QUALITY ASSURANCE CERTIFICATE

C€ Sperm VitalStain™

An optimised staining technique for assessment of sperm vitality

Containing: 2 x10 mL Catalogue no: SVS-010
Batch: Production date: Expiry date:
010SVSED25 25 April 2024 24 April 2026

We certify that this product was manufactured according to set directives for medical devices. The
quality of this particular batch was tested and evaluated objectively by stringent, quality control
procedures.

Quality Control procedures: Accepted values: Test results:
Physical analyses:

pH at room temperature in air 7.3-9.5 Comply
Biological analyses:

Batch to batch functional variation <5% Comply

Date of release: 15 May 2024

This document is electronically generated and does not bear a signature.

Marina Danilova,
Quality Assurance Coordinator

Nidacon International AB
Flojelbergsgatan 16B, SE-43| 37 Molndal, Sweden

Tel:+46-31-703 06 30 Fax:+46-31-40 54 |5
E-mail: contact@nidacon.com Web: www.nidacon.com

Template ID TFC- 01051- 4 Published 2022-11-10 Page1lof1l
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QUALITY ASSURANCE CERTIFICATE

CeE. SpermCryoProtec™

Optimised for freezing human sperm

Containing: 2 x 20 mL Catalogue no: SCP-020
Batch: Production date: Expiry date:
020SCPEJO7 07 October 2024 06 October 2025

We certify that this product was manufactured according to set directives for medical devices. The
quality of this particular batch was tested and evaluated objectively by stringent, quality control
procedures.

Quality Control procedures: Accepted values: Test results:
Physical analyses:
pH at room temperature in air 7.2-7.5 Comply

Sterility and toxin analyses:

Microbiological growth control No growth Comply
Endotoxins, quantitative LAL assay <1.00 Comply
(EU/mL)

Biological analyses:

Recovery rate of the original motile >50 % Comply

spermatozoa after freezing and thawing

Date of release: 08 November 2024

This document is electronically generated and does not bear a signature.

Marina Danilova,
Quality Assurance Coordinator

Nidacon International AB
Flojelbergsgatan 16B, SE-431 37 Molndal, Sweden

Tel:+46-31-703 06 30 Fax:+46-31-40 54 |5
E-mail: contact@nidacon.com Web: www.nidacon.com

Template ID TFC- 00873- 5 Published 2022-11-03 Pagelof1
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&. BRED LIFE

sk EeCy Doc no.: COP-020-01
Certificate of Analysis Edition revision no. A/0
Page: 1/1

Record no.: MD-2024110401

Product name: Kit for determination of IgA antibody-coating of spermatozoa | Product Code:
(mixed antiglobulin reaction) BRED-011

Lot No.: 20241001 Expiry date; 2026-04-29 Content: 40 T/kit

[Intended use]
The kit is used to screen the immunologic infertility.

The antibodies existing on the sperm surface may decrease sperm motility, block the sperm’s passage
into the cervical mucus, as well as inhibit the sperm-oocyte binding, thus to cause the failure of
fertilization. The antibody-coating of spermatozoa is considered as the typical and specific index of
immunologic infertility. Once the result of MAR IgG test is abnormal, the additional test of MAR IgA is
then required. The abnormal result of MAR test would be probably diagnosed as immunologic
infertility, yet this diagnosis shall be confirmed via other tests (sperm-cervical mucus contact test,
sperm-cervical mucus capillary tube test).

[ Main compositions]
Latex particles coated by anti-human IgA 1vial  0.25ml

Test items Specification Test result
Analytical e
" ynca Positive sperm 2 50% 89%, 91%
Sensitivity
|

Specificity Positive sperm < 10% 5%

o L
Within-

g CV <8% 6.8%
Precision
Between-

crween-Tin CV £10% 5.7%
Precision

Test date 2024-11-04

BRED Life Science Technology Inc. iy
Add: Block F, Dongbao Industrial Park, Shasi Community, Shajing Subdlsglct. Bao’an District, Shenzhen, China
Tel: (+86)755 33929737 Fax: (+86)755 33929719  Email: info@ spermfunc.com
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Zi’ BRED LIFE

e Doc no.: COPr-020-01 !
Certificate Of Analysis Edition revision no.: A/0
| Page: 1/1

Record no.: MD-2024123001

Product name: Kit for determination of IgG antibody-coating of spermatozoa Product Code:
(mixed antiglobulin reaction) BRED-012

Lot No.: 20241201 2026-06-24 Content: 40 T/kat

[Intended usel
The kit is used to screen the immunologic infertility.

Expiry date:

The antibodies existing on the sperm surface may decrease sperm motility, block the sperm’s passage
into the cervical mucus, as well as inhibit the sperm-oocyte binding, thus to cause the failure of
fertilization. The antibody-coating of spermatozoa is considered as the typical and specific index of

immunologic infertility. Once the result of MAR test is abnormal, it would be probably diagnosed as
immunologic infertility.

[ Main compositions]

Latex particles coated by IgG 1 vial 0.25 ml
Anti-human IgG antiserum 1 vial 0.25 ml
MAR IgG quality-control substance 1 vial 0.1 ml

Reagent compositions: Anti-human IgG antibodies, human IgG, latex particles, phosphate buffered
saline.

Test items Specification Test result
-3 —
Agglutination P .
Degree |
Anal'yF lc.al Positive sperm 2 50% 85 %, 82 %
Sensitivity
|
Specificity Positive sperm < 10% 4.0%
| J
Within-
s CV <8% 35%
Precision
Between-run
e CV £10% 27%
Precision
Test date 2024.12.30
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BRED Life Science Technology Inc.

Add- Block F, Dongbao Industrial Park, Shasi Community, Shajing Subdistrict, Bao ar Distrigt, 1, China
Tel: (+86)755 33929737 Fax: (+86)755 33929719 Email: info@spermfunc.com
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KITAJATO.

TECHNICAL DOCUMENTATION
GAMETE BUFFER
DEVICE LABELING

ID: KTZ-GB-LABEL-RI
Version 04
Date: 17-01-2024

KITAJJATO. Gamete Buffer s, %
95721 Code GBSD-50

ymmxx e« yyyy-mm g yyyy-mm-dd

€2 A" B

[oo1] (01)0 458223146731 0(17) yymmdd (10) ymmxx

1st Layer back

Kitagaro.Gamete Buffer <o C€

2797

Contains HEPES, 4g/L HSA and 10mg/L Gentamicin .
For washing and handling of human gametes and embryos O
Para el lavado y manipulacién de gametos y embriones humanos
MEA: > 80%
95721 Code GBSD-50 6
HSSA: 2 80%

[LOT ymmxx ] yyyy-mm g yyyy-mm-dd  Endotoxin: < 0.25 EU/ml

Kitazato Corporation ge o< =]
| e o

100-10 Yanagishima, Fuji, Shizuoka 416-0932 Japan /l/ AN e
. [GEIn

EE: Dibimed - I}:omedlcal Supply, S.L. .
C/Jorge Comin, 3. Valencia. 46015. Spain v.2 (01)1 458223146731 7 (17) yymmdd (10) ymmxx

2" Layer front

BQ-404-GBD-01

CONFIDENTIAL
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KITAJATO.

TECHNICAL DOCUMENTATION
SEPASPERM
DEVICE LABELING

ID: KTZ-SE-LABEL-RI
Version 02
Date: 31-01-2024

Contains silane coated silica particles, 10mg/L
Gentamicin and 2.2g/L HSA
For separation of motile sperm
HSSA: > 80%
Endotoxin: < 0.5 EU/ml

“ Kitazato Corporation
100-10 Yanagishima,Fuji,
Shizuoka 416-0932 Japan

[EcTrer] Dibimed - Biomedical
Supply, S.L.
C/Jorge Comin, 3. Valen-
cla. 46015. Spam

1st Layer front

SED45G-50 95641

KITAZATO. SepaSperm®45% = X
REF| 95641 Code SED45G-50

CoTymmxx  Qyyyy-mm  gyyyy-mm-dd

cor B

2797 STERILE|A|
[01](01)0 458223146711 2(17) yymmdd (10) ymmxx

1st Layer back

KITAZATO. SepaSperm® 45%

Contains silane coated silica particles, 10mg/L Gentamicin and 2.2g/L HSA
For separation of motile sperm
50ml

Para la separacion de espermatozoides moviles
95641 Code SED45G-50
ymmxx ¢~{] yyyy-mm

. ¥yyy-mmid
Kitazato Corporation \i/
100-10 Yanagishima, Fuji, Shizuoka 416-0932 Japan

zc

Dibimed - Biomedical Supply, S.L.
m C/lorge Comin, 3. Valencia. 46015. Spain

q

2791

8/« [semue] 4]

HSSA: 2 80%
Endotoxin: < 0.5 EU/ml

O
[Ok=220)

v2 - (01)1 458223146711 9 (17) yymmdd (10) ymmxx

CONFIDENTIAL
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KITAJATO.

TECHNICAL DOCUMENTATION
SEPASPERM
DEVICE LABELING

ID: KTZ-SE-LABEL-RI
Version 02
Date: 31-01-2024

2nd Layer front

Contains silane coated silica particles, 10mg/L
Gentamicin and 0.4g/L HSA
For separation of motile sperm
HSSA: = 80%
Endotoxin: < 0.5 EU/ml

“ Kitazato Corporation
100-10 Yanagishima,Fulji,
Shizuoka 416-0932 Japan

[EcTrer] Dibimed - Biomedical
Supply, S.L.
C/Jorge Comin, 3. Valen-
cla. 46015. Spam

SED90G-50

95661

1st Layer front

KIﬂZATO® SepaSperm® 90% om B
95661 Code SED90G-50
EoTlymmxx  «yyyy-mm  gyyyy-mm-dd

€ O f- é?’ﬂ

2797 [STERILE[A]
(01)0458223146716 7(17) yymmdd (10) ymmxx

1st Layer back

KITAZZATO. sepasperm® 90% (€

Contains silane coated silica particles, 10mg/L Gentamicin and 0. 4g/L HSA 2191

For separation of motile sperm
Q [sTeRiE [ A |

Para la separacion de espermatozoides moviles
95661 Code SED90G-50 "

HSSA: 2 80%
Endotoxm <0.5 EU/mI

ymmxx 4] yyyy-mm Evvw -mm-dd

Kitazato Corporation \\I/
100-10 Yanagishima, Fuji, Shizuoka 416-0932 Japan 7\\
zc

Dibimed - Biomedical Supply, S.L.
m C/Jorge Comin, 3. Valencia. 46015. Spain

v2 - (01)1 458223146716 4 (17) yymmdd (10) vmmxx

CONFIDENTIAL
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KITAJATO.

TECHNICAL DOCUMENTATION
GAMETE BUFFER
DEVICE LABELING

ID: KTZ-GB-LABEL-RI
Version 04
Date: 17-01-2024

SepaSperm Wash
with gentamicin and
human albumin

Klmzdro%epaSperm@ Wash g X
[REF 95730 Code SEDWSG-20x5

ymmxx e yyyy-mm- g yyyy-mm-dd

€ O p %@

2797 [STERILE[A]
[e1](01)0 458223146835 5 (17) yymmdd (10) ymmxx

18t Layer back

B(Only

.@v
A

2" [ayer front

KITAZATO. SepaSperm® Wash smmc €
2797

Contains HEPES, 4g/L HSA and 10mg/L Gentamicin
For washing and hand\ ng of human spermatozoa
Para el lavado y manipulacion de espermatoziodes humanos
REF195730 Code SEDWSG-20x5 C [sremue] 4]
[REF] ' (&/ Mea:2 80%
HSSA: 2 80%

[toT] ymmxx &,WVV mm EVVW mm-dd  Endotoxin: <0.25 EU/mI

Kitazato Corporation -
100-10 Yanagishima, Fuji, Shizuoka 416-0932 Japan /ﬂ/@[jﬂ/ \ J

[ECTREP) Dibimed - Biomedical Supply, S.L. 2¢

C/Jorge Comin, 3. Valencia. 46015. Spain v2 [UDI] (01)1 458223146835 2 (17) yymmdd (10) ymmux

BQ-404-GBD-01

CONFIDENTIAL
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BRED Life Science

e ——— —

ARTSOLUTIONS 2 SpermFunc®

SpermFunc DNATf - zestaw do oceny poziomu fragmentacji DNA
plemnikéw (SCD — dyspersja chromatyny plemnikéw)

Wykazano, ze w trakcie leczenia nieptodnosci metodami IVF oraz ICSI staba jakos¢ DNA
plemnikdw jest najczestszg przyczyng niepowodzenia w poréwnaniu do innych czynnikdw.

DANE PRODUKTU

Nr. Katalogowy Nazwa llosc testow w op. Data waznosci
BRED-002-DNA | SpermFunc® DNAf-Kit 40 24 mies.
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Fertilizaion  Good Pregnancy  Abortion

Fortllizntlon  Good Pragnancy  Abaorikon

(L simlepu sl ale rade T by bbb oo o
Adaghad from L M et al 2008 [ Adapied from Lin M et al 2008
Poziom fragmentacji DNA w trakcie Poziom fragmentacji DNA w trakcie
stosowania metody IVF stosowania metody ICSI

Badania wykazaty, ze poziom fragmentacji DNA moze wynika¢ z nieprawidtowego
gromadzenia sie chromosomdéw | nadmiernego gromadzenia sie reaktywnych form tlenu
(ROS) oraz patologicznego procesu apoptozy. Zaptodnienie plemnikiem z fragmentowanym
DNA moze powodowaé nieptodnos$é, poronienie i obnizaé poziom wystgpienia cigz
w leczeniu metodami ART (technik wspomaganego rozrodu).

Dystrybutor: ART Solutions, Sp. z 0.0., Al. KEN 36/112B, 02-797 Warszawa
tel. 530 074 074 fax 22 379 73 43, biuro@artsolutions.com.pl, www.artsolutions.com.pl



ARTSOLUTIONS
=

1 —rysunek pozwalajgcy na ocene fragmentacji DNA; A — najmniejsza $rednica gtowki plemnika, B — grubos¢
halo z jednej strony, B < 1/3 wartosci A wskazuje na obecnos¢ fragmentowanego DNA
2 i 3 —rysunki wykazujg, ze DNA plemnikéw jest niefragmentowane
4i 5 —wskazujg na plemniki z fragmentowanym DNA

Wynik testu SpermFunc DNAf

Przebarwione ptytki z cienszg warstwa
zelu sg odpowiednie dla dyspersji
chromatyny plemnikéw, poprawiajac
wrazliwosc testu.

Dystrybutor: ART Solutions, Sp. z 0.0., Al. KEN 36/112B, 02-797 Warszawa
tel. 530 074 074 fax 22 379 73 43, biuro@artsolutions.com.pl, www.artsolutions.com.pl



) ARTSOLUTIONS

/ \

® Stosowanie metod optymalizacji zapewnia otrzymanie wynikéw specyficznych oraz
wyraznej konfiguracji z ogonem plemnika, co jest tatwe do identyfikacji.

® Robznorodne zastosowania zestawu, fatwe w uzyciu.

® Szybkie przeprowadzenie testu - 1 h. Wyniki obserwuje sie pod zwyktym
mikroskopem bez koniecznosci posiadania specjalistycznego sprzetu.
tatwe do zastosowania w klinice.

® 40 testéw w zestawie — ekonomiczna cena, bardziej wydajny w poréwnaniu do
konkurencji.

® \Wyprodukowany z zastosowaniem specjalistycznych, zaawanasowanych technik.
Odczynniki sg stabilne z okresem przydatnosci do uzycia do 2 lat.

® Unikatowa technologia konserwacji nasienia powoduje, ze nasienie moze by¢
przechowywane przez co najmniej 15 dni, zapewniajgc otrzymanie takich samych
wynikow jak w przypadku Swiezego materiatu — dobre rozwigzanie dla kliniki.

® Produkt posiada certyfikat CE IVD.

3IC-T

YNNG uTad

/0.0

Con 1d ad ad 8d 15d

Transformacja integralnosci fragmentacji DNA plemnikow przechowywanych w czynniku
konserwujgcym SpermFunc DNAY.

Dystrybutor: ART Solutions, Sp. z 0.0., Al. KEN 36/112B, 02-797 Warszawa
tel. 530 074 074 fax 22 379 73 43, biuro@artsolutions.com.pl, www.artsolutions.com.pl
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Sperm Func MAR IgG / MAR IgA - testy MAR

Zestawy przeznaczone do okreslenia obecnosci przeciwciat antyglobulinowych 1gG badz IgA
W nasieniu.

Test MAR — reakcja przeciwciat przeciwplemnikowych z przeciwciatami antyglobulinowymi
(skierowanymi przeciwko ludzkim ASA - przeciwciatom przeciwplemnikowym); przeciwciata
antyglobulinowe sg optaszczone na kulkach lateksowych.

Zestawy do oceny przeciwciat przeciwplemnikowych w klasie IgA lub IgG, CE. Termin
przydatnosci nie krétszy niz 3 miesigce od daty dostawy. Pojemnos¢ 0,25 ml

T

e e 4
— { S ®
Kit for detenfper.m':“m@ MAR IgG =_— Lot: 20,";&'(‘)’: U 'MARIgA ¢
Ination of |gG gnii y MED - Mixed Ang; 5 2
of spey 9G antibody- FD: 20 iglobulin R‘g
PermMatozoa(Mixeq antiglobyi Y-Coating i -20 130304 40Tests/Kiy oo
-@mmmx T ulin reaction) = 0903 Storedae 2~st.c
Anti-human r:G‘)::mby 19G: 1x 0,25 SpermPFu
MAR19G quality-conper -, 025 ml @ particle =
P 01 i L LT -
tm Ce mj"" 8 = : B i ’&ﬁﬂﬂﬂa
o Dongga Vo H ¥ Shn
Penfun $ e ot U "98ang AcuPrime (EU) Limi § Lt
10 antise oty conte nits, Heny Mited 5
4 ock Road Eagt, g, ol 4
] i - Exeter, Ex2 Ry H
LR R Y | -' (

Cechy:

e 40 testow/zestaw

e stosowany w celu wykazania immunologicznej przyczyny nieptodnosci

e posiada certyfikat CE IVD

e przechowywanie w temp. 2-8°C

e termin waznosci: do 18 mies od daty produkgji

e po otwarciu zuzy¢ w ciggu 58 dni

e wymaga zastosowania ogdlnego mikroskopu optycznego lub mikroskopu z
kontrastem fazowym

BRED-011 ‘ SpermFunc® MAR IgA 40 testow ‘

BRED-012 SpermFunc® MAR IgG 40 testow

Dystrybutor: ART Solutions, Sp. z 0.0., Al. KEN 36/112B, 02-797 Warszawa
tel. 530 074 074 fax 22 379 73 43, biuro@artsolutions.com.pl, www.artsolutions.com.pl
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ARTsoLUTions KITAZATO
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Kitazato Gamete Buffer

lTAgATO, Gamete Bufiy ,_A!..

Contains HEPES, 4g/L HSA and 1
D For washing and handling of hurzn -+

95722 Code GBSD-100

Treew llyyyynm g

i

@WTM" ﬁ‘s'l‘:t“;ym:ihm 2/ "™IATO.  Gamete Butfer

Shorge Comin, 46015, Valencia, Spain 2 [ 95721 Code GBSD-50

Eymmex ¢ yyyy-mm &y
(E c "
e " ,ﬂ’ %
‘[ o antasro 00234 2 (1) 210430000) oo

— S —

Kitazato Hyaluronidase

e T e e KITAZATO,

IPATO. Hvans 9590 Codenrn TEATO VAU g ocoin Code i (TAZATO. Hyavon

o) Briig e iy
t v -t ¥ 2 7T —
Produkt Numer katalogowy Objetos¢
GBSD-50X5 5 x50 mL
Gamete Buffer GBSD-50 50 mL
GBSD-100 100mL
. HYBD — 1x5 5x1mL
Hyaluronidase HYBD — 10 1x10mL

Dystrybutor: ART Solutions Sp. z 0.0., ul. KEN 36/112B, 02-797 Warszawa
tel. 530 074 074 fax 22 379 73 43, biuro@artsolutions.com.pl, www.artsolutions.com.pl



ARTSOLUTIONS KITAZATO
M/ﬁ

Sktad Gamete Buffer Hyaluronidase
Typ T 0 sy TS AT Medium z hialuronidazg do usuwania
komdrek cumulus
Gamete Buffer jest pozywka Hyaluronidase Medium jest
przeznaczong do pfukania gotowym do uzycia roztworem o
i manipulacji ludzkimi gametami i stezeniu 80 (IU/ml) stosowanym w
zarodkami poza inkubatorem, procesie denudacji oocytéw do
. podczas procedur ICSI, [UI, usuwania
Przeznaczenie . . o . . N
ptukania lub swim-up plemnikéw wienca komoérek ziarnistych,
ludzkich oraz procedur transferu przygotowujgc w ten sposéb
zarodkéw. komorke do procedury ICSI lub
innych procedur wspomaganego
rozrodu.
Okres 18 miesiecy od daty produkgcji 12 miesiecy od daty produkgji
przydatnosci
St"ablanSC . 7 dni od otwarcia 7 dni od otwarcia
w uzytkowaniu
Chlorek wapnia Chlorek wapnia
Gentamycyna (10 mg/I) Glukoza
Glukoza HEPES
HEPES Hialuronidaza z jader bydlecych
Albumina surowicy ludzkiej (4,0 Siarczan magnezu
g/l) Chlorek potasu
Skt Siarczan magnezu Fosforan sodu
ad : . .
Chlorek potasu Albumina surowicy ludzkiej (4,0 g/l)
Fosforan sodu Wodoroweglan sodu
Wodoroweglan sodu Chlorek sodu
Chlorek sodu Mleczan
Mleczan Pirogronian
Pirogronian
pH 7.3-7.6 pH 7.3-7.6
Osmolalnos¢ 270-290m0Osm/kg Osmolalnos$¢ 270-290m0Osm/L
Dodatkowe Poziom endo’fo.ksyn <0.25EU/mL Poziom er:dotoksyn <0.5EU/mL
informacje Test sterylnosci MEA > 80% N
MEA > 80% Test sterylnosci
Przechowywanie: 2-8 °C Przechowywanie: 2-8 °C

Dystrybutor: ART Solutions Sp. z 0.0., ul. KEN 36/112B, 02-797 Warszawa
tel. 530 074 074 fax 22 379 73 43, biuro@artsolutions.com.pl, www.artsolutions.com.pl



ARTSOLUTIONS

KITAZATO
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Kitazato SepaSpem®

& SepaSperm®Wash

i

UTZATO SepaSperm® Solution

o s parie, 6 G

- o et e

EHN  Code SED100G-100

mme ] yyyymm J yyyymmas &

de ¥ OUESj

TSI c@meesme

NTAZATO. SepaSperm® 90%
) 95661  Code SEDIOGS

B ymmoe o yyyymm o

o

O

€0 mm | %
s st o3 17 s

= _‘-—-——-’ —— o — —
Produkt Numer katalogowy Objetos¢
SED45G — 50 50mL
® o,
SepaSperm® 45% SED45G — 100 100mL
SED90G - 50 50mL
® 0,
SepaSperm® 90% SED90G — 100 100mL
SEDWSG — 20x5 5x20mL
SEDWSG — 50 50mL
®
SepaSperm®Wash SEDWSG — 100 100mL
SEDWSG — 250 250mL

Dystrybutor: ART Solutions Sp. z 0.0., ul. KEN 36/112B, 02-797 Warszawa
tel. 530 074 074 fax 22 379 73 43, biuro@artsolutions.com.pl, www.artsolutions.com.pl




ARTSOLUTIONS

KITAZATO

————

Sktad SepaSperm® SepaSperm®Wash
Tvp Gradient 45%,90% Medium do ptukani
o, (] prukania
Przeznaczenie SepaSperm 45% i SepaSperm Pozywka przeznaczona do
90% stanowig gotowe do uzycia | przemywania lub ptukania
media przeznaczone do plemnikéw ludzkich oraz zabiegéw
separacji ruchliwych plemnikéw | ICSI, IUI
z ptynu nasiennego metoda
gradientu
stezen.
Okres
przydatnosci 18 miesiecy 18 miesiecy

Stabilnos¢ w

HSSA > 80%

Test Sterylnosci

Osmolalnos¢ SepaSperm® 90%
290-330mOsm/kg
Osmolalnos¢ SepaSperm® 45%
280-310mOsm/kg
Przechowywanie: 2-8 °C

uzytkowaniu 7 dni od otwarcia 7 dni od otwarcia
Sktad Chlorek wapnia Chlorek wapnia

Gentamycyna (10 mg/1) Gentamycyna (10 mg/l)
Glukoza Glukoza
HEPES HEPES
Siarczan magnezu Albumina surowicy ludzkiej (4,0 g/l)
Chlorek potasu Siarczan magnezu
Fosforan sodu Chlorek potasu
Wodoroweglan sodu Fosforan sodu
Chlorek sodu Wodoroweglan sodu
Pirogronian Chlorek sodu
Albumina surowicy ludzkiej (0,4 | Mleczan
-2,2g/I)* Pirogronian
Mleczan*
- SIBO
*Tylko dla SepaSperm® 45%,
90%

Dodatkowe pH 7.2-7.6 pH 7.3-7.6

informacje Poziom endotoksyn <0.5EU/mL | Osmolalnos$¢ 270-290m0Osm/kg

Poziom endotoksyn <0.25EU/mL
Test Sterylnosci

HSSA > 80%

MEA > 80%

Przechowywanie: 2-8 °C

Dystrybutor: ART Solutions Sp. z 0.0., ul. KEN 36/112B, 02-797 Warszawa
tel. 530 074 074 fax 22 379 73 43, biuro@artsolutions.com.pl, www.artsolutions.com.pl




ARTsoLumons €Wy Nidacon International AB
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Sperm CryoProtecTM I

Zoptymalizowan
Sperm CryoProtec” pty y
gfmmzmmm Zoptymalizowane rozwigzanie do ochrony ludzkich plemnikéw przed szkodliwymi

skutkami zamrazania i rozmrazania. Nie zawiera albuminy z ludzkiej surowicy. Sperm
CryoProtec ™ zawiera osmotycznie aktywne sktadniki, aby zmniejszy¢ ilos¢ wody
wewngatrzkomdérkowej oraz minimalizowac uszkodzenia spowodowane tworzeniem
sie krysztatkdw lodu.

Zoptymalizowana procedura z unikalnym nosnikiem prébek - CryoFoater.

Cat. No. SCP-020
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Ochrona Plemnikow

Sperm CryoProtec ™ jest zoptymalizowany do zamrazania zaréwno plemnikow przygotowanych w gradiencie stezen, jak i
nieprzetworzonych ejakulatow.

Sperm CryoProtec ™ to sterylny, buforowany HEPESem roztwor soli, zawierajacy glicerol, ktérego proporcja zostata mozliwie jak
najbardziej zmniejszona, aby zminimalizowa¢ toksycznos¢ dla plemnikéw, a jednoczesnie zapewni¢ ochrone krioprotekcyjng. Wysokie
stezenie glukozy dziata osmotycznie dla redukcji wody wewngtrzkomaorkowej; zmniejszajac w ten sposdb uszkodzenia spowodowane
formowaniem sie krysztatkow lodu.

Sperm CryoProtec ™ nie zawiera albuminy z ludzkiej surowicy

Charakterystyka produktu

pH: 7.5-8.5;

Poziom endotoksyn: < 1.0 EU/mL;

Przezywalnos¢ ruchliwych plemnikdw po zamrozeniu | rozmrozeniu: >50%.;
Preparat testowany na tescie przezywalnosci plemnikéw.

Butelki i korki sa testowane 2-komérkowym testem M.E.A

Sktad:

- Chlorek sodu - Chlorek potasu

- Siarczan magnezu - Glukoza

- Diwodorofosforan potasu - Mleczan wapnia
- Glicerol - Pirogronian sodu
- Wodoroweglan sodu - EDTA

- Woda oczyszczona - HEPES

Dtugi okres trwatos¢:

Przechowywac w temperaturze pokojowej do 12 miesiecy od daty produkcji. Otwierac i zamykac butelki w warunkach aseptycznych. Po
otwarciu przechowywaé w temperaturze 2 do 8 2 C, gdy produkt nie jest w uzyciu. Okres waznosci na etykiecie produktu, stosuje sie,
gdy produkt jest przechowywany zgodnie z zaleceniami producenta.

Sperm CryoProtec™ Il nie zawiera zadnych antybiotykéw, niestabilnych dodatkéw ani konserwantéw.

Zalecenia:

Mimo, ze jest mozliwe mrozenie nasienia nieoczyszczonego, zaleca sie przygotowac nasienie przy pomocy gradientu stezen PureSperm®
oraz przeptukania PureSperm®Wash. Metoda ta usuwa plazme nasienia, reaktywne formy tlenu (ROS) oraz ich Zrédta, zapewniajgc w
ten sposdb optymalny odzysk ruchliwych plemnikéw po rozmrozeniu.

Informacje dotyczgce zamawiania
Nr produktu / Nazwa / Objetosé; SCP-020 / Sperm CryoProtec™Il /2 x 20 mL

Dystrybutor: ART Solutions, ul. KEN 36/112B, 02-797 Warszawa
tel. 530 074 074 fax 22 379 73 43, biuro@artsolutions.com.pl, www.artsolutions.com.pl
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Sperm VitalStain

Opis produktu:

Nidacon Sperm VitalStain™ zawiera zaréwno
eozyne  jak i Nigrozyne. Jest to
zoptymalizowana technika barwienia do oceny
zywotnosci plemnikéw, ktéra jest jednym
z podstawowych narzedzi stosowanych
w analizie nasienia. Technika ta opiera sie na
zasadzie, iz eozyna wnika do martwych
komérek (tj. z uszkodzong btong komorkowa)
i zabarwiajg sie na czerwono. Nigrozyna stuzy
jako  barwnik  kontrastowy, utatwiajacy
wizualizacje niezabarwionych zywych komérek
(biate).

Sktad:

® Chlorek sodu

® FozynaY

e \Woda oczyszczona
e Nigrozyna

® Formalina

Przechowywanie i trwatos¢:

Przechowywa¢ w temperaturze 10-20°C.
W tych warunkach P Sperm VitalStain™ ma
okres przydatnosci 24 miesigce. Data waznosci
jest podana na butelce i opakowaniu
kartonowym.

Srodki ostroznosci i ostrzezenia:

® Sperm VitalStain™ nie stanowi
jakiegokolwiek zagrozenia pozarowego.
Karta charakterystyki produktu dostepna
jest u dystrybutora lub producenta

e Nie stosowal, jesli zabezpieczenie na
nakretce jest naruszone

e W przypadku kontaktu ze skérg, przemyc

wodg

® Przy dostaniu sie do oka, przemywaé wodg
przez 15 min. i skontaktowal sie
z lekarzem

Informacje dotyczgce zamawiania:
Nr produktu / Nazwa / Objetos¢
SVS-010 / Sperm VitalStain / 2 x 10mL

Dystrybutor: ART Solutions Sp. z.0.0., ul. KEN 36/112B, 02-797 Warszawa
tel. 530 074 074 fax 22 379 73 43, biuro@artsolutions.com.pl, www.artsolutions.com.pl

\



DNV
ADDENDUM

ustomer Name:
NidaCon International AB Official/Org Id#:
IAddress: VAT/Tax#:
Fléjelbergsgatan 16B, 431 37 MoIndal SE556548232901
Sweden
Contact Person: Tel:
Magda Alic Holmes +46 31 7030630
E-mail: Magda@nidacon.com
DNV Legal Entity: IAddress:
DNV Business Assurance Denmark A/S Tuborg Parkvej 8
DK-2900 Hellerup
Denmark
Contact person: Tel:
Martin Lindvall
E-mail: Martin.lindvall@dnv.com
Notified Body Legal Entity: Notified Body nr:
/Auditing DNV Product Assurance AS 2460
lorganization/Certificat
ion body
Work/Project PRJN-348412
Agreement no:
Agreement title:

This Agreement shall consist of: The Product Certification Agreement already entered into between the parties and this Addendum, which together
constitute the integrated entire Agreement between the Parties. The above listed documents in the Agreement shall be interpreted as one agreement and
in case of any ambiguities or contradictions between the various documents, the documents shall take precedence in the order listed here: The
Addendum, The Product Certification Agreement. Any terms and conditions included in purchase orders, standard terms or similar from the Customer shall
be disregarded and not affect the terms of this Agreement, even if signed by Parties. Any such Customer's purchase orders shall be deemed relevant for
invoicing purposes only. This Agreement may only be amended in writing between the Parties. Should any provision of this Agreement be held to be
invalid or unenforceable, such shall not affect the validity or enforceability of any other part or provision of this Agreement. Such provision shall be
amended to the extent necessary to make the provision valid and enforceable, while keeping as strictly and closely as possible to the original wording and
purpose of the provision. This Agreement is made in three copies, one original for each Party hereto.

MDR transitional provisions addendum — DMSP-2-PA-MDR-02-AX rev.1
Page 1 0of 3



DNV

Expanded Scope: Products certified under Directive 93/42/EEC to be covered in
surveillance audits in accordance with article 120 of MDR

Product name/ Basic
UDI-DI (under MDR
application)

MDR

Classification

Corresponding
device in MDR
application

MDD
Certificate
(s) number

covering the

devices
under MDR
application

Deadline for submission of
complete and up to date
Technical Files to DNV

PureSperm 100 / 241568- July 2025
lBJ{a)sll.cDI: Class I1I PureSperm 100 icc))le-l\lcf-_PS
7350025610037F Rev 4
PureSperm 40/80/90 / 241568- July 2025
Basic Class 111 PureSperm 2017-CE-
UDI-DI: 40/80/90 NOR-NA-PS
7350025610047H Rev 4
PureSperm Buffer 241568- July 2025
/Basic PureSperm 2017-CE-
UDI: Class 111 Buffer NOR-NA-PS
7350025610067M Rev 4

241555- July 2025

2017-CE-
PureSperm Wash/ NOR-NA-PS
Slaji'f Class 111 PureSperm Wash gj‘l"sgﬁ
7350025610077P 2017-CE-

NOR-NA_PS

Rev 1.0
NidQil / 241568- July 2025
oy Class 111 NidOil ﬁ%ﬁ’rﬁf_}s
7350025610177S Rev 4
SpermCryoProtec/ ggigf’gE_ July 2025
Basic UDI: Class 111 SpermCryoProtec NOR-NA-PS
7350025610157N R

ev 4

Prolnsert/ ggig?g}z- December 2026
Basic UDI: class Ila Prolnsert NOR-NA-PS
7350025610377Y Rev 4

Special conditions
For the provision of services as set out in Expanded Scope, the following special conditions shall apply:

Any work related to devices listed in the Expanded Scope shall be subject to the Customer submitting
up-to-date and complete technical documentation as specified by DNV within deadline(s) set out in the
Expanded Scope (“the Deadline”). Customer acknowledges and agrees that DNV's performance of the
Work set out in the Expanded Scope requires DNV to be granted access to all relevant information
required within the Deadline. If the Customer fails to meet the Deadline, DNV shall be entitled to
terminate the Agreement with immediate effect with regard to all work related to the Expanded Scope.
DNV shall be entitled to full remuneration for the Work carried out prior to the termination and for all
documented incurred unrecoverable costs. The Customer shall indemnify DNV Group from any claims

TH

MDR transitional provisions addendum — DMSP-2-PA-MDR-02-AX rev. 1
Page 2 of 3



DNV

arising out the Customer’s breach of the obligations set out in this clause. The Customer shall indemnify
DNV Group from any claims arising out the Customer’s breach of the obligations set out in this clause.

On behalf of Customer

DNV Market Unit

DNV Product Assurance AS

The undersigned hereby

declares:

e that the information given in
this document is correct, and
that the same application has
not been lodged with any
other Notified Body

e The declarations and data in
the Quotation Request form

remain valid.

Place: Date: Place: Date: Place: Date:
' Hellerup 2023-10-16 |Oslo 2023-10-19

Signature Signature il Signature ) . Nesqund

'Jv) 2 s k] ) L ”‘lﬂ“ \

( 7 TR .
Name: _ ’ Name: “ name: Bjorg Synneve Nesgé
Magda Alic Holwes Martin Lindvall
Function: Function: ) Function: Head of Certification
VP Operation Manager

MDR transitional provisions addendum — DMSP-2-PA-MDR-02-AX rev .1

Page 3 of 3
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srep resenee BRED Life Science Technology Inc. BRED-CE-020-08-2.0

Declaration of Conformity c €

Manufacturer; BRED Life Science Technology Inc.

Address: Block F, Dongbao Industrial Park, Shasi Community, Shajing Subdistrict,
Bao’an District, Shenzhen, China

European Representative: SUNGO Cert GmbH

Address: HarffstraBe 47, 40591 Disseldorf, Germany

Product Name: Kit for determination of IgA antibody-coating of spermatozoa (mixed antiglobulin

reaction)
Trade Name: SpermFunc® MARIgA

Classification: Others (According to Annex I of the IVDD Directive)
Conformity Assessment Route: IVDD Annex III

We herewith declare that the above mentioned product meets the provisions of the Council
Directive 98/79/EC concerning in vitro diagnostic Medical Devices. All supporting

documentations are retained under the premises of the manufacturer.

General applicable directives:

Directive 98/79/EC of the European Parliament and of the Council of 27 October 1998 on in vitro
diagnostics medical devices.

Standard Applied:
ENISO 13485:2012  ENISO 14971:2012  ENISO 15223-1:2016 EN 13612:2002
EN ISO 23640:2015 EN 13641:2002 ENISO 18113-1:2011 ENISO 18113-2:2011

Signature:  Cheng Jinjun ﬁ%
manager

Position Held in Company: Genera

Place, Date of Issue: ~ Shenzhen, 2028 // ¥:3
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smipivesaesce  BRED Life Science Technology Inc. BRED-DOC-010-4.0

Declaration of Conformity c €

Manufacturer: BRED Life Science Technology Inc.

Address:  Block F, Dongbao Industrial Park, Shasi Community, Shajing Subdistrict, Bao’an
District, Shenzhen, China

European Representative: SUNGO Cert GmbH
Address: HarffstraBBe 47, 40591 Diisseldorf, Germany

Product Name: Kit for determination of IgG antibody-coating of spermatozoa (mixed antiglobulin
reaction)

Trade Name: SpermFunc® MAR IgG

Classification: Others (According to Annex II of the IVDD Directive)

Conformity Assessment Route: IVDD Annex III

We herewith declare that the above mentioned product meet the provisions of the Council
Directive 98/79/EC concerning in vitro diagnostic Medical Devices. All supporting

documentations are retained under the premises of the manufacturer.

General applicable directives:
Directive 98/79/EC of the European Parliament and of the Council of 27 October 1998 on in vitro

diagnostics medical devices.

Standard Applied:
EN ISO 13485:2012 EN ISO 14971:2012 ENISO 15223-1:2016 EN 13612:2002
EN ISO 23640:2015 EN 13641:2002 ENISO 18113-1:2011 ENISO 18113-2:2011

Signature: Cheng Jinjun &

Position Held in Company:  General manager
Place, Date of Issue:  Shenzhen, 2p 2p l/~l5
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EU Quality Management System Certificate

Regulation (EU) 2017/745, Annex IX Chapter I and III

MDR 760355 R000

A

By Royal Charter

Manufacturer: Kitazato Corporation

Address:

100-10, Yanagishima,
Fuji,

Shizuoka

416-0932

Japan

Single Registration Number: JP-MF-000018374

EU Authorised Representative: Biomedical Supply S.L.

Address:
C/Jorge Comin 3
Valencia

46015

Espafa

Scope: See attached Device Schedule

On the basis of our examination of the quality system in accordance with Regulation (EU) 2017/745, Annex IX
Chapter I and III, the quality system meets the requirements of the Regulation. For the placing on the market of
Class III devices, and Class IIb implantable devices that are not considered well-established technologies as specified
in Article 52(4) an additional Annex IX Chapter II certificate is required.

For and on behalf of BSI, a Notified Body for the above Regulation (Notified Body Number 2797):

Cm \\u\)swiér

Graeme Tunbridge, Senior Vice President Global Regulatory & Quality

First Issue Date: 2024-06-27 Starting Validity Date: 2024-06-27
Current Issue Date: 2024-06-27 Expiry Date: 2029-06-26

..making excellence a habit’

Page 1 of 3

Validity of this certificate is conditional on the Manufacturer’s quality system being maintained to the requirements of the Regulation as demonstrated
through the required surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

NB Contact: BSI Group The Netherlands B.V., Say Building, John M. Keynesplein 9, 1066 EP, Amsterdam, Netherlands. Tel: + 31 (0) 20 346 07 80
Corporate Contact: BSI Group Assurance Limited, registered in England under number 05435540 at 389 Chiswick High Road, London, W4 4AL, UK.
A Member of the BSI Group of Companies.
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EU Quality Management System Certificate

Regulation (EU) 2017/745, Annex IX Chapter I and III

By Royal Charter

MDR 760355 RO00

Device Schedule: Class IIa, Custom-made and other devices

Device(s) Risk Classification
Hypure® Qil Class Ila

Holding Pipette Class Ila

Cryotop® Class IIa

Plasticware Class Ila

OPU Needles Class IIa

ET Catheters Class Is

IUI Catheters Class Is

For Class Is devices, the Notified Body conformity assessment is limited to the aspects relating to establishing, securing and
maintaining sterile conditions.

Device Schedule: Class III and Class IIb devices

Class III Intended purpose
Gamete Buffer See MDR 760757
SepaSperm Wash

SepaSperm See MDR 760760
PVP See MDR 760763
Hyaluronidase See MDR 760766
Vitrification Media See MDR 760770

Thawing Media

First Issue Date: 2024-06-27 Starting Validity Date: 2024-06-27
Current Issue Date: 2024-06-27 Expiry Date: 2029-06-26
..making excellence a habit’

Page 2 of 3

Validity of this certificate is conditional on the Manufacturer’s quality system being maintained to the requirements of the Regulation as demonstrated
through the required surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

NB Contact: BSI Group The Netherlands B.V., Say Building, John M. Keynesplein 9, 1066 EP, Amsterdam, Netherlands. Tel: + 31 (0) 20 346 07 80
Corporate Contact: BSI Group Assurance Limited, registered in England under number 05435540 at 389 Chiswick High Road, London, W4 4AL, UK.
A Member of the BSI Group of Companies.
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EU Quality Management System Certificate

Regulation (EU) 2017/745, Annex IX Chapter I and III

By Royal Charter

MDR 760355 RO00

Certificate History

Date Reference Number Action

Current 3563226 Issued
First Issue Date: 2024-06-27 Starting Validity Date: 2024-06-27
Current Issue Date: 2024-06-27 Expiry Date: 2029-06-26

..making excellence a habit’

Page 3 of 3

Validity of this certificate is conditional on the Manufacturer’s quality system being maintained to the requirements of the Regulation as demonstrated
through the required surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

NB Contact: BSI Group The Netherlands B.V., Say Building, John M. Keynesplein 9, 1066 EP, Amsterdam, Netherlands. Tel: + 31 (0) 20 346 07 80
Corporate Contact: BSI Group Assurance Limited, registered in England under number 05435540 at 389 Chiswick High Road, London, W4 4AL, UK.
A Member of the BSI Group of Companies.



( € EU Declaration of Conformity ( €

Manufacturer: BRED Life Science Technology Inc.
Add.:Floor 1~3, Block F, Dongbao Industrial Park, Shasi Com
munity, Shajing Subdistrict, Bao'an District, Shenzhen, China

(SRN/actor ID: MF-000037518)

Whose Single Riomavix S.L.
Authorized EU- Add.: Calle de Almansa 55, 1D, Madrid 28039 Spain
Representative: E-mail: leis@riomavix.com

Tel.: +34 658 396 230
(SRN: ES-AR-000001202)

Product Name: Live sperm DNA fragmentation staining solution
Basic UDI: 69202347BRED048DC
Intended Use: The kit is used to stain human sperm cell nucleic acid and cell

membrane, assisting clinical doctors in observing the integrity of human sperm cell
nucleus chromatin and cell membrane permeability under a microscope or flow
cytometry. It is used to evaluate the damage of sperm cell nucleus and cell membrane
under physiological or pathological conditions, not for assisting in distinguishing sperm
quality and diagnostic purposes.

Classification (IVDR, Annex VIII): Class A (rule 5(a)).

Conformity Assessment Route: EU DECLARATION OF CONFORMITY following the
Annex Il + Annex Il + Article 17 of IVDR (EU) 2017/746.

We herewith under our sole responsibility declare that the above mentioned products
meet the transposition into national law, the provisions of the following EU Regulation
and Standards. All supporting documentations are retained under the premises of the
manufacturer.

The manufacturer is exclusively responsible for the declaration of conformity.

General applicable regulations, directives:

Regulation (EU) 2017/746 of the European Parliament and of the Council of 5 April
2017 on in vitro diagnostic medical devices and repealing Directive 98/79/EC and
Commission Decision 2010/227/EU.

Applied standards, common specification, guidance:

EN ISO 14971:2019, ISO TR 24971-2020, EN ISO 18113-1:2011, EN 1SO 18113-
3:2011, EN 13612: 2002/AC:2002, EN ISO 23640:2015, I1SO 15223-1:2021,
EN62366-1:2015+AC:2015+AC:2016+A1:2020, 1SO13485:2016

Signature:

Title:

Place/Date: ng, Mar.14, 2024

EU Declaration of Conformity
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