (K)
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The blue color of the test well (T) has a lighter shade compared to the color of the reference well (R), which indicates a negative test result (sperm couk
fewer than 15 miIn/mL), which can be a sign of reduced fertility. It is recommended to repeal the test, waiting 3-7 days before doing so. Iftwo tests indicau
different results, it is recommended to wait another 10 weeks and repeat the lest. Consult a doctor iftwo negative tests results in a row are obtained.

Inaccurate result: Ifany of the sample or solutions take more than 5 minutes to drain through the test well (T) the test is invalid. If no color appears in the test
well, an error may have occurred when adding the sample or solutions. It is recommended to read recommendations for the test carefully, purchase a new test

kit and perform another test.

Use conditions:
The screening test is intended for home use (user self-test). Carrying out procedures with this medical device does not require special training and special skills.

STORAGE AND TRANSPORTATION

The device is to be transported by all types of closed transport at temperatures from +4 ®Cto +30 °C following the rules of transportation for a given means of

transportation.
Store sealed at room temperature (+4 °C to +30 ®Q).
Shelflife is 30 months.

Home screening lest for male fertility (Fertitcsl) is stable until the expiry date printed on the package.
Shelflife 30 months.

RECYCLING

After you have finished using the device, discard the test kit itselfand its packaging following local medical and household waste disposal regulations.
No special disposal methods are required.

WARRANTY
Ifthere is a manufacturing defect, the device is to be replaced. Should a defect of the device be detected or should it not match corresponding documents, the

official authorized representative ofthe manufacturer in the Russian Federation will accept any related claims. The warranty period is 30 months.

MANUFACTURER OF MEDICAL DEVICE
Snowden Ltd., (address: Research & Innovation Centre, 4 Finch Close, Nottingham NG7 2NN, United Kingdom).

AUTHORIZED REPRESENTATIVE OF MANUFACTURER

Limited Liability Company Orion Pharma (LLC Orion Pharma)
Address: Sechenovsky pereulok, 119034,6/3, Moscow
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Tel.: +7 495 363 50 71/72/73
Fax: +7 495 363 50 74

E-mail: orion@orionpharma.ru
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Notary @ Practice

OA BYAET N3BECTHO, UTO 1, Xewam Llapkasu (Hesham Sharkawi), HoTapuyc, 4O/MKHbIM 06pa3om
YMNO/THOMOYEHHbINA, MPMUBEAEHHbIA K NpucAre 1 Begywuii npakTuky no agpecy: 4 Mannc Kopt, 250 duHun
Poyg, NoHgoH NW3 6DN (4 Palace Court, 250 Finchley Road, London NW3 6DN), a TakXe no gpyruv
agpecam B AHIIUN U Yanbcee,
HACTOAW MM YOAOCTOBEPAIO:

UTO Aobpgencanam 3Onb-Ugpuccn (Abdelsalam El-Idrissi), nMYHOCTb KOTOPOro MOATBEPXAEHA MHOK M
KOTOPbIA [O/MKHbIM 06pa3oM YMNO/HOMOYEH MpeAcTaBnATb WHTepeckl ApabCKo-BpuTaHCKOW TOProBol
nanaTtel B JIOH4OHe, NPefOCTaBUA MHE AOKYMEHT, KOTOPbIA, MO ero 3asBneHunto, ABASETCS OpPUTUHAbHbIM
[JOKYMEHTOM MOA Ha3BaHUEM «VIHCTPYKUUS MO0 NPUMEHEHUIO MEAULUHCKOro usgenus (KpaTtkas)»,
BbINYLEHHbIM KomnaHuelh «CHOYAEH NMUMUTEL» (SNOWDEN LIMITED), n koTopblii 5 fo6aBun B
KayecTBe NpUIoXKeHUA.

B MOATBEPXOEHWE YEIO s ckpenun HacTOAWMIA 4OKYMEHT COOGCTBEHHOPYYHOW NOANMUCLIO U NeYvaTbio
31 aBrycta 2021 roga.

<nognucaHo>
Xewawm Lapkasu (Hesham Sharkawi)
HoTapunyc
AHINA 1 Yansc

Xewam LLlapkasu, HoTapuyc

4 Manuc Kopt 250 ®duHunu Poys
NoHpgoH, NW3 6DN, AHrnusa
Ten.:+44 (0) 207 433 3338

<[Mevartb: XEWAM LLUAPKABW
HOTAPNYC>

<TucHeHaa neyaTb HOTapuyca>

Ten.: +44 207 433 3338 dakc: +44 207 435 8889 9n. nouta: info@notarypractice.com www.notarypractice.com
4 Manuc Kopt, 250 ®duHunu Poyg, JToHgoH NW3 6DN
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HHCTPYKUHA TO NPUMEHEHHIO <Kpyraaa nevats: « CHOVIEH
MEAHIHHCKONO U3IEAHA JINMUTEN» («SNOWDEN
(KPATKARA) LIMITED»)>
CupHHENI-TLCT B AOMAUIHNX YCIOBHAX I pezopu Hun Toynu
AnA onpeaenewns Mysckoll pepranbiocTn (Peprurect) (Gregory Neil Towne)
Mpox3soacrna: «Croynex flva.» (Snowden Lid), SHOOMHCANO>
(aapec: Hayuso-uHHOBANMOHHKEIH ueHTp, 4 Ouny Knoys, Hotruirem, NG7 2NN, BenuxoGpuranns)
Bepcun 1.0

HAHMEHOBAHHE MENHIIHHCKOTO HIAEJINA
CKPUHHHT-TECT B AOMALHNHX YCIOBHAX JUIA ONPEACNeHHA MyRCKOH deprintoiocTh (DepTrrecT) — Janee Haacaue.

HAZHAMEHHE MEAHIIHHCKOI'C H3AEJHA (C YKASAHHEM NOTEHUHAJILHOIO NOTPEBUTEIA)
Bns OnpencneHna KORUSHTPALHA CEPMATOORROBE B 06pazue ceMeNHOH HXHMAKOCTH 38 KOPOTKOS BPSNMA NO CPABHEHHIO CO CTAHAAPTHRIMH GOPATOPHLIMH NPOUCIYPAMH HCCAEAORAHHH ¢
HCNONBIOBAHHEM KONOPHMETPHYECKUX TECT-HONOCOK. CaMOTECTHPOBAHKE N8 MYAXUHH cTapime 18 nert.

OBJIACTD NIPHMEHEHHA MEJHIHHCKOINO U3AETAA
Knusmtueckan naboparopHas THarHOCTHRE, CAMOTECTHPORAHMKE

NMOKA3ZAHHA AJA NTPHMERERHA MEAHLIHHCKONO H3AEINA
AHANHE KOHUCHTPAUHA CICPMATOIDHAOS,

MPOTHBONMOKA3ZAHHUA VI NPHMEHEHHA MEJHIIHHCKOI'O H3AEIHA
He paiapncHo.

MEPH HPEACCTOPOXHOCTHU NIPH NPHMEHEHHH MEJAHIHHCKOINO H3AEJINA
Ana moneti crapwe 18 ner

Jhocn Cpeltuanep (Lucy Granger)
JIKLO, YTFONHOMOYEHHOE HA NTOITUCAHUE

<MOANHCAHO>
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DepTvuTecT — 3T0 NPOCTOA ¥ AOCTOBEPHLIA CXPHHMHI= , KOTOPHIA NO3BOARET OUEHHTH, HAXOAUTCR K KONHYECTBO CREPMATOIONA0B B ITKYNATE HIKC HAH
suiule CTaHAapTa GEPTHABHOCTH, onpeacncHHoro Beemupioit oprannsaunceii 3ApasooxXpaHeHnd, kax 15 MHANHOHOB CricpMaTO30MAOB Ha | M CIEpMBIL.

%mc‘r NPCAOCTABNACT BOIMOKHOCTD MYXYHHAM CAMOCTORTCIBHO OUCHHTL ITOT RAPaAMETD (bep‘mnmoc‘m, HC BRIXOAA W3 AOMA.

Ucnutanne MpoBOAAT NYTEM CHIDKEHHR BA3KOCTH SAKYAATA CACPMH B vamke Ana cOopa oOpasua ¢ npeasapUTENbHO HAHECCHHBIM TIOKPHITHCM, 38TeM
CNEPMATO3ONAE OTAENAIOTCA OT CEMEHHOH MAA3MBI H APYTUX KOMMOHEHTOB CEMEHHOM XXHAKOCTH C NOMOWBIC PHALTPALMH 8 TECTOBOR AYHKE KACCETHI.
Oxpawnsatomnii pacTsop, AofasrcHHBIA K 00pasily, pearnpyeT ¢ HECKONbKHMH KOMNOHCHTaMH, MPHCYTCTBYIOWNMH B AnddepeHUNPOBAHHON cnepMe, YTo
oGecneunsaeT 0GpasoBaHHE CPEAHETO CHIHANA, XAPAKTEPH3YIOLICTO BCIO NOMYAALHIO CEPMATO30RA0B. B KacceTHOM PUALTPE TECT-NYHKH 38XBATHIBACTCA OT
COTEH THICAY A0 MWLUIHOHOB cnepMato3onaoB. [loaykonHuecTBCHHLIE TECT AAeT KOROPHMETPHYCCKHA Ppe3yabTaT, NOKAKBAIOUWIMA KOHUCHTPAUHIO
CNEpMATO30UAOB Bhille Wian Huxe 1S maw/mn (15 M/mn) cnepmarozonzon. Taxoe ONpPEeACICHHE OCYIECTBASETCS MyTeM BH3YaNsHOH HHTCPNPETALIHA,
cpasHeHHeM uBeTa obpasia B TECT-NYHKE C UBETOM KOHTPOALHON CNPAaBOYHOH JIyHKH.

IMoxcanyiicma, o3naxomemecs ¢ ungopmayieti @ OARHOU UNCHIPYKYUL NEPED SLINOANERUEM mecma.

KOMILIEKT NOCTABKH

CXpHHUHI-TECT B AOMAWHHNX YCROBHAX JJIA onpeaencHua Myackoil dpeprunstocti (Peprurect):
- Tect-kaccera — | wr.;

- ONAKOH C CHHHM «OKPALUKBAIOLIMM» PACTBOPOM THASHHOBOTO CHKEro — | WwT.;

- ORaKoH C NPO3PaHHIM PACTBOPOM A TIPOMBIBKH NONMAMIHK — 1 1KT.;

- Yamxa qnn cGopa obpasua ~ 1 wr.;

- [lunerxa — 1 wr.;

- Hnctpyxums no mpumeHensio - | i,

Ipeaynpexaennn:

OtpruarensHbi pe3ynsTaT He 0043aTeNbHO 03HAYaCT GecnoaNe ¥ He 0/KEH HCIOAB3OBATHCH N OUCHKH HEOOXOAUMOCTH KOHTPALIETILMA.
[Ipexae yeM NPpHHUMATL KAKHE-THOO MERMLIMHCKHE PELICHHA, APOKOHCYNBTHPYHRTECH C BPAUOM.

Tonbko AnK AHArHOCTHKH it Vitro (TOABLKO AN HAPYIKHONO NIPUMCEHEHUA).

XpaHHTL B HEAOCTYNHOM ANA ACTCH MecTe.

<TOANNCAHO>
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Orpanunenus: \

JansTOHMIM H HENPABHIBLHOE OCBCIICHHE MOTYT MOBJHATL HA HHTCPIPETAUMIO Pe3yNbTaTOR TecTa. Mnoraa ofpasusi cnepMbl He pazmukaloTca A0 HYXKHOH
KOHCHCTCHUMM Aaxe mpu coOmogernH HWHCTPYKuMit Kk Tecty. [lpuyuwoit 3tomy MoxeT OBTH BhiCOKAas BA3KOCTh cnepmbi. B 3ToM cayuae cneayer
NPOKOHCYJIBTHPOBATECA ¢ Bpa4oM. HexoTophie nekapcTBEHHBIC NPENapaThl MOTYT BAMATL HA KOHUEHTPALMIO CHEPMATO30HAOB M BA3KOCTH CNEPMBL. ITO
HeoOxoaumo ofScyanTs ¢ BpauoM. JIaHEHIH TECT 0YeHb TOYHO ONpeAesAeT KOHLUCHTPAIMIO CIIEPMATO30MAOB, €CIH OHA PABHA MPEACILHOMY YPOBHIO TECTA HAH
BHILUE, NPH €r0 HCMOMAL3OBAHHH CYIIECTBYET BEPOATHOCT: MONYYEHHA NOKHLIX pesynbTartos. Kak m pesynsratel niolo#t AuarsocTHuecko# npoueaypsl,
PE3YALTATH AAHHOIO TECTA AOHKHEI OBITE HHTEPAPETHPOBAHE! BPAYOM € YYETOM APYrHX KAHHUYECKHX JBHHBIX.

NNOPAAOK PABOTH H3IEJIHSA

- TouHoCTs TECTa B AOMAUINKX yCRoBHAX Gonee 97 %.

- [IpoBOAMTE TECTHPOBAHHME CIIEPMH CICHYET HE PAHEE, UM HEPE3 TPH AHA NOCIK NIOCACAHEH SAKYAAUNM.

- He otrxpuiBaiiTe naker u3 ¢onsry, noka ke OyaeTe roToBH HAYATh TECTHPOBaHKE.

- Hanupiii Habop npeaHasHatieH TOABLKO JUIS OHOIO TECTa TONBKO IUIA OAHOTO Ye/IOBEKa H HE MOANEKHT NOBTOPHOMY NPUMEHCHHIO.

- He ucnonsayiite Tect, ecnu nakeT u3 GonbrH NOpBaH HAH NOBPEAACH.

- 3anpeuiaeTca HCNONL30BATH N10CE HCTEHEHUS CPOKa NOAHOCTH, YKA3aHHOIO Ha NakeTe 13 Gonsbry.

- Bee MaTepnant! HaGopa HETOKCHUYHBL, OHAKO NPH OOPALICHHH ClieayeT COBMONATS OCTOPOKHOCTS H YTHAU3NPOBAaTL HAGOP Cpasy nocie HCHOAL30BAHHMS.
Ecnu Bol ucnaykanucs WK NPOTHIAH KAKOH-TO M3 pacTBOPOB, BHTPHTE €I0 BIAKHOH TKAHBIO H BEHIMOHTE PyXH.,

1. COop cnepmet: c6op cnepMnl HEOGXOANMO NPOUIBOAUTE NYTEM MacTypOaLMH HEMOCPEACTBEHHO B NMpunaraeMuii cTakaHunk ana cGopa obpasua. s
ananw3a HeoOX0AMMO cobpaTh Bech 0ObeM crniepmbl. He npukacathes K BHyTpeHHE#H CTEHKEe KoHTeliHepa!

2. 3akpoiite cTakaHYHK KPHILTKON H OCTOPOKHO NoMelnaiTe, nosopaunuas He Meree 10 pas. Iloaoxaure kax MEHEMYM 15 MuHYT (HO He Gonee 12 yacos),
nokxa o0pasell HE CTAHEST XUAKHM, NPCKAC YEM HAYHHATD TECTHPOBAHME.

*TIpumenanue: CpexelraKyNHpoBaHHAA ClepMa HMeEeT skeneobpasnyio koncucTeHumio. Co BpemeHeM (KaK MpaBuno, Yepes 60 MuHYT uau Gonee) obpasens
CTAHOBUTCH XKHAKHM. BXOAAWMUHA B KOMNACKT CTAKAHYHK CNELHANIbHO 00paloTaH AN% YCKOPEHHA 3TONO NPOLecca, KOTopkIi 3aiiMer npuMepHo 15 muuyr. IIna
TECTHUPOBAHKA CAEAYCT HCNIONB3OBATH TONLKO PasKIKeHHYIO cnepMy. Ecauw npofa wam pacTBOpE CTEKAIOT Yepes JYHKY AOJBIIC 5 MUHYT, TECT CYUMTACTCA
HeaeHcTBUTENbHMM. JI0 HaYana TeCTHPOBAHHA MOXHO XPaHUTH 0Opasew cnepMel B cTaKaHuHKe He Gonee 12 4acoB MpH KOMHSTHOH TeMneparype. OaHako
ecan obpasels He OLUT MPOTECTHPOBAH B TEUCHHE ITOTO BPEMCHH, YTHIHIUPYHTE £r0 U NOBTOPHO cobepHTe CniepMy B HOBBIH CTAKAHYUK MUHHMYM 'iepe3 3 AHA.

<JIOATIHCAHO>
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3. 'O'ncponm ynaxosKy H3 GONLIH, pasopBas KA pa3pe3ad nakeT. JlocTaHbTE COACPKHMOE.

ToMecTUTE TECT-KACCETY HA TUIOCKYIO MTOBEPXHOCTD JIYHKAMMW BBEPX.
4. OcTOpPOXKHO MOKPYTHTE HAWIKY AN 05pasua euie HECKOABLKO pas, MPeXAe YeM CHHMAaTb KpuiKy. COMMUTE U YACPKHBAATE MIACTHKOBYIO MUIETKY, 3aTEM

ONYCTHTE HAKOHEYHHK B O0pasel cnepMbl 1 MeaneHHo ocnabrte Jarnenune. OOpaser] HabepeTcs B NUNETKY.

5. AxkyparHo CKHMAR nunetky, AoGassTe oany kanmo (50 min) 06pasua s recr-nyrKy T. [To306Te Kanne BAMTATLCA HE MEHEE ONIHOH MUHYTHL

6. CHSB KONINAYOK ¥ CAETKA CKAB $naxoH ¢ CHHWM pacTeopoM, A06aBeTe 8 TecT-AyNKY T ABe Kannu OKpalIHBAIOMmEro PacTBopa. FI03BONETE KATINAM BIMTATHCS

HE MEHEC OJHONH MHHYTH.

<noANMHCAHO>
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pacTeop

7. CHsiB KONAYOK H CNETKA CXaB (NaKkoH C NPO3PauHEIM PACTBOPOM, A06aBLTe B TeCT-NyHKY T ABE KANNK 3TONO NPOMEIBOYHOrO pacteopa. MozeonsTe KanaaM
BAIMTATHCA HE MCHEE OJHON MUHYTHI.

8. Peaynprat SyaeT roros 4epes 5 MHHYT.
CpasuuTe uset B TecToBoii nynke (T)(test) ¢ uperom B aranontol aymnxe (R)(reference).

<poanucano>
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Cuundi upet Tect-nyHku (T) Takod xe Temusiii 1w TemHee peTa 3TanoHHOH AYHKH (R), 03HAYaeT, YTO TECT NOJOKUTEAbHEIH (XOHUCHTPALHA CNIEPMATO30HAOB
PaBHa WK NpeBLIWAET 15 MUANHOHOB/MA). 3TO NOROKHTENbHEH PE3YNbTAT, XOTH OH ¥ HE MOMKET CHHTATHCA AOKA3ATENLCTBOM (PEpTHABHOCTH.

[MoMumMO HM3KOH KOHUEHTPALMH CIICPMATOZ0MAOB €CTh M APYTHE NPHYHHL MYXKCKOro Gecnaoaua, HANpHMEp, Manblii o0LEM CNCPMBI, BHICOKHH MPOLEHT
MAJIONOABMKHEIX CNEPMATOIOHAOB, HaNKYKe NeHKOUMTOB B CTiepMe, aHTHCNCpManbHBle aHThTena H Ap. [Mo 3Tolt npuuuke, eclH NONNTKH 3a4aTh pebenka
octalorca GesycnewiHuMH B TevcHre 12 Mecsiles, obpaTuTecs K Bpayy.

Cunnit uper Tect-nyuxu (T) ceernee upera >ranonHo#t nysku (R), 03HAYaeT, YTO TECT OTPULIATENbLHLIA (KORUCHTPAUMA CNEPMATO30MAOB MEHbIME 15
MULTHOHOB/MIT), U PepTHABHOCTS MOKET OHTE CHinkeHa, PexoMeHyeTCa BHNONHHUTE TECT BTOpoi pas ¢ uuTepranom 3—7 aueil. Ecnu nocnie suinonuesus AByX
TECTOB MONYYEHH PAZHBIE PE3YNBTATH, PEKOMECHAYETCA BRIKAaTh 10 HeAens M NOBTOPUTH TECTHPOBAHHE, & TAKOKE MPOKOHCYNBTHPOBATHCA ¢ BPAYOM NpH
MOBTOPHOM OTPHLATSABHOM PE3YALTATE TECTA.

Huskan xoHUSHTpauua CriepMATO30MROB O3HauaeT, w0 Bam Gyaer cnoxnee 3auaTh pefeHKa ECTCCTBCHHBIM MYTEM, HO HE HCKAIOYACT HACTYMIIEHMS
GepemenrocTH. Hu3kan KOHUEHTpALMS CMEPMATO30HIOB MOXKET YKasHBaTh Ha Oecnioaue, HO TaKKe MOKCT ObITL BHI3BAHA BPEMCHHBLIM WY IUTEABHHM
HAPYILICHHEM COCTOHHS 3/IOPOBbA WIH BO3AEHCTBHEM BHEIHHX (axTopos, HAMPHMEP, HIMEHCHHCM KOHUCHTPALMH TOPMOHOB B KPOBH, CTPECCOM,
BO3ACHCTBHEM BLICOKOH TeMnEpaTypsl, PH3HYECKHMH HATPY3KAMH, HMYTCIWICCTBHAMH, XHPYPIHUCCKHMY ONEPALIHAMH, MPHEMOM HEKOTOPHIX JCKAPCTBEHHBIX
NIPENAPATOB U JAXE NIMEHEHHEM pekuma NHTaauA. QOCYAHTE pE3yNbTaTH TECTa ¢ BPAYOM.

HemoctosepHeiit pe3yasTaT: eciiu npoba WIH pacTBOPH CTEKAIOT Yepes TecToRyIO NyHKy (T) aonsiue 5 MHMHYT, TecT cuuTaeTca HefelicraurenbHuM. Ecnu uget
He NPOSBNAETCA, BO3MOXHO, Oblla AomymeHa omubka npy AobanexHuu obpasua UK PacTBOPOB. PEKOMEHAYETCH BHUMATENHHO NPOYMTATH PEKOMEH/IALIMK MO
NPOBEACHKIO TECTA, NpHobpecTH HOBbL TECTOBH HAOOP M NOBTOPHTH TECT.

<AoANKCaHO>
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Ycnosusa NpUMeHeHus:

CKPUHWMHI-TECT NpeAHa3HauyeH A8 UCMOMb30BaHWS B JOMALIHWX YCNOBMSX (41 CaMOTecTMpOBaHWs Nosnb3oBaTenem). MpoBefeHWe Mpoueayp C AaHHbIM
MeAULMHCKUM U3genvem He TpeGyeT crieymanbHoli nogroTOBKM M CneunanbHbiX HaBblKOB.

YCNnoBnNA XPAHEHUA N TPAHCINOPTNPOBAHUA

TpaHCNOpTMPOBKA 0/KHA OCYLLECTBNAATLCA BCEMU BMAAMU 3aKPbITOro TpaHcnoprta npu Temnepatype oT + 4 °C go +30 °C B COOTBETCTBUM C Npasuiamu
NnepeBo30K, AeNCTBYIOLW UMY HA TPaHCNOPTe JaHHOIO BUAA.

XpaHuTb Npn KOMHaTHOW TemnepaTtype (oT + 4 °C go +30 °C) B 3aneyaTaHHOM BUfe.

Cpok xpaHeHus 30 mecAaLes.

CKPWUHWHI-TECT B AOMALLUHMX YCNOBMAX AN1A ONpeAeneHUs MyXcKoi depTunbHocTn (PepTuTecT) cTabuneH A0 UCTeYEHUs CPOKa FOAHOCTU, YKa3aHHOro Ha
yrnakoBKe.
Cpok rogHocTtn 30 mecsLeB.

CBEAEHWNA Ob YTUNUNSAL NN
Mocne OKOHYaHWA WCMOMb30BAHWUSA U3LeNNs HeoOXOAMMO BbIGPOCMTb CamM TeCTOBbIA KOMMAEKT W YNakoBKy B COOTBETCTBMM C NpaBuiamMu yTUAKU3ALWM
MeAULMHCKUX 1 BbITOBbIX OTXO0B MECTHOTO 3aKOHO/aTeNbCTBA.

CneunanbHbIX METOA0B yTUM3aLUK He TpebyeTcs.

FTAPAHTUWM MPOMN3BOANTENA
Mpun HanMMuMmM 3aBOACKOTO fetheKTa n3genme NnoanexnT 3aMeHe Ha HoBoe. B cnyyae 06Hapy>XKeHUs 6paka UM HeCOOTBETCTBUA U3LeNNsA LOKYMeHTaM, NPeTeH3nm
NMPUHUMAKOTCA O(MLMANbHBIM YNONTHOMOYEHHbIM MpPeACTaBUTENEM NPOM3BOANTENS Ha TeppuTOopuK Poccuiickoii deaepaumn. FapaHTURHBIA cpok —30 MecsiLeB.

MnPOM3BOANTE/Ib MEAMUWMHCKOIO N3OENNA
KomnaHuus «CHoygeH J1Ta.» (Snowden Ltd), (agpec: Hay4YHO-MHHOBALWOHHbLIN LeHTpP, 4 ®uH4Y Knoys, HottuHrem, NG7 2NN, BennkobpuTtaHus).

YMNOJTHOMOYEHHbIN NMPEACTABUTE/b NMPON3IBOAVTENA

O61LecTBO C OrpaHNYEHHON OTBETCTBEHHOCTLIO «OpuoH ®apma» (000 «OpnoH Papmar)
Appec: Poccus, 119034, MockBa, CeueHOBCKMIA nepeynok, 6/3

Ten.: +7 495 363 50 71/72/73

dakc: +7 495 363 50 74

E-mail: orion@orionpharma.ru

MepeBOA C aHFIMIACKOT0 A3blKa Ha PYCCKMWIA A3bIK BbIMOMHEH NEPEBOAYNKOM VICKYCHbIX AMUTPUEM ANEKCaHApPOBUYEM

<nognuncaHo>
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Poccuiickaa defepauns
["opog Mocksa
BocemHaguatoro okta6ps Ase ThicAYM ABaALATbH MEPBOro roja

A, AnexuH EBreHuidi BnagumupoBud, HOTapuyc ropoga MOCKBbI, CBUAETENLCTBYH
NOAMMHHOCTb MOAMMCK MepeBOAYMKA VICKYCHbIX AMUTPUA AneKcaHApoBuya.

Moanuce caenaHa B MOEM NPUCYTCTBUN.

NTnyHocTb Nnognucaslwero 4OKYMeHT YCTaHOBJIEHA.

3apeructpupoBaHo B peectpe: Ne 57/171-n/77-2021-14-2369.
YnnayeHo 3a COBeplUeHNe HoTapuanbHoro geictema: 400 py6. 00 kon.

E.B.AnexuH

'wcob |
Nl wecry ™| AT Lrrrn..rnaf,

epboBas nevats |
HOTrpuy;:a K
' o'ruur.: >l MOnpva‘AD0BH

Poccuitickas depepaum)
["opog MockBa
BoceMHaauaTtoro oktabps 4Be ThicAYM gBafLaTh NepBOro roga

A, AnexuH EBreHuin BnagumumpoBuy, HoTapuyc ropoga MOCKBbI, CBWAETENbCTBYIO
BEPHOCTb KOMUW C MPeLCTaBNEHHOI0 MHe LOKYMeHTa.
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XO0NM

Notaty ® Practice

BE IT KNOWN THAT 1, Hesham Sharkawi, Notary Public, duly authorised,
admitted and sworn and practising at 4 Palace Court, 250 Finchley Road, London
NWS 6DN and elsewhere in England and Wales,

DO HEREBY CERTIFY:

THAT Abdelsalam EMdrissi whose identity | attest and who is duly authorised
to represent the Arab-British Chamber of Commerce in London has presented me
with a document which he declares to be an original document titled
“Instructions for Use of a Medical Device” issued by SNOWDEN LIMITED.,
which I have hereunto annexed.

IN TESTIMONY WHEREOF | have hereunto set my hand and affixed my seal
of office on the 31*day of August 2021.

isham Sharkawi
Notary Public
England and Wales

Hesham Shart<ew(. N«ary PubBc
4 Palace Coud. 250 Finchley Road
London. NW3 6DN, England

T et+44(0)207 433 3338
ml Miijiioi.ii"i.t "im \v>wv ilofjrvpfa;;l4
e.run m fIM/i;U> NuaU. | . t Tyl
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APPROVED

CEO Snowden Ltd
|
/-
LS -
GREGORY NEIL :
TowNE
INSTRUCTIONS FOR USE
OF MEDICAL DEVICE
Home screening test
for male fertility (Fertitest)
Manufactured by: Snowden Ltd,
(Address; Research & Innovation Centre, 4 Finch Close, Nottingham NG7 2NN,

United Kingdom)

Version 1.0
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1 NAME OF MEDICAL DEVICE
Home screening test for male fertility (Fertitest), hereinafier referred to as the device.
2 PURPOSE OF MEDICAL DEVICE (INDICATING POTENTIAL USER)

" The device is used o determine sperm count in 8 semen sample in a shorter time
compared to standard laboratory tests using colorimetric test strips. Self-testing for men over 18,

3 RANGE OF APPLICATIONS OF MEDICAL DEVICE
Clinical laboratory diagnosis, self-testing.

4 INDICATIONS FOR USE OF MEDICAL DEVICE
Analysis of sperm count.

5 CONTRAINDICATIONS FOR USE OF MEDICAL DEVICE
Not identified.

6 PRECAUTIONS FOR USE OF MEDICAL DEVICE

For individuals over 18 years.

Warnings:

- A negative test does not necessarily indicate infertility and should not be used to
determine whether or not contraception is required.

-~ Consult your doctor before making any medical decisions.

— For in vitro diagnosis only (not for internal use).

— Store out of reach of children.

Limitations:

Color blindness and improper lighting may affect the interpretation of test results.
Sometimes semen samples do not get sufficiently liquefied even if the test instructions are
observed. This may be due to the high viscosity of the semen. If this happens, consult your
doctor. Some medications may affect sperm count and viscosity. Discuss this possibility with
your doctor, nem:sverywateindetecﬂngspmuouuutatoraboveﬂwan-offpointofﬂn
test, False results are possible at lower sperm counts. As is true with any diagnostic
doctorshouldevalwtedledacaobmmdbymemofﬂliswumIlgktofoﬂmclinlcal
information.

7 POSSIBLE SIDE EFFECTS ASSOCIATED WITH MEDICAL DEVICE
Not identified,

8 PERFORMANCE SPECIFICATIONS AND TEST PRINCIPLE

Home screening test for male fertility (Fertitest) is an in virro diagnostic medical device
intended for self-testing and analysis of sperm count.

The screening test is the first step in evaluating fertility, after which the male user will
choose one of the following.

In case of a negative result, which indicates a potential fertility problem due to low sperm
count, the user will have a clear reason to undergo a medical examination and additional fertility
tests. In case of a positive result, which indicates that there are no suspicions of low sperm count
or infertility, the user and their partner can continue to try to conceive for 12 months, as
recommended by modern medical practice.
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The accuracy of the home test is greater than 97 %, however, one may still need to
consult with a medical professional. If the test results show a low sperm count, the user should
seek medical attention. A medical professional should confirm results, provide consultation and
give advice on alternative methods to achieve pregnancy. There is no treatment method that the
user could pursue as an alternative to seeking medical advice and testing, therefore when test
results have been obtained the benefits of the test are not diminished due to the risk of improper
treatment or wrong use.

‘fhe target analyte of the device is sperm, whose count is determined using this device
using a semi-quantitative method. A normal sperm count ranges from IS to more than 200
million sperm per | milliliter of semen. The color of a sample with 15 mIn/mL sperm is used as
the reference color.

The test is carried out after reduction of viscosity of sperm ejaculate in a specially coated
collection cup, then the sperm is separated from the semen plasma and other components of the
semen liquid by filtration in the cassette test well. Staining solution added to a sample reacts with
multiple components present in the differentiated sperm, providing an average signal that is
representative of the entire sperm population. Hundreds of thousands to millions of sperm cells
are captured in the test well cassette filter. The semi-quantitative test yields a colorimetric result,
which indicates whether the sperm count is above or below 15 million/mL (15 mIn/mL) sperm.

This is done by visual interpretation, comparing test sample well color to Che reference control
well.

9 PROCEDURE

9.1 Preparation

- Theaccuracy of the home test is greater than 97 %.

- Semen should be tested no earlier than three days after the last ejaculation.

- Do not open the foil pouch until you are ready to begin testing.

- The kit is intended for one test for one user only - do not re-use.

- Do not use it if the foil pouch is tom or damaged.

~ Do not perform the test after the expiry date printed on the foil pouch.

- All kit materials are non-toxic, but should be handled with care and disposed of

promptly after the kit has been used. If you touch or spill any of the solutions, wipe up with a
damp cloth and wash hands.

9.2 Progress

1. Semen collection; semen may be collected by masturbation directly into the sample
collection cup. It is necessary to collect the entire volume of semen. Do not touch the inner wall
ofthe container!

2. Close the cup with a lid and stir gently by turning at least 10 times. Wait at least 15
minutes (but not more than 12 hours) until the sample turns liquid before the test.

*Note: Freshly ejaculated semen is gel-like and thick in consistency. Overtime (normally 60
minutes or longer) it should turn liquid. The collection cup provided is specially treated so that the sample
should liquefy quicker than this (approximately 15 minutes). Only liquefied semen should be used. Ifany
of the sample or solutions take more than 5 minutes to drain through the test well the test is invalid.
Before testing, the semen sample can be stored in a cup for up to 12 hours at room temperature. However,
if the sample has not been tested within this time, discard it and collect a new sample using a new cup
after waiting for at least 3 days.

9*rrwn
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3. Open the foil package by tearing or cutting the bag. Remove the contents, Lay the test
cassetie on a flat surface with the wells facing upwards.

4. Rotate the sample cup gently a few more times before removing the lid. Squeeze and
hold the plastic pipette, then lower the tip into the semen sample and slowly release the pressure,
Draw the sample into a pipette,

5. While gently squeezing the pipette, add one drop (50 pL) of the sample to test well T.
Atlow the drop to absorb for at least one minute.

- - L

6. Having removed the cap and lightly squeezed the bottle with the blue solution, add two
drops of staining solution to test well T. Let the drops absorb for at least one minute.

7. Having removed the cap and lightly squeezed the bottle with the clear solution, add
two drops of wash solution to test well T. Let the drops absorb for at least one minute.
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8. The result will be ready in 5 minutes.
Compare the color of the test well (T)(test) with the color of the reference well (R)
(reference).

9.3 Result Interpretation
Positive

| he blvo color ol
ihctest well 11)
has ihc same
shade or is darker

The blue color of the test well (T) has the same shade or is darker than the color of the
reference well (R), which indicates a positive result (sperm count is equal to or greater than 15
min/mL). This is considered to be a positive result, although it cannot be taken as proof of
fertility.

In addition to low sperm count, there are other causes of male infertility, such as low
semen volume, a high percentage of low-motility sperm, the presence of leukocytes in the
semen, anti-sperm antibodies, etc. Therefore, see a doctor if attempts to conceive remain
unsuccessful for 12 months.

Negative

1he liliie ct»loroflhe
les( well (T) has a
liihter shade coTpaliul
U>the et)k»r ol llic
reference well (K?

The blue color of the test well (T) has a lighter shade compared to the color of the
reference well (R), which indicates a negative test result (sperm count of fewer than 15 min/mL),
which can be a sign of reduced fertility. It is recommended to repeat the test, waiting 3-7 days
before doing so. If two tests indicate different results, it is recommended to wait another 10
weeks and repeat the test. Consult a doctor if two negative tests results in a row are obtained.
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While a low sperm count does indicate that you may have more difficulty conceiving
naturally, it does not mean that successfiil pregnancies cannot occur. Moreover, while a low
sperm count can indicate infertility, it can also be a result of temporary or long-term health
problems or exposure to external factors, such as changes in the levels of blood hormones, stress,
exposure to high temperatures, physical exertion, travel, surgery, and certain medications and
even a change in diet. Discuss your test results wiih a doctor.

Inaccurate result: If any of the sample or solutions take more than 5 minutes to drain
through the test well (T) the test is invalid. 1T no color appears in the test well, an error may have
ojcurred when adding the sample or solutions. It is recommended to read recommendations for the test
carefully, purchase a newtest kitand performanother test

9.4 Use conditions

The screening test is intended for home use (user self-test). Carrying out procedures with
this medical device does not require special training and special skills.

10 STORAGE AND TRANSPORTATION

The device is to be transported by all tjpes of closed transport (in railway cars,
containers, heated pressurized compartments, on airplanes, closed vehicles, cargo holds, etc.) at

temperatures from 4 ®C to 30 ®C following the rules of transportation for a given means of
transportation.

Store sealed at room temperature (4 ®Cto 30 ®C).
Shelflife is 30 months.

Home screening test for male fertility (Fertiiest) is stable until the expiry date printed on
the package.

Shelflife 30 months.
11 RECYCLING

All kit materials are non-toxic, but should be handled with care and disposed of promptly

after the kit has been used. Ifyou touch or spill the solution, wipe up with a damp cloth. Dispose of
household waste.

12 PACKAGE CONTENTS

Home screening test for male fertility (Fertitest), which includes:
- test cassette - | pc.;

- bottle of Thiazine Blue stain solution - 1pc.;

- bottle of Poly-Lysine wash solution - 1pc.;

- sample collection cup - | pc,;

- pipette-l pc;

- package insert (instructions for use) - 1pc.

13 SPECIFICATIONS OF MEDICAL DEVICE, SPECIFICATIONS OF
CONSUMABLES, PACKAGING INFORMATION

13.1 General description

A home screening test for male fertility (Fertitest) is a quick self-test for sperm count.
The test is used to determine if the sperm count is above or below 15 million sperm per milliliter
(mIn/mL). A positive result is one that shows a sperm count equal or above 15 min/mL and a
negative result is one that shows a sperm count of fewer than 15 mIn/mL. A sperm count of less
than 15 million/mL has been recommended by the World Health Organization (WHO) as the
level that may be used to diagnose male infertility. The test device is an in vitro diagnostic
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rrxdical device and as such does not create an> direct risk to the end>user as it is not used in or
on the human body.

The device does not contain radioaaive. infecticHis, toxic, or otherwise hazardous
ingredients or reagents; no energy is transferred from or to the patient; the device is not intended
for multiple uses. The device is not supplied stenk or intended to be sterilized by the user, nor
arc there other microbiological means of control The device is intended for single-use and therefore
docs not require cleaning and/or disinfection after use. The device is not intended to modify the
patient environment, does not require maimenanx or calibration. The device does not contain
software and is not subject to any mechanical forces. Dumkm of storage does not affect the device
and its pertbrmance during shelf life, and its use does not require special training.

13.2 Specifications

Dimensions
Name Dimensions Mass
Length 47 mm (46.5 to 47.5 mm) x width 25
Test cassette mm (24.5 to 25.5 mm) * height 6 mm (5.5t0 2.7t03.3 g
6.5 mm)
- height 48 mm (47.5 10 48.5 mm) x diameter
Bottle with lid 14 mm (135 to 15.5 mm) 17t023¢g
top 60 mm (59.5 to 60.5 mm) * base 40 mm
Collection cup with lid (39.5 to 40.5 mm) * height 25 mm (24.5 to 17t02.3 g
25.5 mm)
. height 62 mm (61.5 to 62.5 mm) x diameter
. Pipette 6 mm (5.5 to 6.5 mm) 03t00.7¢g
Volume
Name Nominal volume
Bottle with lid 251035 mL
Collection cup with lid 37.5t0 38,5 mL
Pipette 0.4t0 0.6 mL

Description of solution

Acceptable pH

! Name Volume Appearance
range
1Thiazine Blue Light blue clear
1solution 1.5-1.7-mL odorless liquid 7-8
I Poly-L-Lysine clear -
" waA solution 1.5-1.7 mL Clear odorless liquid 4-6
Packaging
1 Name Dimensions Length x Width x Height, mm  Mass, g
; Fertitest packaging (package of 1) 77 X60 * 165 mm 41 g

14 MATEHOADb DESCRIPTION

L1 Acrylonitrile butadiene styrene Babystart, manufactured by Zhuhai Xumao Plastics
Mould Co., Ltd. (China), dyed with the white dye Ahlstrom Grader 141, manufactured by
Ahlstrom Corporation (USA)- a cassette with a test-system.

2. Polypropylene Babystart, manufactured by Zheng Jiang Shuo Hua Medical Plastic Co.,
Ltd. (China) - sample collection cup lid.
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3. Polypropylene Babystart, manufactured by Zhei” Jiang Shuo Hua Medical Plastic Co.,
Ltd. (China), dyed with the white dye C4129. manufacfurcd by Sigma Aldrich LLC (USA) -
sample collection cup.

4. Polyethylene Babystart, manufactured by Zben§ Jiang Shuo Hua Medical Plastic
Co.. Ltd. - pipettes and bottles.

5. Polyethylene Babystart, manufactured by Zheng iimg Shuo Hua Medical Plastic Co.,
Ltd. (China), dyed with the white dye C4129, manufactured by Sigma Aldrich (USA) - bottle
cap.

6. Polyethylene Babystart, manufactured by Zheng JUmg Shuo Hua Medical Plastic Co.,
Ltd. (China), dyed with the blue dye Hemacolor, manufacnetd by EMD Chemical Inc. (USA) -
bottle cap.

The device does not contain materials of animal (mgin.

15 REQUIREMENTS FOR MAINTENANCE AND REPAIR OF MEDICAL
DEVICE

The device does not require maintenance.
16 LIST OF STANDARDS

Directives 98/79/EC of the European Parliament on im vitro diagnostic medical devices,
under Annex Il of the Directive and the following harmonized standards:

BS EN ISO 18113-1:2011

BS EN ISO 18113-2:2011

BS EN ISO 18113-3:2011

BS EN ISO 18113-4:2011

BSENISO 18113-5:2011

BSEN 13532:2002

BSEN 13612:2002/AC:2002

ISO 14971:2009

17 CIRCUMSTANCES TO CONTACT ADOCTOR

In case of a negative result, which indicates a potential fertility problem due to tow sperm
count, the user will have a clear reason to undergo a medical examination and additional fertility
tests. In case of a positive result, which indicates that there are no suspicions of low sperm count
or infertility, the user and their partner can continue to try to conceive for 12 months, as
recommended by modern medical practice.

Accuracy of the home test is greater than 97 %, one may still need to consult with a
medical professional. If the test results show a low sperm count, the user should seek medical
attention. A medical professional should confirm results, provide consultation and advise on
alternative methods to achieve pregnancy. There is no treatment method that the user could pursue as an
alternative to seeking medical advice and testing, therefore when test results have been obtained
the benefits of the test are not diminished due to the risk of improper treatment or wrong use.

18 WARRANTY

If there is a manufacturing defect, the device is to be replaced. Should a defect of the
device be detected or should it not match corresponding documents, the official authorized
representative of the manufacturer in the Russian Federation will accept any related claims. The
warranty period is 30 months.

19 MANUFACTURER OF MEDICAL DEVICE
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Snowden Ltd., (address: Research & Innovation Centre, 4 Finch Close, Nottingham NG7
2NN. United Kingdom).

20 AUTHORIZED REPRESENTATIV E OF MAI4UFACTURER

Limited Liability Company Orion Phanna (LLC Orion Pharma)
Address: Sechenovsky pereulok. M90K. A3. Moscow

Tel: +7 495 363 50 71/72/73

Fax: +7 495 363 50 74

E-mail: orion@orionpharma.ru
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21 MEDICAL DEVICE LABELING
Text of consumer packaging labeling t«r tW Russian Federation

lumo VTGSWW tcM liir imilc teriiliiv iJ-criiwsii

Itnowden L id.
Hoearch & Innovekw) Centn. 4 Pinch Close,
4oUinshun, NG7 2NN. United Kingdom

Khome Krcening test for male fertility' (Fertitesi) is used to 1 a semen sample ina shoner time compared to st»dard labontoty
esu using colonmeUK test strips
Feitiiest isa simple and reliable screening test used to evai<oxe m ~em count man ejaculate sample is belowor abo\e the feniluy standard

Jeflned by the Worid Health Organization as 15 million spem pa- < aA aTi
Pertitest provides an opportunity for men to test this fenilM> agam JleT «wi aintiOM leaving home

774 accuracy

Easy to use

lesulls in 15 minutes

NDICATIONS FOR USE OF MEDICAL DEVICE

Analysis of sperm count.

IX)NTRAINDICATIONS FOR USE OF MEDICAL DEMCt
Mot identified

PRECAUTIONS FOR USE

For individuals over 18 years

Positive

WOBH v i*
n . .
Inmieni"ely
jiai OhHOI rymm (R)
UMM ioV>ce

fhe blue colorofthe test well (T) has the same or darker shade Ireference well (R)
Spenn coaat characterUttc ofaormal (ertllity.

Megatrve

The blue cotoc o fthe test twll T Km mlighter shade comoafed to » ¢ xSaence ueii iR)
Low iperm coaet. Indlcatiiig reduced fertility.

Home screening test for male fertility (Fertitest):
- Testcas»tte - 1pc.:

- Bottle of Thsizine Blue stain solution- | pc;
« Bottle ofPoly-Lysine wash solution - 1 pc.:

- Sam[ME collectioncup - 1pc;

-Pipette - I pc.;

« Package iruen (instructions for use)- 1pc.

Positive  Sperm count is equal to or greater than 15 milium per ml.
Megaiive Sperm count is less than 15 million per mL. It is reconsnended to sepeai the test, wailing M days before doing so. Iftwo tests indicate dilTerem
results. It ISrecommended to wait another 10 weeks » kJ repeat die test CecaHH a doctor iftwo negative tests results in a row are obtained.

Hanufacturer of medical device
Snowden Ltd . (address: Research & Innovation Centre. 4 Finch Close Soaxngham SG7 2KN. United Kingdom).

Monuthciuring date.

- E\p date

10
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The «uthoried representative of the Tanulracturet
Limited Lid>ility Company Orion Phanna (LLC OrHe
Address: Sechenovsky pereulok. 19034.6”. Motce™™*
Tel:+7495 363 50 71/72/73

Fax: +7 495 363 50 74

E-mail: ohon@ononDhanna.ru

Labeling (text) mock-up
Labeling on the indi>idBal
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cbe Russian Federation
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Description of symbols applied to labeling of medical device

Symbol Description
Manufacturing date

Expirity date

toTl Lot code
. Manufacturer
§) Do not use if the package is damaged
y30-C Temperature range
q) Do not re-use
A Caution! Refer to instructions for use
|-|.|.|| Medical device for in vitro diagnosis

The contents of the package are enough to
perform n-number of tests

O Recycling symbol or Mbbius strip

Fragile, handle with care

Keep moisture away

Limit on the number of tiers
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Notar}* LL|, Practice

OA BYAET M3BECTHO, UTO g, Xewawm Llapkasu (Hesham Sharkawi),
HOTapUyc, AO/MKHbIM 00pa3oM YMONHOMOYEHHbIN, MPUBELEHHbIA K npucare u
BeAYyLUMIA MpakTUKy no agpecy: 4 Manuc Kopt, 250 ®uHunm Poya, JloHgoH NW3
6DN (4 Palace Court, 250 Finchley Road, London NWS 6DN), a Takxxe no apyrvum
agpecam B AHIIUK N Yanbce,

HACTOALLPIM ¥ JOCTOBEPAIO:

UTO Abpgencanam Onb-Uapucen (Abdelsalam El-ldrissi), IMYHOCTb KOTOPOro
MOATBEPXKAEeHA MHOK U KOTOPbIA JO/MKHBIM 06pa3oM YNOIHOMOYEH MPeacTaB/aTh
MHTepecbl ApabcKo-bpuUTaHCKOM TOproBor nanatel B JIOHAOHe, NpefoCcTaBu/l MHe
[AOKYMEHT, KOTOPbIA, MO ero 3asB/eHuto, ABMAETCA OPUTMHA/IbHBbIM [LOKYMEHTOM
NnofL HasBaHMeM «UIHCTPYKUMA MO MNPUMEHEHUIO MEAULMHCKOro  W3Aenns»,
BbINyLLEHHbIM KoMNaHuein «CHOYOEH NMMMWTEL» (SNOWDEN LIMITED), u
KOTOPbI A J06aBU/1 B KAYECTBE NPUIOXKEHNS.

B TNOATBEPXAEHME UYEFO a4 ckpenun  HacTOSWMA  AOKYMEHT
COOGCTBEHHOPYYHOM NoAnuckio 1 nevatbto 31 asrycra 2021 ropa.

<nognucaHo>
Xewam LLlapkasu (Hesham Sharkawi)
HoTapuyc
AHIIYA 1 Yansc

Xewam LLlapkaBu, HoTapuyc
4 Mannc Kopt 250 ®uHunm Poyp,
NoHpoH, NW3 6DN, AHrnms
Ten.:+44 (0) 207 433 3338
<[leyaTb: XELLUAM LLUAPKABI
HOTAPNYC>

<TuWCHeHada neyaTb HOTapuyca>

Ten.: +44 207 433 3338 dakc: +44 207 435 8889 3n. nouta: info@notarypractice.com www.notarypractice.com
4 TManuc Koprt, 250 duHunn Poyg, JTlongoH NW3 6D
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YTBEPXOAKO
CEO «CHoygeH JiTa.» (Snowden Ltd)

<Kpyrnasa nedyatsb: «CHOYEH
NTMMUTEL» («<SNOWDEN LIMITED»)>

["peropu Hun ToyHwu
(Gresorv Neil Towne)

NMHCTPYKUNA N0 MPUMEHEHWIO
MEANUVNHCKOIO N3AENNA

CKPUHUHI-TECT B fJOMALLHNX YCNOBUAX
ANA onpefeneHna My>XXCKo epTunbHocTU (PepTUTECT)

MpounsBoacTBo; «CHoyfeH /1Ta.» (Snowden Ltd),

(Agpec: Hay4yHO-MHHOBALUMOHHbIA LUEHTP, 4 ®PuHY Knoys, HoTTnHrem, NG7 2NN,
BenunkobpuTaHus)

Bepcusa 1.0

MAJTATA BOCTOYHOIo MNONEHOA
(JEPBVMWINP, HOTTUHTEM LW WP, NECTEPLUWP)
YOOCTOBEPUTE/NIbHAA MEYATb

16 ABI'YCTA 2021 T.

3TA NOAMUCHL ABNAETCA NOANVNHHON
YOOCTOBEPEHO

<nognuncaHo>

Niocn Ipeitnpxep (Lucy Granger)
nnmuo, YnonfHOMOYEHHOE HA MOANMWCAHWE

<noanmcaHo>
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1HAMMEHOBAHWE MEANUWMHCKOIO N3AENNA

CKPUHWUHT-TECT B [OMAalIHMX YCNOBUAX [NA ONpefefieHUs MY>XXCKOW (epTUabHOCTY
(PepTuTECT) — Apanee usgenue.

2 HASHAYEHVME  MEAVWUMHCKOIo u3aenna (C  YKASAHUEM
MOTEHUWMANMBHOIO MOTPEBUTENA)

Ons onpefeneHWs KOHLEHTpauuu cnepmaTro3oujoB B 06pasle CeMeHHON XWUAKOCTU 3a
KOPOTKOe BpemMs MNO CPaBHEHWIKO CO CTaHAapTHbIMW  nabopaTopHbIMW  Mpoueaypamu
nccnefoBaHnii ¢ NCNONb30BAHUEM KOIOPUMETPUYECKUX TeCcT-nonocok. CamoTecTuposaHue ans
MY>XUUH cTapwe 18 ner.

3 OBJIACTb MPUMEHEHVA MEAVNUNHCKOIO U3AENNA

KnunHunueckas nabopaTtopHas uMarHocTka, CaMoTecTUpOBaHMe.

4 TTOKASAHWA ANA NMPUMEHEHWA MEAVNUWHCKOIO N3AENNA

AHaNn3 KOHLEHTpaLyM cnepMaTo30unoB.

STMPOTVNBONMOKA3AHUA OANA MPUMEHEHNA MEAVWUWHCKOTI O N3AENUNA

He BbISIB/IEHO.

6 MEPbI MPEAOCTOPOXHOCTW MPU NMPUMEHEHNW MEANUWHCKOIO
N3OENTNA

Onsa nopgeli ctapwe 18 ner.

MpepynpexaeHus:

- OTpuuaTenbHbliil pe3ynbTaT He 06s3aTelbHO O3HavaeT 6Gecnnojume U He [LOJDKEH
MCNob30BaTbCA A1 OLEHKN He0BX0AMMOCTU KOHTpaLenumuu.

- Tpexpge 4eM NPUHMMATb Kakue-nmbo MeguLUHCKMe pelleHuns, NPOKOHCYNbTUPYIATECH
C Bpayom.

- ToNbKO ANs AMArHOCTUKWK in vitro (TONbKO 418 HAPYXHOI0 NPUMEHEHUS).

- XpaHuUTb B HEJOCTYMHOM ANs feTell MecTe.

OrpaHunyeHus:

[JanbTOHM3M U HenpaBW/IbHOE OCBeleHWe MOTyT MOBAUATH Ha WHTeprnpeTayuto
pe3ynbTaToB TecTa. MHorga o6pasubl CnepMbl He pa3XuxawTcd A0 HY>XXHOW KOHCUCTEHLMU
fJaxe npu co6N0OAEHUN UHCTPYKUUIA K TecTy. MPUUYNHONA 3TOMY MOXET BblTh BbICOKAsA BA3KOCTb
cnepmbl. B 3TOM cfiyyae cnegyeT NPOKOHCY/NbTMPOBATLCS C BpayoM. HeKoTopblie 1€KapCTBEHHbIE
npenapaTtbl MOryT BAUATH HAa KOHLEHTpauutlo cnepmMaTo3OMoOB M BA3KOCTb CMepMbl. 3ITO
Heob6XoaMMO 06CyAMTb C BpayoMm. JlaHHbIA TecT O4YeHb TOYHO oOnpefenseT KOHLEHTpaLuto
crnepmaTo3oMioB, €ClM OHa paBHa Mpefe/lbHOMY YPOBHIO TecTa WAu Bbiwe. [Mpu MeHbLIei
KOHLEHTpaLumn cylwecTByeT BEPOATHOCTb MONYUYEHUA NOXHbIX pe3ynbTaToB. Kak v pesynbTarhl
noboii  AMarHoCTMYecKOW npouefypbl, pe3ynbTaTbl [[aHHOFO0 TecTa [AOMKHblI  6ObITb
WNHTEPNPeTUPOBaHbl BPAYOM C YYETOM APYTUX KAMHUYECKUX AaHHbIX.

7 BO3MOXHbBIE MOBOYHLIE [AEWCTBMA TMPU  WCMNONb30BAHUN
MEAVUMNHCKOIO U3JENNA

He BbISABNEHO.

<noanuncaHo>
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8 PYHKUWNOHAJNBbHBIE XAPAKTEPUCTUKWN U TIPUHLUWTT METO4A

CKPVWHWUHT-TECT B [OMAaWHWUX YCNOBUAX [ANS ONpeAeneHUs MYXCKOW (epTUNbHOCTU

(PepTUTECT) — MEAULMHCKOE W3fenue ANsS AWArHOCTUKM LW Vitro, npefHasHauyeHHoe pAns
CaMOMpPOBEPKU U aHaNN3a KOHLEHTPALUKU CNepMaTo30Ma0B.
CKPUHUHT-TECT — MepBbIA lar B oueHke (HepTUNLHOCTK, MOC/e Yero Mo/fb30BaTe/lb-

MY>XUYMHA MPUHNMAET O4HO M3 ABYX PELUEHWIA.

Bo-nepBbIX, ecnu nony4yeHbl OoTpuuaTeNbHble pe3ynbTaThbl, YKasbliBalolWme Ha
noTeHUManbHy NpobaemMy ¢ (hepTUNbHOCTbIO M3-3a HU3KON KOHLUEHTpaLuum cnepmMaTo3onios, y
nonb3oBatend O6yAeT ficHas MNpuMYMHA AN NPOBeAEHUA MEeAMLMHCKOro o6cnegoBaHma u
AOMONIHNUTENbHbIX UCCNeao0BaHNn (epTUALHOCTW. B0O-BTOPbLIX, €CAN MONYYEHbI MOMOXUTENbHbIE
pe3ynbTaTbl, YKasblBalOWMe Ha OTCYTCTBME MNOAO3PEHMIA Ha HM3KYH KOHLUEeHTpauuto
cnepmaro3ongos unu 6ecnnogue, y nosnb3osatensd 6yfer BO3ZMOXHOCTb MPOALO/KATb MOMNbITKA
3ayaTua B TeyeHue 12 mecALeB, KaKk peKOMeHAYeT COBPEMEHHAA MeAULMHCKadA NpaKTUKa.

TOYHOCTb TecTa B AOMalWHUX ycnoBusax — 6onee 97 %, TeM He MeHee, He UCKIKO4YeHa
HEOOXO0AMMOCTb B3aMMOAEWCTBUSA C MEAULMHCKUMWU pabOoTHMKaMu. Ecnm pesynbTatbl TecTa
NMOKa3blBalOT HU3KYK KOHLEHTpauu cnepMaTo3onfoB, cnefyeT o6paTuTbCs 3a MeAULMHCKOW
nomolblo. MeauUUHCKWIA paboTHMK AO/MKEH NpeAocTaBUTb MOATBEPXKAEHWE pPe3ynbTaTos,
KOHCYNbTaUu 1 faTb COBETbl 06 anbTepHaTUBHbLIX BapuaHTax. Kakoli-nnbo meTof fneyvyeHus,
KOTOpPbIM MOMAb30BaTeNb MOr Obl BOCMOMb30BaTbCA BMECTO oO6paweHus 3a MegULMHCKONA
KOHCYNbTalUWeih U BbINOMHEHWS TeCTUPOBAHWUA, He CYLECTBYET, MO3TOMY MPW MNOAYYEHUU
pesynbTaToB TecTa ero rnpeuMmyllecTBa He CHUXAlTCA M3-3a PUCKA HeHaffeXallero feyeHus
WUAW HENPaBUIbHOTO UCMOMb30BaHUA.

LleneBoli aHanuT wu3genMa — cnepma, KOHUEHTpauus KOTOpOW onpepensieTca ¢
MOMOLLbO AAHHOTO0 W3AenuMsa  MNONYKONNYECTBEHHbIM MeToaoM. OO6blYHOE KOMAM4YEeCTBO
CrnepmaTo30onaoB Haxoantca B npegenax ot 15 maH go 6onee 200 M/IH cnepmaTo30MA0B Ha 1 Mn
cnepmbl. Takum obpasom, LBeT, ob6pasyeMblii 06pa3LoM ¢ KOHLUEHTpaumnein 15 maH/mMAa cnepmel,
NCMNOMNb3yeTcs KakK 3TaNoHHbI LBET.

McnbiTaHne NPoBOAAT MOCAE CHUXEHUS BA3KOCTU 3AKynATa CnepMbl B Yallke Anda coopa
obpasua ¢ creymanbHO HaHECEHHbIM MOKPbITMEM, 3aTeM ChnepMaTo30Mfbl OTAENATCA OT
CEMEHHOW naasMbl U APYTrMX KOMMOHEHTOB CEMEHHON XWAKOCTM C MOMOLWbI (GuabTpauum B
TEeCTOBOM NyHKe KacceTbl. OKpalluBalLlWmMiAi pacTBop, A06aBNeHHbIE K 06pa3uy, pearumpyeTt ¢
HECKONbKMMMW KOMMOHEHTaMW, MNPUCYTCTBYHOWMMU B AUddepeHUMPOBaHHOW cnepMe, 4TO
obecneymsaer o6pasoBaHWe CpefHEro CuUrHana, xapakTepusyrolero BCK MNONYASALKUIO
cnepmaTo3ougoB. B KacceTHOM (unbTpe TeCT-NYHKW 3axBaTblBaeTcsd OT COTEH TbICAY A0
MWU/IINOHOB  crepmaTo30nAoB. [10/lyKONMYeCTBEHHbIA TeCT fAaeT  KONOPMMETPUYECKUNA
pe3ynbTaT, NOKasblUalWWU KOHLEHTpaLUMo cnepmaro3ongoB BbNMe UAWM HWxXe 15 maH/Mn
(15 M/mn) cnepmato3ongoB. Takoe ONpeAeneHMe OCYLWeCcTBAAETCA MNYyTeM BU3yaNbHO
WHTepnpeTaumnmn, cCpaBHEHMEM LBeTa 06pa3la B TECT-NYHKE C LLBETOM KOHTPO/IbHOW CNpaBOYHOl
JIYHKM,

9 NOPAAOK PABOTbI N3OETNA

9.1 lMoparoTtoBKa K paboTe

- TouHOCTb TecTa B fOMalHUX ycnoBuax 6onee 97 %.

- [poBOoAUTbL TeCTMpOBaHWEe CMepmbl CliefyeT He paHee, yem 4epe3 TpuU [LHA nocne
nocnegHen aakynayuun.

- He oTkpbiBaliTe nakeT U3 onbru, noka He 6yeTe roToBbl HaYaTb TeCTUPOBaHME.

- [JaHHbIA Habop nNpefHa3HayYeH TONIbKO ANA OLHOrO TecTa TONbKO AN1A OAHOT0 YenoBeka
M He MOANEXUT NOBTOPHOMY NPUMEHEHUIO.

- He ncnonb3yiiTe TecT, ecnu naket U3 QoNbrv NOpBaH UAN NOBPEXAEH.

- 3anpeuiaeTcd WCNONAb30BaTb MOCNE WUCTEYEHUA CPOKa TOAHOCTU, YKA3aHHOro Ha
nakete n3 gonbru.

<nognucaHo>
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- Bce martepuanbl Habopa HETOKCWYHbLI, O4HAKO Mpu ob6palleHMn cnegyeTt cobnogatb
OCTOPOXHOCTb M YTUNU3UPOBaTbL Habop cpa3y nocne ucnonb3oBaHMA. Ecnv Bbl Mcnaykanuch
UM NPONUN KAKOMN-TO M3 pacTBOPOB, BbITPUTE €ro BAAXHON TKaHbIO U BLIMONTE pYKW.

9,2 Xop paboThbl

1. C6op cnepmbl: cbop cnepmbl HeOGXOAMMO MPOM3BOAUTL NyTeM MacTypb6aum
HenocpeAcTBEHHO B MpunaraemMblil cTakaHuMk gna cbopa obpasuya. [nsa aHanms3a He06Xo4MMO
cobpatb BeCb 06bEM cnepmbl. He npukacatbCs K BHYTpPeHHel cTeHKe KOHTeliHepa!

2. 3aKpOiTe CTaKaHYMK KPbIWKO/ M OCTOPOXXHO NMOMeLWlaiTe, moBopauynBas He mMeHee 10
pa3. Mopgoxante Kak MUHUMYM 15 MUHYT (HO He 60nee 12 vyacoB), Noka obpasel He cTaHeT
XULKUM, NPexae YeM HauyMHaTb TeCTMpOBaHue.

*MpumMedaHne: CBeXeanKynmpoBaHHaa crepma UMeeT XeneobpasHyr KoHcucTeHuuo. Co
BpeMeHeM (Kak npaswno, uvepes 60 MUHYT unu 6Gonee) obpasel, CTAaHOBUTCH >KUAKWM. Bxogsawmin B
KOMM/IEKT CTakaH4YMK cneuuanbHO 06paboTaH Ans YCKOpPeHWs 3TOro npouecca, KOTOpblid 3alimeT
npumepHo 15 MuHyT. [nA TeCTMpOBaHUA cnefyeT UCMO0MNb30BaTbh TOMILKO PadXUXXeHHyto crnepmy. Ecnu
npoba nnu pacTBOpbl CTEKAT Yepe3 IYHKY AoMblie 5 MUHYT, TeCT CUMTaeTCs HefdencTBUTENbHBbIM. [0
Hayana TecTUpOoBaHWA MOXHO XpaHWTb o6pasel, criepMbE B CTakaHuMke He 6onee 12 yacoB npu
KOMHaTHOM TemnepaType. OfHako ecnu obpasel, He Obll NPOTECTMPOBaH B TEYEHUE 3TOr0 BPEMEHW,
YTUAN3NPYIiTe ero 1 NOBTOPHO cobepuTe CNepPMy B HOBbIV CTAKAHUYMK MUHUMYM Yepes 3 fHS.

3. OTKpoiiTe ynakoBKy U3 onbry, pasopBaB WKW paspe3aB nakeT. [loCTaHbTe
cogepxumoe. MomMecTUTe TeCT-KacceTy Ha MIOCKY0 MOBEPXHOCTb TYHKaM BBEPX.

4, OCTOpPOXHO MOKPYTMTE YalKy AN 06pasLa elle HECKONbKO pas, Mpexae Yem CHUMaThb
Kpbnaky. COXMUTE M yAepXuBaiiTe NNacTUKOBYK MNUNETKY, 3aTEM OMNYCTUTE HAKOHEYHUK B
o6pasel, cnepmbl U MefeHHO ocnabbTe gaBneHne. O6pasel, HabepeTcs B NUMETKY.

5. AKKYypaTHO CXWMas nuneTky, fo6aBbTe oAHY Kannt (50 Mkn) o6pasua B TeCT-NyHEk
T. Mo3BONbTE Kansie BAUTATbCSA He MEHEee 04HOW MUHYTHI.

6. CHAB KONMAY0oK U C/ierka cxkas (*)I'IaKOH C CAHUM pacTBOpPOM, pob6aBbTe B TEeCT-TYHKY
[lBe Kanau okpawmeatLiero pacteopa. lo3sonbTe Kannam BNMTaTbCA He MeHee 0,CI,HOI7I MWHYTbI.
5
<noAnncaHo>
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7. CHaB KOMIAY0K H CNerka ¢XaB ¢nakoH ¢ Npo3pauyHbIM PacTBOPOM, R0GaBLTE B TECT-
myaxky T mpe Kamum 31010 NPOMBIBOYHOTO pacTBopd. [103B0/IBTE KAIUIAM BINMTATICA HE MEHee
ONHON MHHYTSI.

8. PesynbTar Gyaer roToB yepes 5 MUHYT.
CpasHate npet B TectoBoif aynke (T) (test) ¢ nBeToM B 3TanonHo#t nynke (R) (reference).

9.3 HaTepnpeTauns pe3yaAbTATOB
Monoxurensupili pesyabraT

Cuamit uper Tecr-ayaxu (1) Takolf xe TeMHEH] HIM TeMHee LBeTa 3TaloHHOHR MyHKH (R),
O3HAYACT, YTO TECT MOJNIOKHTENLHEI (KOHIIEHTPAIMA CHEPMATO30HIOB paBHA HIM OpPEeBLINIAET
15 M/Mn). 310 MONOXKHUTENBHEIA pe3yIbTaT, XOTA OH H HE MOXET CYMTATHCA AOKAIATEABCTBOM
(hepTHIBHOCTH.

TloMuMO HE3KOH KOHLUCHTPalUMH CIIEpPMATO30HAOB €CTh H ApYrue IPHIHHBI MYMXCKOro
Gecnnomnsg, HanmpuMep, Mannif o0beM COEPMEL, BHCOKHN TPOHEHT MANOMOABHKHEIX
CTICPMATO30HAOB, HANHINE JICHKOLKTOB B CriepMe, aHTHCNEpMAanbHble anTUTeNa H Ap. [lo aroi
NPUYHHE, €C/A MOMBITKH 3a4aTh pebeHKa ocTaloTes OesycnemHEIMM B TeyeHne 12 Mecsues,
oOparuTech K Bpayy.

6
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OTpuusrennibiil pe3yabTaT

Cunnit user Tecr-myrru (T) cBernee usera sranouno# nynku (R), 03Ha4YaeT, 4o TecT
OTPHUATCNBHEIN (KOHIEHTpals cnepMarozonaos Mesbine 15 M/mi), B depTAIbHOCTD MOXET
66Te cHWDKeHA, PexoMenfyeTcs BLINONHUTL TECT Bropoi pa3 ¢ uHTepsanom 3-7 auedt. Ecnn
nocie BHTONHEHHSA ABYX TECTOB MONYYEHH PAa3sHHE PE3yNbTATH, PCKOMEHAYCTCS BHIKIATDH
10 senenb M DOBTOPATbL TECTHPOBAHHE, & TAKXKE NPOKOHCYIFTHPOBATECA ¢ BPadoM IpH
NOBTOPHOM OTPHLATENFHOM PE3YIbTATe TECTA.

Hu3kad KOHIICATpamHs CNEPMATO3OHAOB O3HaYaeT, 4ro Bam Gynmer cnoxHee 3avars
pebcHKA ecTeCTBEHHEIM NyTeM, HO He HCKHOMACT HacTylneHus Gepemennoctd. Huskas
KOHLICHTPAUA CIEPMATO30MAOB MOMCT yKaswBarb Ha Oecmnogde, HO Takke MoxeT OBITh
BBI3BAHA BPEMCHHRIM MJIH JUTHTENBHBIM HApYIICHHEM COCTOAHHA 3XOPOBbA AIH BO3feHCTBHEM
BHEIHFX (aKTOpPOB, HANPHMEP, H3MCHEHHEM KOHLCHTDAIMH TOPMOHOB B KDOBH, CTPECCOM,
BO3eficTBEEM  BBICOXOH  TeMmepaTypH, (H3HYCCKHMH HArPY3KaMH, NYTCHIECTBHAMH,
XHPYPrHYECKHMH OTICpalusMH, NPHEMOM HEKOTOPHIX JICKapCTBEHHAIX NPEHMApATOB H JHaxke
H3MCHEHHEM pexAMa nuTaHAd, O0cyauTe pe3ynbTaThl TECTA C BPaYoM.

Henocronepnniit pesynerar: Ecna npo6a win pacTBOPH CTERAIOT Y€Pe3 TECTOBYIO JIYHKY
(T) nomeme 5 MuHYT, TeCT cuMTacTCA HeAcHCTRHTEMLHEM. Ec/i UBeT He nposmIseTca, BO3MOXKHO,
6sina omymicHa ommrOKa pH nobarieRrH o0pasia W pacTBopoB. PexoMeHyeTc BHHMATEILHO
TIPOYHTATE PEKOMEHIALTAH N0 MPORSASHHIO TECTA, NPEOOpeCcTH HOBBEA TECTORENH BA0OP B NOBTOPATS TECT.

9.4 Yc10BHS NpnMeHenEs

CKpHHMHI-TECT NpPEAHA3HAYCH [N HCNOJB3OBAHHA B AOMAIIHMX YCIOBHSX (Mif
CAMOTCCTHPOBaHHA nonk3oBareneMm). IlpomeseHHe mnpoUEAYP ¢ AAHHHM MCAHUHHCKHM
H3fieNHeM He TpeOyeT CelHaNbHON MOATOTOBKH H CIEUHANBHEIX HABELIKOB.

10 YCJIOBHA XPAHEHHWS H TPAHCIIOPTHPOBAHHA

TpancnopTMpoBKa AO/DKHA OCYILSCTBIATECA BCEMH BHAAMM 3aKpHITOro TpaHcmopra (B
XeNe3HOAOPOKHBIX BaroHax, KOHTeHHepax, oTanIMBaeMBIX NepMETH3MPOBAHHBEIX OTCEKAX, HA
camoJIeTax, 3aKphITHIX ABTOMALIMHAX, TPIOMaxX H T. A.) npH Temneparype or 4 °C no 30°C »
COOTBETCTBHH C MPaBHIIAMH NEPEBO30K, AeHCTBYIOIMUMA HA TPAHCNIOPTE JAHHOIO BUAA.

XpauuTs npH KOMHATHO! Temnepatype (o1 4 °C zo 30 °C) B 3aneuaTanROM BHAC.

Cpok xpanerus 30 mMecanues.

CKpHHHHI-TECT B JOMANIHHX YCNOBHAX NS ONpEACNCHAS MYKCKOH (eprHnbHOCTH
(PepruTect) crabaneH A0 HCTCYCHHA CPOKA TOAHOCTH, YKA3AHHOTO HA YHAKOBKE.

Cpoxk romocts 30 Mecanen.

11 CBEJAEHHA OBb YTH/IN3ALIMH

Bee marepuansl Habopa HETOKCHYHE, OAHAKO IpH oOpameHuum cnexyer coGmopzars
OCTOPOXHOCTE M YTHIH3MpoBaTh Habop cpasy focne ucnonb3osaHMsA. Ecma Bel kochHynuch
pacTBOpa WM NPONKIH €70, BWTPHTE er0 RAMKHON TKAHLIO. YTHIM3HPOBATH ¢ OOMHKMH OTXOLAMH.

12 KOMILIEKT NNOCTABKH

CKpHHMHI-TECT B JOMAIINMX YCIOBHAX IS ONpeleieHHs MyxXckolf (epTHILHOCTH

7
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(PepTUTeECT) B COCTaBeE:
- TecT-kacceta— 1w,
- (NaKoH C CMHUM «OKpaluBaro L MM» PaCTBOPOM TUA3MHOBOTO CMHEro — 1 wrT,;
- (bnakoH ¢ Npo3payHbIM pPacTBOPOM A8 NPOMbIBKM NOAUAN3UH — 1 WT.;
- yYawka gna céopa obpasya — 1wt
- nunetka— 1wrT.;
- WHCTPYKLWSA NO NPpUMEHeHUIO — 1wT.

13 TEXHUYECKNE XAPAKTEPUCTUKWN MEANUWMHCKOIO W3OENN!

XAPAKTEPUCTUKN MPUMEHAEMbIX PACXOAHbIX MATEPUATNOB,
CBEAEHWNA MO YMNAKOBKE

13.1 O6uyee onncaHue

CKPUHWHT-TECT B AOMAlUHWX YCMOBMAX [N ONpefeneHns MYXCKOW (epTUabHOCTK
(PepTuTecT) — 3TO ObICTPLIA TecT CNEepMbl Ha KOHLUEHTpauui crnepMaTo3onfioB [Ans
camonpoBepku. TecT npefHasHayeH AnA OnNpefeneHWs TOro, HaxoAUTCH NU KOHUEHTpawwus
CnepMaTo30MA0B BbilEe WAN HWKe 15 MWANMOHOB CNepMaTo30MAO0B Ha MUAAUAUTP (MAH/MA).
MoNoXNTeNbHbIM  pe3ynbTaToOM  ABNAETCA TOT, KOTOPbIA  NOKasbiBaeT KOHLEHTpauuto
cnepmaTo3onjoB pasHyl unu 6onee 15 MAH/MA, a oTpuuaTenbHbIA pe3ynbTaT MokKasblBaeT
KOHLEHTpaL KMo cnepmMaTto3onios meHee 15 MaH/MA. BceMupHas opraHusanns 3gpaBooxXpaHeHuns
(BO3) pekomeHAOBaNna KOHLUEHTpaLW0 cnepMbl MeHee 15 MAH/MA B KayeCcTBe YPOBHSA, KOTOPbIN
MOXEeT CBMAEeTENbCTBOBATb O MYXCKOM Gecniiogum. TecToBOe yCTPOWCTBO npeacTaBaseT coboit
MeAULMHCKOe n3genne AN AUarHOCTUKK in vitro U He CO34aeT Kakoro-nmbo npsMoro pucka ans
KOHEYHOro No/b30BaTeNd, MOCKOAbKY OHO HE MPUMEHAETCA B Tefle NN Ha Tefle YenoBeKa.

N3genve He cofepXMUT pagnoakTUBHbLIX, WHPEKLMOHHBIX, TOKCUYHBIX WAN [LPYTrux
ONacHbIX KOMMOHEHTOB, PEAKTUBOB; 3HEPrns He NOLAETCH B OPraHM3M nauueHTa U He yfanaetcs
M3 HEro; wu3genne He nMpefHa3HayeHO [ANA TMNOBTOPHOrO wcnonb3oBaHus. W3genve He
NoCTaBNAeTCH CTEPUNbHBIM W He MNpefjHasHauyeHo [ANA CcTepunus3auuu nofib3oBaTeneM, He
NPUMEHAIOTCA TakXe W Apyrue cpeacrsa  MUKPOOMONOTrMYECKOro  KOHTponsa.  W3genue
npegHasHayeHo [NA OLHOPa30BOr0 MCMOMb30BaHWMA, WU MNO3TOMY He TpebyeT UMCTKM wu/unu
ge3nHdekumn nocne UCMONb30BaHUA. M3genve He npefHasHayeHO ANA  U3MEHEHUA
OKpy>KatoLeln cpeabl nauueHTa n He TpebyeT 06CNYXMBaHUSA N KanMbpoBKN. 3genne He cogepXxuT
nporpaMMHOro obecneyeHus U He NOABEPXKEHO BO3AEWCTBUIO MeXaHWYeCKUX CUA. JANTeNbHOCTb
XpaHeHWsa He BAWAET Ha WU3JenuMe W KavyecTBO paboTbl B TeyeHWe CPoOKa rOAHOCTU, U ero
MCNoNb30BaHWe He TPebyeT cneymanbHON NOArOTOBKMY.

13.2 TexHN4YecKne XapaKTEPUCTUKM
abapuTHble pasmepbl

HavmeHoBaHUe Pasmepbl Macca
OnnHa 47 mm (o1 46,5 go 47,5 MMm) X
TecT-KacceTta wupuHa 25 mm (ot 24,5 go 25,5 Mm) X OT12,7p8033Tr

BblcoTa 6 MM (0T 5,5 50 6,5 MM)
BbicoTa 48 mm (0T 47,5 go 48,5 mm) x
avametp 14 mm (ot 13,5 go 15,5 mm)

BepwmnHa 60 mm (oT 59,5 o 60,5 Mm) X
ocHoBaHue 40 mm (o1 39,5 fo 40,5 Mm) X Ot 17p023T

®NaKoH C KpblLL KO Ot 17p5023T

Yawka ansa cbopa obpasya ¢

KPblILL KO
BblcoTa 25 MM (0T 24,5 go 25,5 mm)
BblcoTa 62 MM (0T 61,5 o 62,5 MM) X
MuneTka
AnameTp 6 mm (0T 5,5 40 6,5 MM) OT0.3 400,77
O06bém
HanmeHoBaHue HoMWHanbHbIA 06beM
® nakoH C KpbILWIKOWA 012,580 3,5Mn
8
<nognmncaHo>

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



HanmeHoBaHwue HoMWHanbHbIN 06beM
Yawka ana cbopa obpasua ¢ KpbILWKOA Ot 37,5 go 38,5 mn
Munetka OT10,4 o 0,6 mn

XapaKTepucTUKM pacTBOpPOB

OnyCTUMBINA
HanmeHoBaHue O61béMm Onucanne Aony
BHeLW Hero sufja gunanasoH pH
PacTBOop TMa3nMHOBOTO CBETNO-CHHAS
P 1,5-1,7 mn npospayHas 7-8
CUHero
XWAKOCTb 6e3 3anaxa
MonnnnsuH, Mp030aYHas
npo3payHbIi  pacTBOp 1,5~1,7 mn Posp 4-6
XNAKoOCTb 6€3 3anaxa
4N NPOMbIBKU
XapaKTepuCTUKN YNaKOBKMU
HanmeHoBaHMe Pasmepbl AnnHa X LW npuHa x BeicoTa, MM Macca, r
YnakoBka ®eptutect (ynakoska uns 1) 77 X60 X165 mMm 41r
14 ONMCAHNE MATEPNANOB
1. AKpUnoHNTpUNGYyTagMeHCTUpPOa Mapku Babystart, npowussoactea ¢upmbl  «Zhul

Xumao Plastics Mould Co., Ltd» (KuTail), okpaweHHbI/i 6enbiM Kpacutenem mapku Ahlstrom
Grader 141, npoussogctea pupmbl «Ahlstrom Corporation» (CLLUA) — KacceTa € TeCT-CUCTEMOIA.

2. MonunponuneH mapku Babystart, npoussogcTBa pupmel «Zheng Jiang Shuo H
Medical Plastic Co., Ltd» (KuTail) — KpbllwKa Yalwkn ans coopa obpasya.
3. MonunponuneH mapku Babystart, npoussoacTtsa @upmbl «Zheng Jiang Shuo H

Medical Plastic Co., Ltd» (KwuTail), okpaleHHbIi 6enbiM Kpacutenem Mapkum C4129
nponssoacTBa pupmbl «Sigma Aldrich LLC» (CLLIA) — vawka gna c6opa obpasua.

4. MonnatnuneH mapku Babystart, nponssoacTea ¢pupmbl «Zheng Jiang Shuo Hua Medic
Plastic Co., Ltd» (KnTail) — nunetkn un hnakoHs.l.
5. MonnatnneH mapku Babystart, nponssoactea hupmbl «Zheng Jiang Shuo Hua Medi

Plastic Co., Ltd» (KwuTali), oKpalweHHbIn 6enbnu kKpacuTenem mapkum C4129 npousBoacTBa
thupmbl «Sigma Aldrich» (CLLIA) — Konnayok gnakoHa.

6. MonunatnneH mapku Babystart, nponssoactea upmbl «Zheng Jiang Shuo Hua Medic
Plastic Co., Ltd» (KuTai1), oKkpalleHHbI/A CUHUM KpacuTenem Mapku Hemacolor, nponsBoacTea
tupmbl «<EMD Chemical Inc.» (CLUA) — konna4vyok hnakoHa.

B u3genuun He NCNONb3YKOTCA MaTepuanbl XXMBOTHOTO MPOUCXOXKEHMUS.

I5TPEBOBAHVMA K TEXHWYECKOMY OBCAYXWBAHWNIKO W PEMOHTY
MEANUWHCKOIO N3JAENUA

N3penne He NOANEXUT TEXHUYECKOMY 06CNYXMUBAHUIO.
16 MEPEYEHbL MPUMEHAEMbBIX CTAHOAPTOB

OupekTnebl 98/79/EC EBponelickoro MapnameHta no MeguLNMHCKUM yCTpolcTBam Ans
AvarHocTuku  in  vitro, cornacHo MpunoxeHuto Il OAWpeKTUBbI U CAeAYHOLWNUM
rapMOHM3NPOBaHHbLIM CTaHAapTaMm:

BSEN ISO 18113-1:2011

BS EN ISO 18113-2:2011

BS EN ISO 18113-3:2011

BS EN ISO 18113-4:2011

<nognucaHo>
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BS EN ISO 18113-5:2011
BS EN 13532:2002

BS EN 13612:2002/AC:2002
ISO 14971:2009

17 HHOOPMAIINA OB OBCTOATEJLCTBAX, KOI'JIA NOTPEBHTEJD
JODKEH OBPATHTBHCH K JEYAIIIEMY BPAUY

Ecni nmolydeHn OTPRUATENBLHBIC Ppe3yabTaThi, YKa3hlBaloONiHe Ha MOTCHIHANLRYIO
npobnemy ¢ GEpTHABHOCTHIO H3-33 HHIKOH KOHICHTPAIMH CNICPMATO30MAOB, Y NMOJB3OBATCIA
Oyaer scuad NMpPUYMHEA [UIA MPOBCACHHA MEAMIMHCKOTO OOC/ACAOBAHHA H AOMONHHTENBLHLIX
uccaeaoanui peprribHOCTH. Eciu nomygens NOKOKATEIHABC PE3yALTATD], YKa3bIBAIOIIHE Ha
OTCYICTBHE NOJO3PEHHH Ha HH3KYI0 KOHIEHTpAIMIO CMEPMATO30HZOB WM Gecnnomme,
fONB30RaTENb, CKOpee Bcero, OyAeT CXIOHEH MPOAONKATH MONLITKM 3a4ATHA B TeucHue 12
MeCAleB KaK peKOMEHAYeTCA B COBpeMeHHOH MEHUMHCKOH NpaKTHKe.

TounocTh TecTa B IOMAIIHKUX ycaosuax 6onee 97 %, OR He BCKIMOYALT BIAUMOACHCTBHA
¢ MefuIMHECKAME paboTHuKaMu. Ecim pesynbTaTh TecTa NOKashBAIOT HH3KYIO KOHUCHTPALMIO
CMICPMATO30HAOB Yy MNONb30BaTend, HeoOXOAHMO OOpATHTHCA 38 MEAWIHHCKON NOMOMIBIO.
Menpuuanckull pabOTHHK AOMKEH NPEAOCTaBBTL NOATBEPKACHHE PEIYNbTATOR, KOHCYILTAlMIO
H JaTh COBETH 00 amsrepHameibx BapHaHTax. Kaxofi-mi#Go Meroa seguenis, KOTOPLM ROMLIOBATEND
Mor OB BOCRONB30BATHCA BMECTO OOpAIleHHS 32 MEIMUMHCKON KOHCYNbTanell M BHNONTHEHHS
TECTHPOBAHHA, HE CYIECCTBYET, HO3TOMY NIPH MOMYICHHHA PE3y/ILTAaTOB TECTa €10 NPeHMYNIECTBa
He CHIXKAIOTCA H3-33 PHCKA HEHAUICHKALIETO JICICHAA HIH HCNPABHABHOIO HCNONB30BaHUS.

18 TFAPAHTHH NMPON3IBOAHUTEJA

Ilpn HaMIRE 3aBOACKOro Aedexra H3ZENHE NOMUICKHT 3aMeHe Ha HoBoe. B ciydae
obHapykeHHs Opaka HNMH HECOOTBETCTBHA H3IACHAHS AOKYMCHTAM, NMPETCH3HH NPHHUMAIOTCH
OoDHEHAMBHEIM  YMONHOMOYCHHBIM  NpEACTABHTENEM NPOM3BOAMTENS HAa TCPPHTOPHH
Poccuiickoit ®enepauny. IapanTuitanif cpok — 30 Mecaues.

19 ITPOM3IBOANTEIbD MEJHIIHHCKOT'O H3AEJIHA

Komnauns «Cuoyaesn Jira.» (Snowden Ltd), (anpec: Hayaso-unHoaunonHu% uentp, 4
$uny Knoys, Horraarem, NG7 2NN, BenakoOpuranus).

20 YIIOJTHOMOYEHHBIA MPEACTABUTEJDL IPOU3BOAUTEIIA

O6mwecTro ¢ orpaniaeHHON oTBeTCTBEHHOCTHIO «OpHot ®apman (000 «Opuon dapmanr)
Anpec: Poccus, 119034, Mockpa, Ceyenoncxnit nepeynok, 6/3

Ten.: +7 495 363 50 71/72/73

®akc: +7 495 363 50 74

E-mail: orion@orionpharma.ru

10
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21 MAPKHPOBKA MEJHITHHCKOI'O H3AE/IUA
MaxceT (TeXcT) MADKHPOBKH NOTpeOETENbCK O MMM mas Poccaiicxoki ®epepanun

CRPMIBMUT-TECT B AOMMIHMX YCIOSHEX ARA ONPEOCACHIA Mywckol §epruastocTn (Depmirect)

Mmuﬁm»(&wwdmud),
’ Mool 1enTp, 4 Gy Knoys,
OTTHNI® ,WZNN,BumMpm

P ECT 8 JOMAMIHAX YCIOSHAX AN ONPEICACHMR MYRCKoR epTassocTs ((RepTHTecT) NPeARMHANCH 214 ONPESCACNIA

KOHUEHTPMEE
COCPNATOSONAOS B OSHINE CEMEHION IKRAXOCTH 38 KOPOTKOE BPEMR N0 CPARHEHNIC 0O CTAHANPTHLME NASOPETOPHLIMI MPOLCAYPAMN HCCICIOBRISN ¢

CCT NPGIOCTABASCT BOIMMKHOCTS MYNHHHEM CAMOCTORTENLHD OLCHHTE STOT HAPAMETD DEPTHARHOCTH, HE BRIXORN H3 AOMA,

PEPTHTECT ~— ITO MPOCTOH M HOCTOREPHEIN CKPHHUHI-TECT, KOTOPEIR NOGBOMACT DUSHHTE, HAXOANTCA AH KOAHUECTRO CNCPMATOIONAON B IWKYRETE HIKE
M Shltie CTAEANTA HCPTHILHOCTH, ONPENENennoro BeemupHoll opramauet INPABOOXPANCHIN, KAK 15 MIINOHOR CICPMETOICHOS WA | MA CREPMAL.

N7 % TOUHOCTS
POCTOH B HCNOREIOBAHER

OKA MR A MIPMMEHEHWS MEAULIMHCKOI O H3JIEMN
A EOHIICHTPMIM CTICPMATOI0HA0S
POTHBONO [HA V1A MIFIMMEHEHHA MEAHLIUHCKOIO H3IENXUA

: SLLER/EHO
EPBI [TPEAOCTOPOXHOCTH NPH NPUMEHEHHH MEHLAHCKOTO H3IEJIRA
l nondlmpne 18 ner

R PEIYALTAT

mmmpnmmmmmMmmmmmmMm(R)
OULIENTPALINS CREPMATOISNA0S CTANS il GepriL

OTpHUATE R

inE ueeT Tect-nyiku {T) caeTace nera Franowsol ayHes (R)

SHOENTPAEE CHEPMATOINASS KNIKAN, YTO YKATLIBICT NN NOHIECNNYIS SLRTRILEICTD.

Cxprnas-TecT B AOMAIRMX YCROSHAX ARN ONPCACACHIA MYRCKOR GeptiunbhocTi (PepriTect).
« Tecr-xaccera - 1 ar.;

- ORIKON ¢ CHITEM SOKPAIENBAIONIEN PACTEOPOM TRESHHOIOND CHIETO — | urT.;

- ©RRX0N ¢ NPOIPIYHLIM PACTBOPOM IS MPOMMBKH DORMNANIN — | wT.;

- Umunn ans clopa ofpmua— 1 urr.;

«Maneraa - | o

= HHCTpyxsin no npssscicino ~ | T

eantiait  KomueHTDAUMN CHEPMATOROMAOR PARKS NAN NPERLABALT 15 MIAMONOS HA MA.

HAME KOHUCHTPALIAS CIICPMATUIONADS COCTAININCT MENCE | S MHEANOROD HE MA. PEXOMEHAYETCA BMNORRHTS TECT BTOPOIl PX3 C
. ¥7M5mmmmmmmlmmmymm,mwﬂummmumm
HNE, 3 TAIOKE NPOKOHCYALTHPOSATECA C BAHOM NPH NOSTOPHOM OTPHUATEALHOM PCIYRBTATE TCCTA.

n
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YRoRuOMOUCHMHH NPEACTABHTEADL

Ten.: +7 495 363 50 71/72/73
Daxc. +7 495363 50 74
E-mail; i n

apoeoaHTCAS
OGmecTs0 ¢ OrpaRIacHEON OTRCTOTRCHHOCTH0 ¥Opuot dapuan (000 «Opros Dapuan)
Anpec; Poccus, 119034, Mocksa, Ceuenopcxnil nepeynox, 6/3

Maker (TeKCT) MADKHDPOBKH
MapkupoBKa Ha HHIHBHAYAJTLHOM Naxere 218 PO

CEPHAENT-TECT B IOMARIINX YCAOBIEX AAR ONPRICIMERN NYRCKOR QepTitmLroct
DepTITecT)

Anpec: Pocens, 119034, Mocxsa, Cenenoacatrit zepsynox, 6/3

Temedon: +7 495 363 50 71/T2/73
Ouax: +7 405 363 50 74

AT AMmY

Maxer MADKHPOBKH TPAHCIOPTHON YNAKOBKH

I'py3ooTOpaBETEAL:

X°C
.4°C

I'py3onoayuareb:

Konugectso:

(®eprurect)

d Komnaunn «Croynen Jita.» Snowden Lid),
Hay4Ho-HHHOBAUROHHLIH WEHTP, 4 DHHu Knoys,

Horrutirem, NG7 2NN, BennxoGpuranus

YnoauoMoueHHEI# IpeACTaETENL NPOHIBOAHTENA Ha TeppuTOpaN PD:
O61ecTBO ¢ OTPAHEHFICHHO# OTBETCTBEHHOCTHIO «OpHoH Oapma»
Poccux, 119034, Mocksa, CeuedoBCkull nepeynok, 6/3

CKpHHEET-TECT B JOMAIIHEX YCIOBHAX JUTA ORpeeNeHHA MykcKoli depTHIbHOCTH

& 000 LHPMH (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
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OnucaHve CMMBOOB, HAHECEHHbIX HA MapKMPOBKY MeAULWMHCKOro n3aenns

CumBon OnwucaHune
[aTta n3rotoBneHus

logeH po
[LOTj Kop naptumn
MN3rotoBuTesnb

He ncnonb3oBaTb NpU NOBPeXAeHUN YNaKOBKN
L~30-c TemnepaTypHbIii AnanasoH
3anpeT Ha NOBTOPHOE NPUMeHeHue

OcTopoXxHo! O6paTutecb K WHCTPYKUUU MO
A MPUMeHEHUIO

MeagnuMHCKOe un3genne ANS AWArHOCTUKKM in
vitro

CofepXX1MmMoro 4OCTaTOYHO A4/ NPOBefeHuna n-
Koin4yecTtBa TeCTOB

CuMBON BTOPUYHON nNepepaboTKM WU fleHTa
O Mebuyca

Xpynkoe, 06paL,aThCs 0CTOPOXHO

Bepeyb oT BNaru

Mpegen no KOAUYECTBY SPYCOB B WiTabene

MepeBof C aHIMAMIACKOTO fA3blka Ha PYCCKUIUA N3blK BbINOSHEH NePeBOAYNKOM WCKYCHbIX
OmnTtprem AnekcaHapoBuyem

Mopagnwuce

13
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Poccuiickaa degepauns
"opog MockBa
BoceMHaauaTtoro oktabpsa ABe ThiCAYM ABajLAaTh NEPBOro rofa

A. AnexuH EBreHuii BnagumumpoBuy, HoTapuyc ropoga MOCKBbI, CBUAETENbLCTBYHO
NOANMHHOCTL Nognucu nepesogumka VIcKycHblX AMutpua AnekcaHipoBuya.

Moanuck caenaHa B MOEM MPUCYTCTBUMN.

NnyHocTb Nnognucaswero JOKYMEHT YCTaHOBJIEHA.

3aperucTtpupoBaHo B peecTtpe: Ne 57/171-H/77-2021-14-2367.

YnnayeHo 3a COBepLUEHMe HOTapuanbHoro aencteus: 400 py6. 00 kon.

E.B.AnexuH
Y n *
JTATTTTT.
Lyetosarmr e
Feo6osar no" r Fep6oBas nevaTb
HOtap;"y' - i HOTapmzca A
Rlsialada =<2 =4 rc)
BCErO MPOLLHYPOBAHO,
Y ICKDENIEHO

leqTb<,  *NCTMT,-0B)

"HY .

Poccuiickas depgepau|bl
["opog Mocksa
BocemHaguaTtoro okta6ps Ase ToicA4mn [Baguartbs nepsoro roga
A, AnexuH EBreHuidi Bnagumuposudy, HoTapuyc ropofa MOCKBbl, CBULETENbCTBYIO

BEPHOCTb KONMUW C npeacTaBNEHHOINo MHe AOKYMEHTa.

3aperucTtpuposaHo B peectpe: Ne 57/171-H/77-2021-14-2368.

T ofmm
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HSS

BE IT KNOWN THAT |, Hesham Sharkawi, Notary Public, duly authorised,
admitted and sworn and practising at 4 Palace Court, 250 Finchley Road, London

NW3 6DN and elsewhere in England and Wales,
DO HEREBY CERTIFY;

MHAT Abdelsalam El-Idrissi whose identity | attest and who is duly authorised
to represent the Arab-British Chamber of Commerce in London has presented me
with a document which he declares to be an original document titled “Mock-Ups
of Packaging and Labeling of a Medical Device” issued by SNOWDEN

LIMITED., which | have hereunto annexed.

IN TESTIMONY WHEREOF | have hereunto set my hand and affixed my seal
of office on the 31 day of August 2021.

fsham Sharkawi
Notary Public
England and Wales

Heiham SharkavA. N<"Noy PubSC

4 Pblace Coiat 250 F In d » Road
Union. NW3 eON. England
-M4 (0) 207 4333338

- oSN VWAM.
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APPROVED
CEO Snowden Ltd

GREGORY NEIL
TOWNE
MOCK-UPS OF PACKAGING AND LABELING
OF AMEDICAL DEVICE
Home screening test
for male fertility (Fertitest)

Manufactured by: Snowden Ltd,
(Address: Research & Innovation Centre, 4 Finch Close, Nottingham NG7 2NN,

United Kingdom)
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Mock-up of consumer packaging labeling for the Russian Federation
Mtowden Ltd.
ilcsc*rch b Innovation Centre. 4 Finch Close.

Nottingham, NG7 2NN. United Kingdom

home screening test for male fertility (Fertitest) is used to determine sperm count in a semen sample in a shorter time compared to standard laboratory
ests using colonmetric test strips

ertitesi Isa simple and reliable screening test used to evaluate whether the sperm count in an ejaculate sample is below or above the fertility sundard
jefinedby the World Health Organization as IS million sperm per | ml. of semen.

‘ertitesi provides an 0Mrtunity for men to test dits fertility sign on their own without leaving home

97% accuracy

Easy to use

Results in IS minutes

INDICATIONS FOR USE OF MEDICAL DF.VICE

Analysis of sperm count.

CONTRAINDICATIONS FOR USE OF MEDICAL DEVICE
Not identified

PRECAIMONS FOR USE

For individuals over 18 years

Positive

LigeT 10C10L0¥ Myrnku

KIS UNeMTe " LBETY
aTarMuiol ryLki i)
HNW toMUer-

The blue color of die test well (T) has the same or darker shade compared to the reference well(R)
Sperm count chara”erlstk of normal fertility.
Negative

LigeT TQCIHOA

NyHKY (Tj M«uid, o

CHPIPW: LpeTa T ® R
MU0 NKM

(«;

Mk blue color of the test well (T) has a lighter shade compared to the reference wdl (R)

Low sperm count Indicating reduced fertility.
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2 3ceening test for male fertility (Fertaest):
« Tosi casontis— | pc.
- Botile of Thiazine Blwe esin sobution — 1 pe:;
« Bottle of Poly-Lysine wash solutien = { pc;
- Sample collection cwp - § pe..
= Pipette - 1 pc.;

~ Package invert (mstractions fos use) — § pe.

Sperm count ts cqual to OF greater them 15 wilHon pev ML.

Sperm count is less than 13 million per miL. It is recommended 1o tepeat the wst, waiting 3-7 days befors doing 30. If two testa indicate differsat
it is recommended 10 wait snother 10 wesks and repoat the test. Consult 3 docior if two megative tests reswlts in 8 cow ace obtained.

Er!o(lwﬁlm
m,mmm&mcm4fﬁﬂlCMNmm7m.WMI

[ The ssthortzed repeesonasiive of the manufactires

Limited Lisbility Compeuy Oclon Pharena (LLC Orioa Phanns)
Address: Scchenovaky perewiok, 119034, 6/3, Moscow
Telephone: +7 495 363 50 17273

Fax: +7 495 361 50 74
E-mail: ocien@erioopharma.ru

Labeling mock-up
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Labeling on the individual pouch for the Russian Federation

CxpI*LLIAM TearT Brew WKWK YA LUAX.BA» CNP « «rIMAMYy>Xaem
thpTrocuiocTa (P«pnnkT>

Oyo]l ® X
n twi un
A Kewwos CKOawlix»6ftONakQLtal

Hy”»«oo0c)bla» WKy ~AO KW Ksovi.
HenkknH NG *NS. BgIKTo P veeeex
YBenmemeyHeww ftiNuKTttkThl b ow MBImMRin «LymMTpKK

O&tKBoccrputwHKNcftorurtrnoersio -Opkk ®xpuu-
ftxcM U90J4. Mocpaa. Cnuwokw it W]»)MK. 6 3

Mock-up of transport packaging labeling

Mr 30X

K«

Consignor:
Consignee:
Quantity:

Home screening test for male fertility
(Fertitest)

m I Snowden Ltd.,
Scientific & Innovation Centre, 4 Finch,
Nottingham, NG7 2NN, United Kingdom
The authorized representative in the Russian Federation:
Limited Liability Company Orion Pharma
Sechenovsky pereulok, 119034,6/3, Moscow, Russia

Description of symbols applied to labeling of medical device

Symbol Description

Manufacturing date

Use by

Lot code
[1ot]
o Manufacturer
1]
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@ Doxlmuseifmepaehseisdamaed

Xm Temperature ange

~
S

Do not re-use

Caution! Refer to instructions for use

Medical device for in vitro diagnosis

The contents of the package are enough to perform
n-number of tests

Recycling symbol or Mabius strip

Fragile, handle with care

Keep moisture away

Limit on the number of tiers

"ok i REEHEE
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Notary ¢ Practice

OA BYAET WM3BECTHO, UTO qa. Xewam Llapkasn (Hesham Sharkawi),
HOTapuyc, [AO/MKHbIM 00pa3oM YMOMHOMOYEHHbIW, MPUBELEHHbLIN K Mpucsare u
BeZyLMI nNpakTuKy no agpecy: 4 Manuc Kopt, 250 ®uHunu Poya, JloHgoH NW3
6DN (4 Palace Court, 250 Finchley Road, London NWS 6DN), a TakXe no gpyrum
agpecam B AHIUU N Yanbce,

HACTOALWLWMM YOOCTOBEPAHO:
UTO Abgencanam 3nb-Npgpuccn (Abdelsalam El-Idrissi), nn4HoCcTb KOTOpOro
MOATBEPXKAEHA MHOK 1 KOTOPbIA AO/MHKHBIM 06pa3oM YMOSIHOMOYEH NpPeACcTaB/ATh
MHTepecbl ApabCcKo-bpuTaHCKO TOprosor nanatbl B JIOHAOHe, NPeaocTaBns MHe
[OKYMEHT, KOTOpbIi, MO ero 3asB/IeHNt0, SBMSETCA OPUTMHa/IbHBIM [AOKYMEHTOM
nof HasBaHMem «MakeTbl MapKUPOBKN MEAULNHCKOTO W3AeNns», BbiMyLLEeHHbIM
KoMmnaHvein «CHOYAEH NUMWTEL» (SNOWDEN LIMITED), n KoTtopblil £
[,06aBVN B KAYECTBe MPUIOXEHWS.
B TMOATBEPXAEHME UYEFO 4 ckpenun  HacTOAWMWA  [OKYMEHT
COBCTBEHHOPYYHOW MoAnucbio 1 nevatbio 31 aBrycta 2021 roga.

<nopnucaHo>
Xewam Llapkasu (Hesham Sharkawi)
HoTapnyc
AHIVA n Yansc

Xewam LLlapkaBu, HoTapuyc

4 Mannc Kopt 250 ®unHunm Poyn
NloHpoH, NW3 6DN, AHrnma
Ten.:+44 (0) 207 433 3338

<lleyaTtb: XELLUAM LLUAPKABW/
HOTAPNYC>

<TuCHeHada neyaTb HOTapuyca>

Ten.: +44 207 433 3338 dakc: +44 207 435 8889 In. nouta: info@notarypractice.com www.notarypractice.com
4 Mannc Kopt, 250 ®uHunm Poyg, JloHgoH NW3 6DN

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



YTBEPKIAIO
CEQO «Cuoyaen JIta.» (Snowden Ltd)

<Kpyrnas neuars: «CHOYJJEH

JUMUTE]» («<SNOWDEN
LIMITED»)>
I'pezopu Hun Toynu (Gregory Neil Towne)
<nodnucano>
MAKETHI MAPKHPOBKH
MEJUUHHCKOIroO H3AEJIHA

CKpHHHHI-TECT B JOMALIHHX YCJI0BHSAX
AN onpeneaeHus MyKcKoii pepTuabHocTn (PepTurecr)

IIpon3Boacraa: «CHoyaeH Jita.» (Snowden Ltd),
(anpec: Hayuno-unnoBalHOHHBIN LeHTpP, 4 Ounu Knoys, Horruirem, NG7 2NN,

BenmcoGp nx) NAJATA BOCTOYHOTO MHIMEHAA
{AEPBHILIUP, HOTTUHIEMLLINP, IECTEPILIKP)

YIOCTOBEPHTERLHAS [IEYATH

16 ABI'YCTA 2021 T.

3TA NOANUCH ARNAETCA NOANWHHOKR

YAOCTOBEPEHO

<OOANNCANO>

Jliocw Tpefingnep (Lucy Granger)
JMLIO, YTIONHOMOYEHHOE HA NOANTUCAHUE

<MOAMHUCAHO>
& 000 LMPMH (] INFO@CIRMI.RU €5 WWW.G0SZDRAVNADZOR.RU



/' MakeT (TEKCT) MapKMPOBKM NOTPEOUTENLCKON YNaKOBKKU A5 Poccuitickoin ®egepaymm

CKPUHWUHT-TECT B fOMaLLIHUX YCAOBUAX ANA ONpeAeneHns MY>XCKol hepTunsHocTn (PeptutecT)

KomnaHua «CHoygeH N1Ta.» (Snowden Ltd),
Hay4HO-MHHOBALVOHHBIN LeHTp, 4 PuHY Knoys,
HoTttuHrem, NG7 2NN, BenukobputaHus

CKPUHUHT-TECT B AOMAaLLIHUX YCMI0BUSAX AN ONpPeAeneHuns My>XCcKoii thepTunbHocTu (P epTUTeCT) NpejHasHaueH ans
onpegaesieHust KOHLEHTpaL iy CnepMaTo30M0B B 06pa3slie CEMEHHOM XUAKOCTYU 32 KOPOTKOE BPEMS MO CPABHEHWIO CO
CTaHZapTHbIMW N1a6opaToOPHLIMK NPOLELYPaMU UCCAEL0BaHMI C UCMOb30BaHMEM KOMIOPUMETPUUYECKUX TECT-MOMOCOK.
®epTuTECT — 3TO NPOCTOW M AOCTOBEPHbIA CKPUHUHT-TECT, KOTOPbIA NMO3BONSET OLEHNUTb, HAXOLUTCS I KOMMUYECTBO
CrepmMaTo301/i0B B 3KY/ATe HUXKE UK BbilIe CTaHAApTa (hepTUbHOCTU, onpefeneHHOro BecemMnpHoii opraHusayueit
34paBOOXpaHeHus, Kak 15 MUASIMOHOB CNepMaTo30MA0B Ha 1 Mn crnepMbil.

depTUTECT NPEAOCTaBAAET BO3MOXHOCTb MY)XXUMHAM CaMOCTOSTE/IbHO OLLEHUTb 3TOT NapaMeTp epTUILHOCTH, He BbIXOAS
13 foma.

97 % TOYHOCTb

MpocToii B MCNob3oBaHNM

PesynbTartbl yepes 15 MUHYT

MOKA3AHWA ANA NPUMEHEHWA MEAVWLMHCKOIO U3AENNA

AHann3 KOHLEeHTpaumm cnepmaTo3onjos

MPOTUBOMOKA3AHUA ANA NPUMEHEHNA MEANLUNHCKOT O N3AENNA

He BbIABNeHO

MEPbI MPEAOCTOPOXHOCTW NP NMPUMEHEHWUW MEAVWLIMHCKOIO N3[ENNA
[na nopein ctapwe 18 net

MonoXUTeNbHbLIA pe3ynbTat

LiBeT TeCTOBOI NyHKN
(T)euHWiA n
9KBYVBA/IEHTEH LIBETY
STaIOHHOM MyHKN (R)
WM TEMHee

CwuHnii uBeT TecT-nyHKK (T) TaKOW XKe TEMHbI UM TEMHEE LiBeTa 3TaNOHHON NyHKK (R)
KoHueHTpaums cnepmato30MA0B cTaHgapTHasa 419 HOPManbHOW ePTUNBHOCTK.
OTpuuatenbHbliA pesynbTaTt

L|BeT TecToBOI
JYHKN (T) CUHMIA, HO
CBCTMCC LiBeTa
.3Ta/noHHOM JIyHKN

CuHwnii uBeT TecT-nyHkM (T) cBeT/ee LBeTa 3TalOHHON NyHKM (R)
KOHUeHTpaumnsa cnepMaTo3omMioB HU3Kas, YTO YKa3blBaeT Ha NOHMXKEHHYIO (epTUNbHOCTb.

CKPUHMWHI-TECT B AOMALLUHMX YCNOBMAX ANS ONPeAeNneHnss My>XCKoin hepTunbHocTn (depTutecT):
- TecT-Kacceta - 1wWwrT.;

- ®1aKOH C CUHUM «OKpallBaKLLMM» pacCTBOPOM TWA3MHOBOTO CUHEro - 1 wrt,;

- ®1akoH € Npo3payYyHbIM PacTBOPOM A8 MPOMbIBKM MOAUAN3WH - 1 WT,;

e Yawka gns cbopa obpasya - 1wT,;

- MuneTtka - 1wt

- VIHCTPYKUMA MO NpUMeHeHuto - 1 wT.

MonoXxutenbHbIMKOHUEHTPaLUsA cnepMaTo30MA0B paBHa MK MpeBbiwaeT 15 MUAAMOHOB Ha M.

OTpuuaTensHbliA KoHLeHTpawma cnepmaTo30nioB cocTaBnset MeHee 15 MUNMOHOB Ha MA. PeKOMeHAyeTCs BbIMOAHUTb
recT BTOPOi pa3 ¢ MHTepBanom 3-7 AHeil. Ecnv nocne BbINOAHEHWUS 4BYX TECTOB NOMyYeHbl pa3Hble pe3ynbTarhbl,
pekomeHAyeTcs BbbkAaTb 10 Hefefb ¥ NOBTOPUTL TECTUPOBAHME, & TAKXE MPOKOHCY/IbTUPOBATLCA C BpayoM npu
NOBTOPHOM OTpULATENIbHOM pe3ynbTaTe TecTa.
MponssoanTens MegUUNHCKOro n3genns

Komnauua «CHoygeH J1Ta.» (Snowden Ltd), (agpec: Hay4YHO-MHHOBALMOHHbLIA UeHTP, 4 ®uHYy Knoys, HoTTtuHrem, NG7

2NN, BennkobputaHus).

<MoAnucaHo>

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



/ YRONHOMOUCHHMHA NPEACTABHTENb NPOHIBOANTENN

ObmecTso ¢ orpatuuenHol oTeeTCTRCHHOCTLIO «OproH ®apMan (000 «Opnor Dapman)
Anpec: Poccns, 119034, Mocksa, CeueHoBckult nepeynok, 6/3

Ten.: +7 495 363 50 71/72/73

Daxc: +7 495 363 50 74

. E-mail: orion@orionpharma.ru

]

19 5

JlaTa npou3eOACTBA;

r "

h g » Fomen no:
r L]

» @C:J’m ® Ams ¥ &

MakeT (TexeT) MAPKHPOBKH
MapkupoBka Ha HHIMBHAYATLAOM NakKere Ana PO

CKPURNHRT-TECT B JIOMAITHIIX YCAORIAX A1t ONpe/ieReriis Myxcxoli depramaocTy
{Depriirect)

. g :Toxet J10:

;@‘a CGM

dJKoumsm «Cuoyaecn JIta» (Snowden Ltd),
Hayuso-iuHrosaunoramit nesrp, 4 O1rg Knoys,
HorrimreM, NG7 2NN, BeaxoSpuramsis
Voongomogenusil npelicTABHTEAL HA TeppuTOphn PO:
000 «Opnon Papus»
Aupec: Poceng, 119034, Mocksa, Ceqeitoscxii nepeynox, 6/3
Tenedon: +7 495 363 50 71/72/73

daxc: +7 495 363 50 74

4T QAW

<ROANMHCAHO>
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MaxeT MApKHPOBKH TPAHCNIOPTHOH YIAKOBKH

P .

I'pysooTnpaBeTenn

I'py3ononyvareib:
KonuuecTso:

CKPUHHHT - TECT B BOMAIUHHX YCNOBHAX JUIA ONPEACHEHUS MYXCKOH epTHALHOCTH

‘ (DeprrTecT)

“ Komnanna «Croyaen JiTa.» Snowden Ltd),
HayuHo-urHOBaUROHHBN uenTp, 4 dunv Kioys,

Horrunrem, NG7 2NN, BenukoGpuranua

VNOAHOMOUSHHBN NpeACTABHTEN: NPOHIBOANTENS HA TeppHTOPHH PO:
Obuwectso ¢ orpanunietHolt oTeercTREHHOCTHIO «OpioH Dapman
Poccun, 119034, Mocksa, CeueHopckuil nepeynox, 6/3

Onncanne CHMBOOB, HAHECEHHBIX HA MADKHDPOBKY MEARIHHCKOTO HIASIHS

Cumpon OnncaHne
. &rl JlaTa H3rOTORNEHHUS
4—‘4-
g TCoxen ao
V.
Koa napren
" WUsrotoBuTens

He ucnons3oBars IIPH NOBPCXIACHHH YHAKOBKH

® L

/l,au'c TemnepaTypHbIit Arana3oH
ac

3anper Ha MOBTOPHOE IPHMEHEHHE

OcropoxHo! OGparHTech K HHCTPYKIMH 110
NPHMEHEHHIO

MeaguuHeKoe H3ACAHE IS AUArHOCTHKH in
vitro

COIICWMDI'O JROCTATOMHO AJIA NPOBCACHHA N~
KOIHYECTBaA TECTOB

CumBon BTOpHYHOH nepepaboTKH WM fCHTA
Me6uyca

Xpynkoe, 00pamaTbhcx OCTOPOXHO

—aley <[5 b|®

<HOANMHCAHO>
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Bepeub 0T Bnaru

S - Mpefen No KONWYecTBY SPYCOB B LWiTabene

MepeBoj C aHTMIACKOTO A3blKA Ha PYCCKWIA A3bIK BbINOMIHEH NMepeBOAUYNKOM MCKYCHBIX
Omntpnem AnekcaHgposuyem

<nognucaHo>
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Poccniickas @enepanns
Topoa Mocksa

BoceMraguaToro okr nﬁpa JABe ThHICAYH ABAANATH MePBOro roaa

BYIO
A, Anexnn Esrenmii Buaaumuposnuy, Horapuyc ropoaa Mockesl, cBHAETENBCTBY

NOANUHHOCTD MOAIKCH nepeBoaunka HekycHbix JIMATPHA Anekcanaposuya.
Tloamucs caenana B MOEM NIPHCYTCTBHH,
JIHYHOCTE MOAHCABIIIETO JOKYMEHT YCTAHOBIICHA.,

3apernctpuposaHo B peectpe: Ne §7/171-n/77-2021-14-2371.

Bocemnaguaroro okTabps ABe THICHYH ABAANATL MepBoOro roaad

pCTBYIO
A, Anexwn Esrenmit Baagumuposuu, Hotapuyc ropoaa MocKBbl, cpuAaeTeN

BCPHOCTH KONMMUH € NPCACTABNICHHOIO MHC NIOKYMCHTA.
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