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Product Service

EC Certificate
Full Quality Assurance System

Directive 98/79/EC on In Vitro Diagnostic Medical Devices (IVDD), Annex IV excluding (4, 6)
(List A and B and devices for self-testing)

No. V1 092547 0015 Rev. 03

Manufacturer: Roche Diabetes Care GmbH
Sandhofer Strasse 116
68305 Mannheim
GERMANY

cilitv(i . Roche Diabetes Care GmbH
Facil y(les) Sandhofer Strasse 116, 68305 Mannheim, GERMANY

Product Category(ies): Blood glucose measuring systems for self testing

Model(s): Blood Glucose Monitoring Systems including
Meters, Test Strips, Test Cassettes, Control
Solutions and In-Vitro Diagnostic Software

The Certification Body of TUV SUD Product Service GmbH declares that the aforementioned
manufacturer has implemented a quality assurance system for design, manufacture and final
inspection of the respective devices / device families in accordance with IVDD Annex IV. This quality
assurance system conforms to the requirements of this Directive and is subject to periodical
surveillance. For marketing of List A devices an additional Annex IV (4) certificate is mandatory. See
also notes overleaf.

Report no.: 713168743
Valid from: 2019-12-03
Valid until: 2021-10-31

Date, 2019-12-03 C
'@f(\/

Christoph Dicks
Head of Certification/Notified Body
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Certificate of Analysis

Cat.no. 07124112227
Product Accu-Chek Active 50 Tests
26.02.2020
Lot 26018331 Page 01 of 01
Parameter Unit Result
Lower limit control 1 mg/d| 41
Upper limit control 1 mg/dl 71
Target value control 1 mg/dl 56
Lower limit control 2 mg/dl 137
Upper limit control 2 mg/dl 186
Target value control 2 mg/dl 161
Lower limit control 1 Millimol/l 2,3
Upper limit control 1 Millimol/| 39
Target value control 1 Millimol/l 3.1
lower limit control 2 Millimol/l 7,6
Upper limit control 2 Millimol/l 10,3
Target value control 2 Millimol/l 9,0
Performance Test - corresponds
Mean value control 1 mg/d| 55
Mean value control 2 mg/dl 162
Plausib.check with blood - corresponds
Homogeneity test - corresponds

This lot meets our specification.

Production date: 06.02.2020
Expiry date: Nov 2021

sign.: Lydia Ekkert
Quality Manager

This certificate is a computer printout and has therefore not been signed by hand.

X PENTRU
. FACTUR]

Roche Diabetes Care GmbH

Sandhofer Strale 116; D-68305 Mannheim; Telefon +49-621-759-0; Telefax +49-621-759-2890

Sitz der Gesellschaft: Mannheim - Registergericht: AG Mannheim HRB 720251 - Geschéftsfiihrung: Michael Wahler -
Aufsichtsratsvorsitzender: Dr. Thomas Schinecker




CERTIFICATE OF COMPLIANCE

We, Roche Diabetes Care GmbH
Sandhofer Strasse 116
68305 Mannheim
Germany

hereby certify that

Accu-Chek Softclix Lancet (25) (03307492001)
Batch no.: 10518650

Exp.date.: 10/2022

were controlled in accordance with the valid QC procedures and have met
the specifications.

Mannheim, 3 May 2019
. ECOR,, i3
Roche Diabetes Care GmbH A ——
i ; ) =NTRU <
Supplier Quality Instruments &, FACTURI

/l"

Joachim Pulver
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CERTIFICATE OF ANALYSIS | No 669/18/KJ-S
Certyfikat analizy . Nr
E;;i“;;?u‘zr"/ ACCU-CHEK Softclix Lancet
Order Number/

Numer Zamowienia

4050291332_4180053279 / ZS-1814/2018

Numer Certyfikatu Stevylizacyi

el e 369/2018
T e 7114/ 03307492001
o e 660.0300.0.0 R2p

ok e Y32N7 / 10518650
B;;epgit; Llll_l;ductionl T D
i 888 000
ko 2022 - 10 - 31
Sterilization Certificate No./ 1899/118/EX

Sterilization Method/
Metoda Sterylizacji

Gamma Irradiation Co-60
Min 17,5 kG7 - Max 40,0 kGy

We certify that the product meets requirements of the Product Specification

Niniejszym oswiadczamy, ze wyréb spelnia wymagania Specyfikacji Produktowej

ZN-2006/HTL-660 revision 13

ZN-2006/HTL-660 wydanie 13

Signature/ Podpis
Decision/ Decyzja

Date Of Preparing Certificate/ Data Sporzgdzenia Certyfikatu 2018-12-20

ACr=RTED G e

Specjzlist ds. Jakoéch-Historla Wyrobu
Quality Speciatist - DHR

Lo48- A2-LO

Zalgeznik 1 do ZN-2006/HTL-660, wyd.7
Appendix 1 to ZN-2006/HTL-660, rev.7




Lolonent BY_G715 216 D1 Vernon 1)

Erstelt 15 03.2003

= STERIS

Gepriii 17685 2015 Frewsbe 1703 215

Auftragsnummer (AG)
order number customer
Narue des Produktes

name of product

Zertifikat T . Auftragsnummer (AN) : 152843/18 | 53843
Protokoll BESTRAHLUNG order nuraber (internal) ;; — -
;‘:E-Lriggg]te IRRADIATION Kundennummer : 808 N 200 982 J
Synergy Health Radeheryy Cabif, Jun- Gagans e 15,01854 Radaberp Phatomer sumbes T )
_Aufiraggeber (customer) e Alflragnchmer (etformen_ . |
HTL-STREFA S.A. Synergy Health Radeberg GmbH
Juri-Gagatin-Sur. 15

ul. Adamdwek 7 01434 Radeberg

PL~95035 Ozorkow Tel.: +49 3528 /4364 - 16

Poland Fax: +49 3528 { ﬁ_’:({d - 99

1899/18/EX Aufiragsdatum : 39, 10.18

date of order

Personal Lancet Soficlix (Type 660)
Ariikelcode

itein code

Charge * YZINS, Y21P1, Y32N6, Y3ZN7, YI3NG, YIIN7
batch number
Bestrahlungszyklus A-44(/18 Spezifikation : DDO0808 5582 2018 R3l
imadiation cycle specification
Bestrahlungsdatum D 31.10.2018
wradiation date
Identifikationsnummer G98T48 - 698754
identification number !
Bestrahlungseinheiten @ EP-Palette Anzahl @7
uradiation unit % antity ‘r
Verpackungseinheiten : Karton wzahl @ 127 ‘
packaging unit quantity
Besonderheiten
remiarks
Dis Beslrahlung erfolgl gemil AAMITIR33/ {SQ 11137 und Produkispezifikation.
The iradiation has been performed in accordance to AAMI TIR33 [SO 11137 us well
as to product specification.
Dosis Encrgicdosis laut Aufirag  Dosimetrisch ermittelte Dosis  Identiummer
dose dose in accordance with order  ¢aleulated dose identification nwnber
min. Dosis: 17,5 kGy 19,61 kGy 698750
minunum dose
max. Dosis: 40,0 kGy 34,81 kGy 698752
maxitnum dose
Unterbrechungszeit »10 h Nein Aunlage G83000 Strahlungsart : Co-60
interruption time over 10 hours (facility) (kind of radiation)

. ‘ OL1118 ..
Erstellung und Dateniibernalime — TS oo, S
preparation and data transfer Dnlwm nnd Umcmhriﬂ r:rmuer -

. dite and signalure originator
Freigabe des oben genannten Bestrahlungsgutes zur H “ 8
Auslieferung  Release of specified produet for delivery ¢ -
Prowesliznnan SFIEMGACOIEUS 14edbn2 M Sat : 5:3?'::5::;::::‘::5 I‘I::;‘ :;gmm'ol cells

Syrergy Health Radeberg GbH felpfon. +49 3
Jun-Gagarin-Strafle 15 Telefax:  +49 3
D-01454 Radeberg E-Mail: Rade
Legal entily, 2 STERIS Company Internel:  www.sle s\}ﬂ‘@ om

Amisgericht DRESDEN HRB 23319
Geschiflstdtrer: H. Hartmann
Usl-ldNr. DE 11491273
Stever-Me 213 118 03856

i al Markels Deulschland AG

- i § i u' =
57390, | jﬁ 30, Konto 218 0110 04
@=|g}§:(ﬁ§_{ﬁﬁ?u SWLEL: €

IDEFFXXX
CTyr, 1BANIDEAR 5021 0900 0218 0110 04
R
%:\,\Jc% Ay




Y , |
MINISTERUL SANATATH, MUNCHI _ :
S| PROTECTIEL SOCIALE. iy b
AL REPUBLICH MOLDOVA APROBAT DE MSMPS al RM/ Yrsepwaena M3TC3 PM

MWHWUCTEPCTBO 3[IPABOOXPAHEHWA, TPYAA 31.10.11 Nr. 828

W COUMANLHOM SALLWTLI PECNIYBNKA MONQOBA Cantrul de Incercari de labaralor acreditat da catre
Centrul Naljonal de Acreditare din Republica Moldova MOLDAC

- AGENTIA NATIONALA PEKTRU SANATATE PUBLICA ViCnarBTens Hiiih NaBOPTDRHA UEHTD BRKDBOHTOBIHIHII

HAUWOHANLHOE ATEHTCTBO OBLWLECTBEHHOIO P! Hausonanssim Apegntaumonneim Lienrpom PM MOLDAC .
SAOPOBLA Certificat nr, L1-044 din 17.02.2018 valabll pind la 16.02,2022

MD-2028, muh. Chisin#u, str. Gheorghe. Asachi, 67-a Acrad]
Tol. + 373 22 574501, fax + 373 22 729725 . i S ) S M
IDNO 1018601000021 OBAHHLIA B CHOTOMO Mm&rmm 3npasooxpanenun, Tpyna u
onnosa

E-mail; .md; f . b A
I: ansp@ansp.md; anticamera@ansp.md Certificat nr, 2293 din 24.10.2014, valabil pand la 24.10.2019

AVIZ SANITAR ;
PENTRU PRODUSELE ALIMENTARE $I NEALIMENTARE Nr. p-5035/ AOD

Canumapnoe 3aKa0veiue Ot RUEGHIX 1 HERUU{EabLX NPOOYKIMOG
dinom * A5 noiembrie a/z, 2020

Prin prezentul aviz sanitar se confirmi ¢l produceres, Importul, utiiizarea gl desfacerea produselor / echipamentelor
Hatmonuum COMNMBDHLIM JRUNOMOHIS NOOMBaIBSINCA, 4N NPOU0ACTIV0, 8900, UCHONLI0SANUE U peanuasuus npodyu / obopydoags

Articole parafarmaceutice anexa!

sunt conforme Reguiamenlu!ui {lor) sanitar (e) / coonwamcma}aan; canumapHoMy (bim) peanamenmy (am) (se va indica
denumirea completd a Regulamentulul {lor) sanitar (e) / yxasams ronnoe Haumerosarue caHumapHozo (bix) peznamenma (oa)
Indicatii Metodice nr.29 FT/1683 din 14.05.01, Directiva Europeand 93/42/EEC privind

dispozitivele medicale

Organizatia-produciitoare/importatoare, fara de orlgine / opzanuzayun npouaa.Jumnopmep, cmpana npoucxoxdanus
Federatia Rus3d, 000 »BOJIEAP”

Destinatarul avizulul sanitar / nonywamens caHUMapHO20 SaIMONEHUA
iM ,,BECOR” SRL, Moldova Chiginau, str. Calea Orheiului, 111/5

-Ca tomel pentru‘r'ecunnag&rea conformititil produselor Regulamentulul {lor) sanitar (e) mentionat (e) a servit /
Mmmdmmmmmoﬂ;mmmmw(m)mww(m}mfwmm . . . . g
Demers, contract nr.2015/046 din 10.12.2018, facturi, certificate de calitate, legitimatii de inregistrare,

aviz sanitar nr.P-3576/2019 din 22.11.2019, rapoarte a incercérilor de laborator nr.7670-7671 din 2 ;;lti 202

-{a-enumem documentole de Tnsolire, bulstinele de-analizii / nepeuucums conpoeodUMeTsHLIe GOK., NDOMOKOML! UEcNed:) f

.Conditlile necesare de utiiizare, depozitare, transportare, miisurile de securitate { Heolixodumsie yarosus
UCNGNL3CEAHLSA, XPAHEHUA, IMPEHCHIOPMUPOtKY, Mophl Besonacrocmiu: . . . . )
importul, plasarea pe piatd in conditiile respectdrii legislatiei in vigoare in Republica Moldova:

valabil pind 1a | Canumepros Jarmovenue Selicmeurnentho do: 30 noiembrie 2021

t

"tamfra o)
ANSP/HAO3

10-XVI-09 0004y 335~

ex:St.Constantinoviei
tel: 574 679




Anexa la Avizul sanitarnrp“c?uﬁfdin 8. H 2020

Asplrator nazal pt copli Alpina Plast cu apllcator moale dln s:licon -
Emplastru (cu piper) 13cmx18cm N1 e o
Lubrlfiant mtlm SICO aquagel (hldratan ' ub, SOmI"
Lubrlf‘ant mtim SICO erotrcgel (excntant) tub, 50ml
Lubrlt‘ ant mtlm_ VIZIT ‘aquagel (hldratant) tub Soa;l -
Para .A_‘ (70:15 cu wrf moale, in cutie o o ‘,
Para A-11 (230m|) cu wrf moale, in cutle T »
Para‘A -13 (317ml) cu virf moale, in cutle. T
' A-14 (490ml) cu virf moale, in cutie
oa!e, in cutlei
' Para A 3 (27mi) cu Virf moa le, in cuf -
Para B 1 -3 p/u aspu‘area secret nazaie Ia n-nascutl
Para B -3 (4 m!) cu virf rlgid, in cutle
Para B -5 (95ml) cu wrf rigid, in cutie ., .
Para B-7 (150ml) cu virf rlgld in cutie _
Para“B Fre o v!rf rigid, in s i ‘r ‘. e e e
Para B- 11(347m ) cu virf rigid, in cutle T

Par:

Para B-13 (483ml) cu virf l“lgld in cutse ) i o ;
| ParaB : 1
_' " p/u lragare gmecoiogtca (320 ml) ) o 5
| Para rezerva dln ‘cauciuc p/u tonometre mecanTce ND OI-AP - J
, Prezervatlve Slco N12 Pearl (perlate) * 3 ‘

Prezewative'Slco N12 Senzitive (conturate) N N

F rezervatwe Vwa N3 claswe . o
Prezervatlve Vlva N3 co[orate-aromate e
Prezervat:ve Vlva N3 perlat rehefate R
Prezervative i

Prezervatlve R
Prezervat:ve Vlva p/ u USG N:I.
Prezervatwe VIZIT N12 Hi-Tech sensrtlve'__
Prezervative VIZIT N12 Hl-'l'ech ultrafine
Prezervatwe VIZIT Ni2 Overture (clasrce)(NEW)

[ u determ sarcznu Frautest Comfort N1 (stllou, ultrasensibil)
Test p/ u determ sarcinn Frautest Double control N2

E . Test p/u determ sarcmii Frautest Expert (caseta cu plpeta)
Test p/u determ, sarcinil Frautest BxpressNs
Test p/u ovulatie Frautest N5
[ Testp/usarcna




Ventuze BP-01-AP (p/u masaj cervical) N2

Ventuze BP-01-AP N1 (p/u vacuum-terapie kinetica)

-Ventuze BP-01-AP N2 (p/u vacuum-terapie kinetica)

Ventuze p/u masaj cosmetic N4
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