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TUVRheinland

EC Certificate
Directive 93/42/EEC Annex V

Production Quality Assurance
Medical Devicés

Registration No.: DD 601139535 0001

Report No.: 26300232 017
|

- Manufacturer: ZARYS International Group
Spolka z ograniczona odpowjiedzialnoscia,
spolka komandytowa
ul. Pod Borem 18

41-808 Zabrze
Polska
' Products: (see attachments for products and sites included)
Replaces EC Certificate, Registration No.: DD 60117020 0001

| Expiry Date: 2024-05-27
|

The Notified Body hereby declares that the requirements of Annex V of the directive 93/42/EEC have
been met for the listed products. The above named manufacturer has established and applies a quality
assurance system, which is subject to periodic surveillance, defined by Annex V, section 4 of the
i aforementioned directive. For placing on the market of class JIb and class Il devices covered by this
i certificate an EC type-examination certificate according to Arjnex Il is required. '

Notified Body
Effective Date: 2015-06-09

Date: 2019-05-27

TOV Rheinland LGA Products GmbH|- TillystraBBe 2 - 90431 Niirnberg
TOV Rheinland LGA Products GmbH is a Notified ody according to Directive 93/42/EEC
concerning medical devices with the {dentification number 0197.

o —




Attachment to
Certificate
Registration No.:
Report No.:

Manufacturer:

Products included:

- Sterile endotracheal tubes

- Sterile tracheostomy tubes

- Sterile breathing circuits

- Sterile catheter mounts

- Non-sterile anaesthetic masks
- Sterile laryngeal masks

- Stierile oxygen masks

- Sterile Multi-Vent masks

- 8Stlerile non-rebreath masks

- Sterile nebulizer masks

- Stlerile nasal oxygen cannulas
- Sterile nebulizer sets

- Stierile oxygen tubing

- Sterile suction catheters

- Stlerile abdominal drains

- Sterile feeding

- Sterile stomach and duodenal tubes
- Sterile urology catheters

- Stgerile surgical suction sets

- Sterile surgical suction cannulas
- Sterile syringes for single use

Date: 2019-05-27

TUV Rheinland

LGA Products GmbH
TillystraBe 2, 90431 Niirnberg

DD 60139535 0001
26300232 017

ZARYS International Group

Spolka z ograniczona odpowiedzialnoscia,
spolka komandytowa
ul. Pod Borem 18
41-808 Zabrze

Polska

tubes
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TUV Rheinland Ao
LGA Products bH
TillystraBe 2, 90431 Niirnberg
Attachment to
Certificate
Registration No.: DD 60139535 0001
Report No.: 26300232 017
Manufacturer: ZARYS International Groy

P
Spolka z ograniczona odpowiedzialnoscia,

Products included:

Date: 2019-05-27

spolka komandytowa
ul. Pod Borem 18
41-808 Zabrze
Polska

Sterile and non-sterile cutting gauze
Non-sterile dressing gauze

Sterile and non-sterile gauze swabs
{with or without X-ray thread)
Sterile and non-sterile gauze lap sponges
{with X-ray thread/ with X-ray chip)
Sterile and non-sterile gauze balls
(with or without X-ray thread)

Sterile and non-sterile gauze rells
(with or without X-ray thread)

Sterile and non-sterile non-woven swabs
(ﬁi:h or without X-ray thread)

Sterile paraffin gauze dressings
Sterile three-way stopcocks

Sterile transfusion sets for single use
Stlerile infusion sets for single use
Stlerile extension tubes for infusion pump|

Notified Body

1/6,

Rafal Byczkowski

TUVRhein
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TUVRheinland

TUV Rheinlarid i a3
LGA Products GmbH
TillystraBe 2, 90431 Niirnberg

Attachment to

Certificate

Registration No.; DD 60139535 0001

Report No.: 26300232 017
Manufacturer: ZARYS International Groyp

Spolka z ograniczona odgowiedzialnoscia,
spolka komandytowa
ul. Pod Borem 18
41-808 Zabrze

Polska

Products included:

- Sterile insulin syringes

- Sterile tuberculin syringes
- Sterile hypodermic needles
- Sterile insulin pen needles
- Sterile blood lancets

- Sterile IV cannulas

- Sterile needle free valves
- Sterile surgical gloves

Nottified Body

Date: 2019-05-27

Rafal Byczkowski




TUVRheinland

Doc. 5/6, Rev. 0
[

TUV Rheinland
LGA Products bH

TillystraRe 2, 90431 Niirnberg |
Attachment to
Certificate
Registration No.: DD 60139535 0001
Report No.: 26300232 017
Manufacturer: ZARYS International Groyip |

Spolka z ograniczona od

spolka komandytowa
ul. Pod Borem 18
41-808 Zabrze
Polska

Products included:

For the following medical devices the scope

only|the aspects of manufacture concerned wj

securing and maintaining sterile conditions

- Vaginal speculums

- Cetvical brushes

- Urine bags

- Tongue depressors

- Guedel airways

- Intubation stylets

- Endotracheal tube holders
- Sugtion tubes

- Withdrawal cannulas

- Alginate dressings

- Cannula stoppers

- Umbilical cord clamps

Date: 2019-05-27

bowiedzialnoscia,

covers
th

ptified Body

Rafal Byczkowski




ZERTIFIKAT / Cerjtificate

DINENISO/EN ISO 13485 : 2016

Hiermit wird bescheinigt, dass die Firma / This certifies, that the comgany

Van Oostveen Medical B. V.

Herenweg 269
3648 CH Wilnis
The Netherlands

ein Qualitatsmanagementsystem nach der Norm DIN EN ISO 13485 : 2016 / EN ISO 13485 : 2016 - Medizinprodukte -
Qualitadtsmanagementsysteme - Anforderungen fiir regulatorische Zwegke - eingefiihrt hat und aufrechterhit.
Dieses Zertifikat stellt nicht den erforderlichen Nachweis zur Anbringurig der CE-Kennzeichnung dar.

has established and maintains a quality management system that meefs the requirements of DIN EN ISO 13455 : 2016 /
EN ISO 13485 : 2016 - Medical devices - Quality management system$ - Requirements for regulatory purposes.
This certificate is not an authorisation to affix the CE mark.

Geltungsbereich / Scope

Entwicklung, Herstellung und Vertrieb von Skalpellkljngen, Skalpellen, Bluttransfusionssets,
Blutlanzetten, elektronischen Blutdruckmessgeriten| Kondomen, Trachealtuben, Foley Ballon
Kathetern, chirurgischen Handschuhen, Infusionssets, Intravenésen Kathetern, Nadeln,
Paraffingaze, Intravenésem Infusionsbesteck Kopfhautvenen, Spritzen komplett mit Kaniile,
Tuberkulinspritzen, Insulinspritzen, digitalen Thermometern, 3-Wegehihnen, Aneroiden
Blutdruckmessgeriten, Thermometern, Untersuchungshandschuhen, Spritzen, Urinbeuteln,
Tropfer fiir Medikamente.

Design, Manufacturing and Distribution of Blades, Sqalpels, Blood Administration Sets, Blood
Lancets, Electronic Sphygmomanometers, Condoms, Tracheal Tubes, Foley Balloon Catheters,
Surgical Gloves, Infusion Sets, Intravenous Catheter§, Needles, Paraffin Gauze, S:alp Vein
Infusion Sets, Syringes complete with Needle, Tubergulin Syringes, Insulin Syringes, Digital
Thermometers, Three Way Stopcocks, Aneroid Sphygmomanometers, Thermometers,
Examination Gloves, Syringes, Urine Bags, Droppers for Medicine.

Reg.-Nr. / Reg.-No. 04 221 041335 Gltigkeit / Validity
Bericht Nr. | Report No. 3523 7664 von [/ from 2019-03-12

bis / untif 2022-03-11
7‘ .J. w‘ Edition 3

Zertifizierungsstelle fur Medizinprodukte
Certification body for medical devices Essen, 2019-03-12

TUV NORD CERT GmbH Langemarckstralle 20 45141 Essén www.tuev-nord-cert.de/ - nedicale .
Benannte Stelle Kenn-Nr. 0044 / Notified Body ID. No. 0044

P o
(( DAKKS
S Deutsche
N Akkreditierungsstelle
D-IM-12007-05-01




EG-Zertifikat /| EC-Certificate

gem. 93/42/EWG Anhang Il ohne (4) | @acc. 93/42/EEC Annex Il without (4)

Hiermit wird bescheinigt, dass die Firma / This ceriifies, that the Jompany

Van Oostveen Medical B. V.

Herenweg 269
3648 CH Wilnis
The Netherlands

fr die Produkte / die Kategorie: Liste der Produkle siehe Anlage fi
for the products / product category: List of products see annex 1

Skalpellklingen, Skalpellen, Bluttransfusionssets, Blutlanzetten, elektronische Blutdruckmessgerite, Kondome,
Trachealtuben, Foley Ballon Katheter, chirurgische Hand$chuhe, Infusionssets, Intraventse Katheter, Nadeln,
Paraffingaze, Intravendse Infusionsbestecke Kopfhautvemen, Spritzen komplett mit Kaniile, Tuberkulinspritzen,
Insulinspritzen, digitale Thermometer, 3-Wegehéhne, Aneroide Blutdruckmessgerite, Thermometer,
Untersuchungshandschuhe, Spritzen, Urinbeutel, Tropfed fiir Medikamente.

Blades, Scalpels, Blood Administration Sets, Blood Lancgts, Electronic Sphygmomanometers, Condoms,
Tracheal Tubes, Foley Balloon Catheters, Surgical Gloves, Infusion Sets, Intravenous Catheters, Needles,
Paraffin Gauze, Scalp Vein Infusion Sets, Syringes complete with Needle, Tuberculin Syringes, Insulin Syringes,
Digital Thermometers, Three Way Stopcocks, Aneroid Sphygmomanometers, Thermometers, Examination
Gloves, Syringes, Urine Bags, Droppers for Medicine.

ein Qualititssicherungssystem fUr die Auslegung, die Fertigung unfl die Endkontrolle der genannten Produkte nach Mallgabe
des Anhang |l (ohne Abschnitt 4) der Richtlinie 93/42/EWG anwendget. Zuséltzlich zur CE-Kennzeichnung muss die Kennummer
der Benannten Stelle angebracht werden. Die Gliltigkeit dieses Zeftifikats beruht auf der Aufrechterhaltung des Qualitits-
sicherungssystems in Ubereinstimmung mit den Anforderungen dey Richtlinie und seiner Uberwachung cuich die Benannte
Stelle gem. Anhang Il Abschnitt 5. Das Zertifikat ist unter keinen Ufnstanden Ubertragbar.

has estabiished a quality system for design, production and final tdsting acc. to the requirements of Annex Il (without section 4)
of the directive 93/42/EEC. Additional o the CE-marking the notifidation number of the Notified Body has to be affixed. The
validity of this certificate is based on the maintenance of the quality system in accordance with the requirements of the directive
and its surveillance by the Notified Body according Annex Il sectiof 5. The certificate may not be transferred under any
circumstances.

Reg.-Nr. / Reg.-No. 04 232 041335 Giiltigkeit / Validity

Bericht Nr. / Report No. 3523 7665 von / from 2019-03-12
bis / until 2024-03-11

Zertifizierungsstelle flir Medizinprodukte Essen, 2019-03-12
Certification body for medical devices

TOV NORD CERT GmbH Langemarckstralte 20 45141 Essen

Benannte Stelle Kenn-Nr. 0044 / Notified Body ID. No. 0044
** Yo * Benannt durchiDesignated ty

* Yr zmcai:uaca_:mmr 3
% EEQ x s §
* ¥r Madiznprodukten

Fe _ﬁ-ﬁ* ZL.G-BS-236.10.16




ANLAGE/ANN

Anlage 1, Blatt 1 von 5
Annex 1, page 1 of §

Reg.-Nr./ Reg. No. 04 232 041335

Produkte der Klasse Im
Products of class Im

Thermometer, Quecksilber frei
Thermometer, Mercury free

BlutdruckmeBgerat, aneroid
Sphygmomanometers, Aneroid

Anmerkung: Fiir Produkte der Klasse | mit Messfunktion besch
Herstellungsschritte in Zusammenhang mit der Kd
Anforderungen.

Note:
manufacture concerned with the conformity of th

Bericht Nr. / Report No. 3523 7664

Zertifizierungsstelle fir Medizinprodukte
Certification body for medical devices

TUV NORD CERT GmbH Langemarckstralie 20 4514

Benannte Stelle Kenn-Nr. 0044 |/ Notified Body ID. No. 0044

***fr g Benannt duchDetignated by

* Zentralstelle der Linder &
* * for Gesundheitsschutz ﬁ
bei Arzneimilteln und
* "ﬁ' Madizinprodukien

*

****

ZLG-BS-236.10.16

For products of class | with measuring functions t}ﬁ
e

1 Essen

UMDNS

14-028

16-156

rankt sich das Zertifizierungsverfahren auf die
Informitat der Produkte mit den messtechnischen

certification process is restricted to the aspects of
evices with metrological requirements.

Gilltigkeit / Validity
von/ from 2018-03-12
Edition 5

Essen, 2019-03-12

)

tuev-nord.de

s



ANLAGE/ANN

Anlage 1, Blatt 2von 5
Annex 1, page 2 of §

Reg.-Nr./ Reg. No. 04 232 041335

Produkte der Klasse Is
Products of class Is

Spritzen 2- und 3-teilig
Syringes 2- and 3-part

Harnauffangbeutel
Urinary Collection Bags

Harnauffangbeutel, Sdugling
Urinary Collection Bags, Infant

Untersuchungshandschuhe, steril
Examination gloves sterile

Tropfer, Medikamente
Dropper, Medicine

UMDNS

13-929

14-298

16-782

11-882

12-506

Anmerkung: Fur Produkte der Klasse | steril beschrankt sich di Zertifizierungsverfahren auf die Aspekte der Herstellungs-

schritte in Zusammenhang mit der Sterilisation un
Note! For products of class | sterile the certification proc
with securing and maintaining sterile conditions.

Bericht Nr. / Report No. 3523 7664

I &

Zertifizierungsstelle fiir Medizinprodukte
Certification body for medical devices

TOV NORD CERT GmbH Langemarckstrae 20 45141 Essen

Benannte Stelle Kenn-Nr. 0044 / Notified Body ID. No. 0044

*ﬁ' *** Benannt durch/Designated by

* * z::mumk der Linder &
i itssohul

* ERQ & Nnainond §
* * Medizinprodukten

*-k *1&* ZLG-BS-236.10.16

der Aufrechterhaltung der Sterilitat.
s is restricted fo the aspects of manufacture concerned

Gliltigkeit / Validity
van / from 2019-03-12
Edition 5

Essen, 2019-03-12




Anlage 1, Blatt 3von 5
Annex 1, page 3 of §

Reg.-Nr./ Reg. No. 04 232 041335

Produkte der Klasse lla
Products of class lla

Klinge, Messer
Blades, Knife

Messer, Skalpell
Knifes, Scalpel

Bluttransfusionsbesteck
Blood Administration Set

Lanzette, Blut
Lancets, Blood

BlutdruckmeRBgerat, elektronisch
Sphygmomanometers, Electronic

Endotracheal Tubus
Endotracheal tubes

Katheter, Harnwege, Foley
Catheters, Urinary, Foley

Handschuhe, chirurgisch
Gloves, Surgical

Bericht Nr. / Report No. 3523 7664

Vv

Zertifizierungsstelle fiir Medizinprodukte
Certification body for medical devices

TUV NORD CERT GmbH Langemarckstralle 20

Benannte Stelle Kenn-Nr. 0044 / Notified Body ID. No. 0044

*ﬁ- Trir J Bonannt durcn/Designated by

* * Zontraistelle der Lander !
* fiir Gesundheitsschulz
bel Arzneimilteln und
* *r Medizinproduktan

*# *** ZLG-BS-236.10.16

ANLAGE/ANN

4514

| Essen

Gillltigkeit / Validity
von [ from 2019-03-12
Edition 5

Essen, 2019-03-12

www.tuev-nord-cert.de

UMDNS

12-234

12-252

10-421

10-440

16-157

14-085

10-720

11-883

medical@tuev-nord.de




ANLAGE/ANN

Anlage 1, Blatt 4 von 5
Annex 1, page 4 of §

Reg.-Nr./ Reg. No. 04 232 041335

Produkte der Klasse lla
Products of class lla

Intravendses Infusionsbesteck, allgemejne Verwendung
Intravenous Administration Sets, General Purpose

Katheter, intravenous, peripher
Catheters, Intravenous, Peripheral

Intravendses Infusionsbesteck KOpfhauVene

Intravenous Administration Sets, Scalp
Nadeln, hypodermisch
Needles hypodermic
Verband, nichthaftend
Dressing, Nonadherent
Spritze, subkutan
Syringe, hypodermic
Spritze, Tuberkulin
Syringes, Tuberculin
Spritze, Insulin
Syringes, Insulin

Bericht Nr. / Report No. 3523 7664

H-J. d—

Zertifizierungsstelle fir Medizinprodukte
Certification body for medical devices

TUV NORD CERT GmbH LangemarckstraRe 20 451

Benannte Stelle Kenn-Nr. 0044 / Notified Body ID. No. 0044

**ﬁf{* Benannt durch/Designaled by
W *r anl:trnlnlalle der unm

L BRQ i §
* * ** Medizinproduktan

Tride A ZLG-BS-236.10.16

ein

Gultigkeit / Validity
von / from 2019-03-12
Edition 5

Essen, 2019-03-12

41 Essen www.tuev-nord-cert.de

UMDNS

12157

10-727

17-825

12-745

11-325

13-940

13-945

13-941

medical@tuev-nord.de




ANLAGE/ANN

Anlage 1, Blatt 5von 5
Annex 1, page 5 of 5

Reg.-Nr. / Reg. No. 04 232 041335

Produkte der Klasse lla
Products of class lla

Thermometer, elektronisch
Thermometers, Electronic

Dreiwegehahn
Three-way stopcock

Produkte der Klasse llb
Products of class 1ib

Kondome, méannlich
Condoms, Male

Bericht Nr. / Report No. 3523 7664

y & 1/3

Zertifizierungsstelle flir Medizinprodukte
Certification body for medical devices

TUV NORD CERT GmbH Langemarckstrale 20 4514

Benannte Stelle Kenn-Nr. 0044 / Notified Body ID. No. 0044

** *** Benannt durchiDesignatad by

Pl @ o
* * r L i
* e e**

W e

bel Arzneimitieln und
Madizinprodukian i

ZLG-BS-236.10.16

| Essen

UMDNS

14-032

13-803

UMDNS

18-080

Gliltigkeit / Validity
von / from 2019-03-12
Edition §

Essen, 2019-03-12
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OEAEPAABHAS CAYIKBA T1O HAASQIPY B COEPE 3APABOOXPAHERIL
(POC3APAB )
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- MaHomeTp - MMM-01-4 - «AnsioTopy,

- HATHETaTe b PY4HOI NaTeKcHblii ¢ GokoBbIN

K/1allaHOM, COBMEILIEHHBIH C MAHOMETPOM;

- MaHXeTa B3pocas ¢ JaTeKCHON NHeBMOKaMepoit;
- cretodorensockon CO-01 - «Ansrotopy ufin 6e3 Hero;

- CyMKa,
- Kopofka.

6. Uameputens aprepuansioro aasienis MAJ-01-2B - «Aanioropn., B cocrane:

- maHomeTp - MMM-01-4 - «AnsioTop»;

- HATHETATeNMb PYUHOM NaTeKCHbIA ¢ GOKOBLIN METAIHUSCKHS PErYITOPOM It OOPATHbIN

KJIaNaHOM, COBMELLIEHHBIA ¢ MAHOMETPOM,

- Matkera B3pocnasn ¢ [IBX nHesmokamepoi,

- crerodonenpockon CP-01 - «AnbioTopy,
- CyMKa;

- kopofbka.

7. VUamepurens apTepHanbioro nasnenns KA
COCTaBe.

- manoMetp - MMM-01-1 - «Axsiotop»,
- HArHeTaTe!lb PYYHOH naTeKcHbiil ¢ HOKOBLI
K/IaIaHoM;
M@aHXETa B3pocias ¢ TaTEKCHOM MHeBMOKaM
- creroonengockon CP-01 - «AauioTop»,
- CyMKa;

- xopoOka.

8. Usmeputens aprepuanshoro aanierns UAIL-01-2K - «Aanioropy «Koporkoesn™, B

cocrase:
- MaHoMmeTp - MMM-01-4 - «cAnbiotopy;

- HAPHETATe)b PYYHOH NAaTeKCHbIH ¢ GOKOBbIM METAITHYECKIM PErYIATOPOM It obparibi

KAanaHoM, COBMELIGHHLIA C MAHOMETPOM,

- MaHJeTa B3pocnas ¢ NATEKCHOH NHEesMOoKahepoit;

- crerodonernockon CP-01 - «AavioTopy.
- CyMKa;
- kopobka. -
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AEKJTAPAIIMS O COOTBETCTBUH
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Hamepurenn aprepuansioro Aasnenua cepun HAZL-01- « A
BapuanTi uenonnenns:

L Hamepurens APTEPHATLHOrO nasienns UA J1-01-1- «AIBOTOP», B cocTape:
— MaHomeTp ~MMM-01-1- «ABIOTOp»;
- HarHeTare. b pyuHoH NatexcHbIl c GoKkoskM MeTanmuecKiy PETYIATOPOM 1 06patHsIM knananom :
- MaHKETa BIpocaas ¢ narexcHon THEBMOKAMEpOii;

- cTeTodonenT0CK0n CP-0] -« AmbioTopy;

- CyMKa;

- Kopobka,

2. Uamepurens APTEPHANLHOTO AaBnenms MAJL-01.1A. «AvioToph, B cocrage:
- MaHomeTp- MMM-Ol-l-«Am.romp»

-HarKeTaTens pyyrok NIaTeKCHBIN ¢ GOKOBbIM MeTam) HYECKHM peryhiatopom y O6paTHIM Knananom: ] l § g
- MaHXeTa B3pocnas ¢ natexcroft NHEBMOKaMepoii; M 2) i i\
/. ot . L e .

P> B BapHanTax ucnonkenys:

- eTeTodoneHnockon CP-0] - «ALBIOTOP» WiTH Ge3 Hero; ’
- KopoGka, V5 &) ; gk

3. Hamepurens APTepHANLHOrO naBnenns UAL-01-13. «Am.mopuL 8 cOoCTaBe: [ UE T3 e L 4
- MatomeTp- MMM-01-1- «A muiotops; l W g™ L
" HArHETaTes pyYHON natekcHbIf ¢ GokoBbIM MeTATMYeCKI perypsTopom 1 o0patHbim msn%‘e}k}\ T Es Y
- Matxera papocnas ¢ natexcol NHEBMOKaMepolii; Ny S g
“cTeTodonenockon Cd-01- «ABIOTOP» 11K Ge3 Hero: N >
Pty .
4. Hameputenm APTEPHANBLHOrO JaBfeHs HAH-Dl-IZ[—«Amm'rop»,h cocrage:

- MaHomeTp- MMM-01-1- «AIBIOTOpY;
- HarHeTaTens pyuHoit NatekcHpil ¢ GokoBsIM METa/THYeCKiM peryqstopom ¢ 0BpatHLIM Knananow:
- KOMIUIEKT !-,nercxnx MaHxer 3 wr,
-CTeTOhOHeHI0CKON CP-01-«AmsioTops 1nu Ges Hero;
- CYMKa;

- kopobka,

5. Hamepurens APTEPHANLHOTO JaBmeHs HAZ-01 ~2A-«Aabmropw, b CocTage:
-Maumtch-MMM—Ol-4-«Am.10'ropv:
- HarHeTaTe. b PYUHOM NaTeKCHLI ¢ GokosbIM MeTatseckim pery:rﬁ-rnpom 4 06parusiv KIanaHoM, coBMeLeH LI ¢
MaHOMeTpoy; '

- MaHXeTa BIpocaan ¢ navexcyof MHEeBMOKaMepoii:
-cTeroponeHnockon CO-01-«Ambiorops nan Ges Hero;

%

- CyMKa; A
- KOpoGka. J,—": SR
6. Hameputests aprepuansioro Aasnenus HAJ1-01-2B- «AmbIOTOp», § CocTaBe: oy A

-MaHomeTp ~MMM-0] ~d-«ALsOTOpN;
“HATHETATe Al PYMHOR NaTekcHmif ¢ GokoBbim METQITHYECKUM perynsi
MAHOMETPOM| |\
"MaHxKeTa B3pocnas ¢ [IBX NHeBMOKamepoli;
-CreTohoHeHockon CO-DI-«Amsorop»
- CyMKa,;

- kopoGka.

7. Hamepuresn aPTRPHANLHOTO AaBNeH A HA 01 -1K-«AnstoTops «Kppotkoss», B cocrase:
- MaHOMeTp —~MMM-01-1 “ALBIOTOP»;
- HATHeTaTeNs PyuHON naTekcH) ¢ BOKOBRIM M CTWUTHYECKHM peryastopom u 00paTHbIM KlanaHom;
" MBHKETa BIPOCHan ¢ AatexcHofi NHEBMOKaMEPOli;
“CTeTodonenockon Cd-0] ““AXBIOTOP;

- CyMmKa;

- Kopobka,

8. Hsucpme:q 4PTEPHAIBHOTO faBneHus MAL-01-2K- «Aaviorops “Kbpotkosw», B cocrane:
- MaHomeTp -MMM-01-4 “«AIBIOTOp;

[l il
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EC Declaratipn of Conformity

EC Declaration of Conformity Class | deyices to Medical Devices Directive 93/42/EEC

Manufacturer: Ultragel Hu ngary 2000 Ltd,

Manufacturer's Address: HU 1023 Budapest, Bécsi iyt 4.

Devicel/s: Ultrasound gels,
Aquaultra Basic
Aqusultra Clear
Aquaultra Aloe
HYPERSCAN100
Aqua-VET
Aqua-LUB
Aqua-LUB20
Aqua-LUBS

EC Product Class: Class I in accordance with Annex IX, Rule 1,

Declaration of Conformity

Ultragel Hungary 2000 Ltg. declares that Ultrasound gels

listed above conform to the relevant provisions of the EC

Council Directive 93/42/EEC dated 14 June 1993 and Hc Council Directive 2007/47/EC dated 5 September 2007

and it is in accordance with EN SO 9001:2008, as
Regulations.

Ultragel Hungary 2000 Ltd. agrees to develop, implemint and maintain a formall

Quality Management System to ensure continued adequ

Ultragel Hungary 2000 Ltd. confirms that no medicinal p
the Device Schedule.

Ultragel Hungary 2000 Ltd. agrees In EC Council Dired

endanger the patient, the operator or other person in the

Ultragel Hungary 2000 Ltd. agrees to inform the appoint
change to the Quality Management System,

Signed by the Ultragel Hungary 2000 Ltq. designated repr

Name: —Komaromy Balazs Title: Managi

Date: 04.05.201 7

mplemented by the European Union's Medical Devices

y-récognised EN SO 9001:2008
Cy and efficacy,

roducts/drugs are incorporated in any devices covered by

ftive 93/42/EEC dated 14 June 1993 appendix meets the
essential requirements and provides capabilities intsndT by the manufacturer
e

. Under normal conditions will not
alth and safety.

ed Notified Body of any planned or unplanned substantial

Esentative:

ng director

S,

N
\SUitragel Hungary 2000 I{B
Sz.h.: 1023 L’.._Jc:m:u?r; }L?mf;_s } . 4
Adészédm jl 3Bai.,| 75 ,: -4 Ll
Banksz.: 10300002-105146 16-490720
: :

—

Ultragel Hun
B< 1023 Budapest Bécsi it 4.

B info@ultragel. hy

ry 2000 Kft.

® +36 1278 3050
= www.ultragel.hu




MINISTERUL SANATATII, MUNCHI DOSUEAIE MEONALA
$! PROTECTIEI SOCIALE FORMULAR /Soous Nr. 0328 T o
AL REPUBLICH MOLDOVA APROBAT DE MSMPS a1 RM / yraagscisns MITC3 54
MHnMCTEZ%mo SAPABOOXPAHEHWMSA, TPVA ;‘ 10.91 Nr. 828
¥ COLMANBHOW 3ALMTI PECITYENKK MONAoEA entrul de Incercan oe laborator acreditat de citre .
Cant Acrachare din DAC ol
AGENTIA NATIONALA PENTRU SANATATE PUBLICA b g ot e 5
HALIMOHANBHOE AFEHTCTBO OBUWECTBEHHOM 3AOPOBLA e A Uowtpom P MOLDAC
Cenfeat ne L1024 din 17.02 2018 valabil pénd ta 16 02 2
MD-2028, mun. Chisindu, str. Gheorghe Asachi 67.a Acreditat In Sisterul Ministsrui Sanatii, Munck
Tel + 373 22 574501, fax + 373 22 729725 % Protectie: Sociale al RM >
IDNG 1018601000021 A0 ot | CAs TS MimasCTODGTIG JAGAN0CATDIEwA. Tovle w »
E-mail- ansp@ansp.md: anticamera@ansp. md Cartiioat o, 2200 B 20, 103010 o pénd ta 24 10.20{9
AVIZ SANITAR L9406 |08
PENTRU PRODUSELE ALIMENTARE SINEALIMENTARE Nr, P o7 / >
Canumapnoe sakvownue O ngiessi u HENMYORHIX RPOOVKmon ,
duvom = J _S’ i august a/e 2020

Pﬁnmlwizuniurncomaprodumm,i
HIBCITIORUILIM CEMUMAHHIM MIKIIOMGHHUGM NOOMBOOKSerCs o npoL

Reactivi de diagnostic — Azopiram pentru 100 ml solutie gata. indicatori pentru controlul sterilitatii,
pachete pentru sterilizare anexal ;
sunt conforme Regulamentului (lor) sanitar (e) / CODMBEMLINAYION CRRANapHOMY (bim) paznamenmy (am) (Se va indi "

denumirea completa a Regulamentului (lor) sanitar (6) / yxasanks nuimoe HauMerosmmE CANUMGPHORD (biX) PONAMENM (ba) :

Indicatii Metodice nr.29 FT/1683 din 14.05.01, Directiva Europeana 93/42/EEC privind !
dispozitivele medicale

Organizatia-producatoare/importatoare, tara de origine | queanusauus npouse AUmNopMEn, CIIpaMHa MPOUCXOXOBHUR
Federatia Rusa, ZAO "MEDTEST”

Destinatarul avizului sanitar / namywamens CEHNUMAPHOSD JaKICMOHUS :
M-INTER-FARMA™ SA. Moldova. Chigindu, 4tr. Grenoble, 23 A

ammmmmimm nguiamtulmuor);mmmtﬂam
OcHpaarsm G IPUEHaHUR NDONYKUG YKBIGHHOMY (1) CHMUTGEHOMY (bit] DESramanmy (am) MOCHymUno
Demers, contract nr.01/KIII din 19.02.2020, facthri. pasapoarte de conformitate

1@ enimen documenteis e INSOPN. Duletingle o ANEIEE |/ N AT ILIMI. DO EBCEATES i GO | TSI LCL |
Caracteristica sanitara a produselor / casumaomas xApaK SRS NDOCYKULL.
Parametrii (factorii) / noxasameany (dasemops) Sanitar / canumapHbil HOPMamue

Reactivii de diagnostic sunt conformi Indicatiflor Metodice nr.29 F1/1683 din 14.05.01,
Directivei Europene 93/42/EEC privind dispotitivele medicale

Domeniu de utilizare /| Ofnacru npumeresus. scopuri medicinale
Co mmmm.m.mmmmmfmmu
e Besonacy

tmportul, plasarea pe piaja in condifiile respedtarii legislatiei in vigoare in Republica Moldova b
30 august 2021 ¢

AVIZUL SANITAR este valabil pina la | Carumapeoe Saxndonce dodcmeurne o 50

ole _)__AGE.NTIE! NATIONALE PENTRU SANATATE PUBLIC
~ A Nicolae FURTUNA

S & B v *
'V'H £ .‘-‘_' Pt DM 1 |
v/ L5 - T‘.

YNy, =g
L W J -

evsicigminady.  10-XVI-09 Ji 0 347¢




Anexi la Avizul sanitar nr. ['-( /[ Ja0do din L5 0 & 2020

: Producétorul(npoussodumens) ZAQ ‘Mediest”
__Tara de origine (cmpana npoucxoxdenus) Federatla Rusa

N Denumirea Firma producdtoare, Tara
| 1 AZOPIRAM p/u 100 ml solutie gata ZAQ “"Medtest”, Federatia Rusa
: 2. Indicator pentru controlul sterilitdtii 121/15 N1000 ZAO “Medtest”, Federatia Rusa
|
i 3. Indicator pentru controlul sterilitatii 121/20 N1000 ZAO "Medtest”, Federatia Rusa
|l 4 Indicator pentru controlul sterilitatii 134/18 N1000 ZAQ “Medtest”, Federatia Rusa
|5 | Indicator pentru controlul sterilitatii 134/20 N1000 ZAQ “Medtest”, Federatia Rusa

6. Indicator pentru controlul sterilitétii 134}‘3 N1000 ZAQ "Medtest”, Federatia Rusa

5 | Indicator pentru controlul sterilitatii 134/5 N1000 ZAO “Medtest”, Federatia Rusa

g Indicator pentru controlul sterilitatii 134/7 N1000 ZAQ "Medtest”, Federatia Rusa

Indicator pentru controlul sterilitdtii prin aburi KPS — 12 0/45 N1000
ZAO “Medtest”, Federatia Rusa
9. | (EXTERN) ik

Indicat trol ilitatii prin aburi IKPS - 13}, N1
Ly {: x|TcERt;r};:nerrtm controlul sterilitatii prin aburi 3p/20 N1000 ZAO “Medtest”, Federatia Rusa

Indi trolul litatii prin aburi IKPS VN 4 120/4
!11 ’::;;aot[c:;::;:;a controlul sterilitatii prin aburi IKPS V 0/45 ZA0 “Medtest”, Federatia Rusa

I Indicator pentru controlul sterilitagii prin aburi IKPS VN /p1 - 132/20

| ZA0 "Medtest”, Federatia Rusa
i512. N1000 (INTERN) B
| =
! | Indicator pentru controlul sterilitatii prin aer IKPS - 180/b0 N1000 ZAO “Medtest”, Federatia Rusa
3. | (EXTERN)
| o

il pri KP -
| Indicator pentrut controlul sterilitatii prin aer IKPS VN/01 - 180/60 N1000 ZAO “Medtest”, Federatia Rusa
14. | (INTERN)
15 | Pachet pentru sterilizare 90x250 N100 ZAD “Medtest”, Federatia Rusa
16 Pachet pentru sterilizare 100x200 N100 ZAO "Medtest”, Federatia Rusa
17 Pachet pentru sterilizare 150x250 N100 ZAQ "Medtest”, Federatia Rusa
i:L 8 | Pachet pentru sterilizare 200x330 N100 ZAQ “"Medtest”, Federatia Rusa

—— Nicolae F




MINISTERUL SANATATII, MUNCII DOCUMENTATIE MEDICALA / Mesiumcnas aoeymentors

$! PROTECTIEI SOCIALE FORMULAR / Sopua  Nr. 303-2/n :
AL REPUBLICH MOLDOVA APROBAT DE MSMPS al RM / Yraepaames MITC3 PM ¥
MUHWUCTEPCTBO 3[PABOOXPAHEMMA, TPYJA g‘-“' ‘:‘*-{ " UL
¥ COLMANBHOM 3ALLMTbI PECTTYBNMKM MONNOBA -6nirul de Incercln de laborator acreditat @
Cenirul Najonal de Acreditare din Republica Mokiova MOLDAGC
'AGENTIA NATIONALA PENTRU SANATATE PUBLIC[A Tt SO D SOATOR
AL A.rEHT GRNETTRE S0 o) Centificat ne. L1-044 din 17.02 2018 valabil paind la 16,02 2022 e
MD-2028, mun. Chigindu, str. Gheorghe. Asachi, 67-a Acreditat in Sistemul Ministerului Sanatati, Mundi :
Tel. « 373 22 574501, fax + 373 22 729725 51 Proteciier Sociale al RM 7
IDNO 1018801000021 4 T MiniecTepcTaa Japasooxpussvets. Tpyas « e
p : R W Pecryliies Mongoss o
E-mail. ansp@ansp.md. anticamera@ansp md Cortim i Z293 din 24,10 2014, catebh paodie 2¢.40.201 ;
AVIZ BANITAR p 6560/325’“’%7 A
PENTRU PRODUSELE ALIMENTARE S| NEALIMENTARE Nr. t =
Canumaprioe 3aK DOWHIE DR [MUYEBHX U HEMUYERHLX RPOOYKMOR »
:
dinom * 45 » julie ale. 2020

%mmmww”mamm.-nw.umgmmudm 7
Hecmamuum canumapHem 3axmosenuest NOAMessedasmcs. Jmo NpLUIendemes asos LENOMBINAAHUE 1) PEANUIBLLRA NPOdywuLL /

Articole parafarmaceutice — cearsaf in rulpu in asortiment. cearsaf steril. set nastere steril,
sort laminat nesteril

sunt conforme Regulamentului (lor) sanitar (e) / ICIMEYIOM CAHMUMAPHOMY (Biv) peanamenmy (am) (e va indica ¥
MWaMMﬂ{U}W(emmmmW(wammj T
Indicatii Metodice nr.29 FT/1683 din 14.05|01. Directiva Europeana 93/42/EEC privind i
dispozitivele medicale
Organizatia-producatoare/importatoare, tara de origing / opeawusauus npouse UMNODIMep, CMPaMa MPOUCXOMOeHLR & i
Federatia Rusa, 000 "TOPI'OBbIN JIOM [EKCA™ 3
Destinatarul avizului sanitar / nanyvamens cawm SERIWONOHUR : ‘
»M-INTER-FARMA™ SA, Moldova, Chisinag,, str. Grenoble, 23 -
Ca temei pentru recunoasterea conformitatii produselor] Regulamentului (lor) sanitar (e) mentionat (e) a servit / *
WWWWMIMJWW{WJWWW#W i

| Demers, contract nr.05/01M/03-19M din 05.08.2019. facturi. certificate de conformitate. calitate,

legitimatii de inregistrare, raport a incercarilof de laborator nr.3811 din 06.07.2020
(a prumera documentele de Insopre, buletingle de analtzi ¢+ NepeuC LMY CONPOMCRIME b8 00K . POMOKOIB HCCed. )

Caracteristica sanitard a produselor | canumapras xapafmepucrmora npodyxuuL;

Parametril (factorii) / nosxasamenu (axmope) Normativul sanitar / casumapmeid Hopsmamue 4
¥
conform raportului incercérilor de laborator nr.3811 din 06.07.2020 5
Domeniu de utilizare /| O@nacme NpUMEHEHUS. scopuri medicinale

Conditiile necesare de utilizare, depozitare,

importul, plasarea pe piata in condiiile r

, masurile de securitate / Heotxodumsie yenosus ﬁq_

loldova &

ANSP/HAQ3

ex:§t.Constantinovici
' tel: 574679

WM = LIt e &
P » - A W i

8P 10-XVI-09




A

conditiile respectarii legislatiei in vigoare in R. Moldo

| MINISTERUL SANATATII, MUNCH
$! PROTECTIEI SOCIALE
AL REPUBLICIl MOLDOVA
MUHUCTEPCTBO 30PABOOXPAHEHUA, TRYLA
1 COUMANBHOM SALMTE PECNYBNUKA MONLOBA
GENTIA NATIONALA PENTRU SANATATE PUBLICA
\UWOHATNIBHOE ATEHTCTBO OBIWECTBEHHOMO 300POBLA

MD-2028, mun. Chisinau, str, Gheorghe. Asachi, 67-a
Tel. + 373 22 574501, fax + 373 22 729725
IDNO 1018601000021
E-mail: ansp@ansp.md; anlicamera@ansp.md

AVIZ S4
PENTRU PRODUSELE ALIMENTARE $I

Canumapnoe saxmovenue o nu

din‘om * jj{ Ay ur
prezentul aviz sanitar se confirma ca producerea, imp|

JORUJUM CAHUMBPHBM IBRIMIO4BHLIEM NOOMeepwdaamcs, ymo
cole paratarmaceutice in asortiment conf

I»

Prin
Haem

Ar rm 4

sun
den [

conforme Regulamentului {lor) sanitar (e) / coomeems
irea completa a Regulamentului (lor) sanitar (e) / yxasam

Indicatii Metodice nr.29 FT/1683 din 14.05.01, Diy

dispozitivele medicale

Organizatia-producatoarelimportatoare, tara de origine / o
DISPOTECH ZAO Yaroslavli Rezinotehnica. Ster
Instruments Co, Nutrex Textil Nakis San. Tic, Ltd.
Desl#nataml

”M-|EINTE R-FARMA” SA, Republica Moldova,

Ca tepl;'nei pentru recunoagterea conformitatii produselor
OcHogaruUeM ONs NPUSHAHUA MPodyKuut YKEIAHHOMY (biM) cCamuma,
Denilcrs. contract nr. 50/297 din 19.03.2019. facturi

sanitar nr. 3347 din 30.11.2017

\NITAR

priul, utilizarea si desfacerea produselor / echi ntelor
POUGRACTNGO, 883, UCNQNBINBAHUE I PORIUIALUS npmmuu/maanw

avizului sanitar / namvamens canumaprozo salmoveHuR

DOCUMENTATIE MEDICALA / Megumckan aosywentaums
FORMULAR / ®opwa  Nr. 303-2/e

APROBAT DE MSMPS al RM / Yreepassa MITC3 PM
31.10.11 Nr. 828

Centrul da Incercari de laborator acreditat de citre
Centrul National de Acreditare din Republica Maldova MOL
Henumarerskiil nafopatopHuin UBHTD GKKDEOUTOBAMHIA
Hatonasmkium Akxg T Uswtpom PM MOLDAC
Certificat nr. LI-044 din 17.02 2018 valabil pAna la 16 022022
Acreditat in Sistemul Ministerului Sanatayil, Muncii
? Protectiel Sociale al RM

e 8 CwcTEmE M poTea Sapasoospananes, Tys
Couransmod Jowite Pocriyiimg

Monposa
Certificat nr. 2293 din 24.10.2014, valabil pana la 24.10.20

ALIMENTARE Ne. - /0// /AO/ 9

(EEBIX W HERWEGHIX NPOOVKMOR

ase. 201 g

LDAC

A W

8

ie

exel

FI8YI0m caHumapHomMy (biM) peznamermy (am) (se va indi
p [TONHOS HAUMEHOGaKUS CAHUMEPHOZ0 (bix) peanamexmna ((

cctiva Europeana 93/42/EEC privind

)

PEaHU3aLILA MPOUSE.UMNoPMEP, CMPaHa NPOLICXOKABHLUS
lance Medical, Huaian Tianda Medical
ltalia F. Rusa, Malaysia, Turcia

mun. Chisindu, str. Grenoble, nr. 23

ulamentului (lor) sanitar (e) mentionat (e) a servit /
(b1m) peanamenmy (8Mm) nocryswuno

certificate de origine, calitate, conformitate, aviz

(a mu+rera documentele de Insolire, bulstingle de analizi / Nepesiucims o

Caﬁ#eristica sanitara a produselor / canumapran xapakmefucmka npodyxuL;

| Parametrii (factorii) / noxazamernu (ghaxmopei) N

rticolele parafarmaceutice sunt conforme Directiv

|
|
Domeniu de utilizare / O6racme npumerenus:

Conq'lgille necesare de utilizare, depozitare, transportare,
ucnone3oearus, XPEHEHURA, IMPaHCNIOPMUPOSKL, MEpL! 663

AVIZUL SANITAR este valabil pini la / Canumaproe 3axmofes
IRECTORUL AGENTIEI NATIONALE PENTRU SANJ

S AN 1 43

S a4 o “Nicolae FURTUNA

L ipkmede prenumeled ©.1.0 )

Ahink ST4:304 *

10-XVI-09

Scopurf

M IaHbE GOK., APOMONoNL! Lcened.)

mmativul sanitar / canumaprsii nopmamue
i Europene 93/42/EEC

medicinale

masurile de securitate / Heoxodumsie yenoausn




19
Anexa la Avizul sapitar nr.4_l1_4

Producatorul(npouzeodumens) DISPOTECH, ZAO Y:
Medical Instruments Co, Nurtex Texstil Nakis San. Tic, L
Tara de origine (cmpara npoucxoxdenus) ltalia, Fe

41

or

e PE

derat:’a Rusa, Malaysia, Italia, Turkey

2019

roslavli Rezinotehnica, Sterilance Medical, Huaian Tianda

[ Firma producitoare, T

Denumirea produse ara
- (HaumeHoBaHue npoaEkra) | .
L Aspirator de saliva_I5em N100_/DISPOTECH R AU Dispotech, ltalia |
__2. | Container pentru pastrarea ber\rclelclur {lin plexiglas __Dispotech, Italia |
3. | Husa p-u fotoliu stomatologic 33em x ] :u._,_rp_ﬁl_[_ N Dispotech. ltalia
4. | Husa ster:la_pentm tub camera vedeo 1{ix 250cm N”nek”c"’;};ﬁiﬂiim v inail|
3. | Husa pentru fotoliu stomatologic din 2 domponente Dispotech, Italia
| TIF ' Nurteks Tekstil Nakis San
6. | LAMA sterila chirurgicala p-u bisturiu Tic.SteriLance Medical (Suzhpu);
China
7. | LAMA stenla chlrurglcala p-u bisturiu Sterilance Medical, China
8. | LAMA sterila chirurgicala p-u bisturiu I[:;?;E:‘I:::{EZME(:]?J
9. | Lant pentru fixarea bavetelor stomatologice Dispotech. Italia
. . MINI-RULOU din vataNr.] 300 | N ___Dispotech, Italia | |
__l l | MINI-RUL O[...J...._Q.!“_‘. ataNr2300g | Dispotech, Italia
ZAO Yaroslavli-Rezinotehnica,
i 12, MI’SAVIA MEDICALA | Federatia Rusé
3. Rul( ou d g rc.lu.tc p-u steriliz. instrum. 1p0mm X 200m. [ __Dispotech, Italia
14 Rulou de pachete p-u steriliz. instrum. | pOmm X 200mm Dispotech. Italia |
|5 _Rulou de pachete p-u steriliz. instrum. 200mm X 200m ] Dispotech, ltalia | |
_______________ __Rulou de pachete p-u steriliz. instrum. ;EOmm X200m. | Dispotech, ltalia
_i? . Rulou de pachete p-u sterllu malrum SPmm X "(}Um ________ Dispotech, Italia
mm X 200m. | Dispotech, Italia
19 Huaian Angel Medii:al
| | Instruments Co.. Ching
L _25}; ?srrzuy;ii:ﬁ_(l(l_ ) _Dispotech, halia |
21 mf rulou cu legare Dispotech, htalia | |
Directorul interimar ai (geMQenwﬂ
Sanitate Publica | °° } /N Ze#e Nicolae FURTUNA
i : \
N
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