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MINISTERUL SANATATH, MUNCHI
$I| PROTECTIEI SOCIALE
AL REPUBLICH MOLDOVA
MUHWCTEPCTBO 3PABOOXPAHEHWA, TPYOA
V1 COLIMANBHOM 3ALMATHI PECTIYENUKIA MONAOBA

AGENTIA NATIONALA PENTRU SANATATE PUBLICA
HAUMOHANBHOE ArEHTCTBO OBLWECTBEHHOIG 340POBLA
MD-2028, mun. Chisindu, str. Gheorghe. Asachi, 67-a
Tel. + 373 22 574501, fax + 373 22 729725
IDNO 1018601000021
E-mail: ansp@ansp.md; anticamera@ansp.md

AVIZ SANITAR
PENTRU PRODUSELE ALIMENTARE $I NEALIMENTARE Nr.

DOCUMENTATIE MEDICALA / m CKas 0Ky
FORMULAR / oopma  Nr. 303-2/e

APROBAT DE MSMPS al RM / Vraepxaena M3TC3 PM
31.10.11 Nr. 828

Centrul de Incercari de laborator acreditat de citre

Centrul National de Acreditare din Republica Moldova MOLDAC
VicniniTaTentibii NatopaTopHLi LSHTD BKKf TOBBHHBIN

Haue HbiM Axkpeaurauuontbiv Lenrpom PM MOLDAC

Certificat nr. LI-044 din 17.02.2018 valabil pana la 16.02.2022
Acreditat in Sistemul Ministerului Sanatatii, Muncii

$i Protectiei Sociale al RM

AxxpenuToBaHHbii B cucteme Musncrepcrsa 3apasocoxparenns, Tpyaa v
Couuansxon 3awmre Pecryinuim Mongosa

Certificat nr. 2293 din 24.10.2014, valabil pana la 24.10.2019
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a./2. 20.20

Prin prezentul aviz sanitar se confirmé ci producerea, importul, utilizarea si desfacerea produselor / echipamentelor
Hacmoswum CaHumMapHsiM 3aKITIOHEHUEM NIOOMEEpHAaeMes, Ymo rpou3eo0ceo, 8803, UCTIONEI08aHLEe U peanusayus npodykyuu / obopydosarist

Produse biocid, dezinfectant pentru miini — DESDERMAN

anexa!

sunt conforme Regulamentului (lor) sanitar (e} / coomeemcmeyiom carumapromy (sm) peanamenmy (am) (se va indica
denumirea completd a Regulamentului (lor) sanitar () / ykasams nonrHoe HaumeroeaHue CaHUMapHo20 (bix) pearameHma (o)

HG nr.564/2009 din 10.09.2009 Regulamentul sanitar privind stabilirea conditiilor

de plasare pe piatd a produselor biocide

Organizatia-producatoare/importatoare, {ara de origine / opzanusayus Npou3e./Umnopmep, CMpana NPOUCXONOEHUS

Germania, SCHULKE & MAYR GmbH

Destinatarul avizului sanitar / nonyvamens canumaprozo saxmovenus

“ENDO-CHIRURGIE” SRL, Moldova, Chisindu, str. Drumul Viilor 30/2, ap.54

Ca temei pentru recunoasterea conformitatii produselor Regulamentului (lor) sanitar (e) mentionat (e} a servit /
OcHosaHuem Onsi NPUSHEHURA NPOOYKUYUU YKa3EHHOMY (kiM) CaHUMEPHOMY (biM) Pe2namMeHmy (am) NOCHYXuno

Demers, contract, facturi, certificare de calitate

(a enumera documentele de Insofire, buletinele de analiza / nepevyucnume COMNPOSOOUMENbHbIe GOK., NTPOMOKOIL! UCcned.)

Caracteristica sanitara a produselor / carumapran xapaxmepucmuxa NPOOyKUUL:

Parametrii (factoril) / noxasamenu (gpaxmopei)

Normativul sanitar / canumaphsiil Hopmamue

Indicii de inofensivitate conform HG nr.564/2009 din 10.09.2009 Regulamentul sanitar
privind stabilirea conditiilor de plasare pe piati a produselor biocide

Domeniu de utilizare / O6niacme npumererus:

intretinere, dezinfectant pentru miini

Conditiile necesare de utilizare, depozitare, transportare, masurile de securitate / Heobxodumbie ycriosus
UCTIONb308EHUS, XPaHeHUsR, MpaHCrIopmMUpOaKU, Mepbi besonacHocmu:

ex:St.Constantinovici’ Y
tel: 574 679

1, plasarea pe piatd in conditiile respectirii legislatiei in vigoare in Republica Moldoyva
alabil pind la / Canumaproe 3akmouenue Seticmeumensio do:

0s, 3
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Anexa la avizul sanitar nr, 7 Yi3§o din 26,04 , 2020

cod Denumirea volum
126908 |Desderman pure gel, Flacon- 100 ml, Schulke&Mayr GES.M.B.H. 100 ml
126903 [Desderman pure gel, Flacon- 1 L, Schulke&Mayr GES.M.B.H. 1L
126911 |Desderman pure gel, TLD, Flacon- 1 L, Schulke&Mayr GES.M.B.H. 1L
116807 [Desderman pure -int-, Flacon- 500 ml, Schulke&Mayr GES.M.B.H. 500 ml
116808 |Desderman pure -int-, Flacon- 1 L, Schulke&Mayr GES.M.B.H. 1L
116812 |[Desderman pure -tld-, Flacon- 1 |, Schulke&Mayr GES.M.B.H. 1L

Director/s

Nicolae FURTUNA
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AVI1Z SANITAR
PENTRU PRODUSELE ALIMENTARE SI NEALIMENTARE Nr. | —8327/ 020
Canumaproe 3akmoueriie OR RIYEBHLT | HENUWEBHIX NPOJyKInos

dinfom © J ? » 'decen}_b;ie aJf2 2020

Prin prezentul aviz sanitar se confirmi ci producerea, Importul, utilizarea gl desfacerea produselor / echipamentelor
HacmosLLUM CEHUMBDHLIM JBKNICHEHLGAM NOMESNDAONCA, MO HPOUIBCOGTN0, 8603, LCNOMLIOEAHLE U peanusaliun npodyxuuy / obopydosarisn

Produse cosmetice anexal

. sunt conforme Regutamentuf:ii“(lor) sanitar (e) / W caHumapomy {biM) peznamenmy {am) (se va indica

denumirea completd a Regulamentului (or} sanitar (€) / yxasame Narmoe HAUMEHOBEHUE CAHLIMAPHOZO (biX] peenamenma (o)
Regulamentului sanitar privind produsele cosmetme aprobat prin HG nr. 1207 din 02.11.2016

Orga;nlzatla-producitoamﬁmportatoam, fara de origine / opeanusauus Npouseumnopmep, cmpana NPOUCXOKOeHUR
Germania, SCHULKE & MAYR GmbH

Destinatarul avizulul sanitar / nonyvamant canumapHo20 3aKHHOHUR
,ENDO-CHIRURGIE” SRL, Moldova, Chigindu, str. Drumul Viilor, 30/2, ap.54

Ca temel penwi;écunoagterea conformititil produselor Regulamentului (for) sanitar {e) mentionat {e) a servit/
OCHOSEHUIOM dmnpcmumnpmuuummw(m) cawumap:mly(w) paanmunur(aujmwn

AY

(umm\mmum.m@um%/wmwm.mmm

Caracteristica sanitard a produselor / canumapran Xapaxmepucmusa Npodyru;
Parametrii (fa_ctoril) { noxasamenu (ghaxmopsi) \l’g_gnnaﬁvul sanitar | canumapksii Hopmamue

Produsele contin substante admise in produsele cosmetice conform Directivelor Europene.

Domeniu de utilizare / O6nacme NpuMeHeHUs! igiena, intretinere

Conditlile necesare de utilizare, depozitare, transportare, misurile de securitate / Heolxodumble yonosun
UG IONEI0BEHUR, XPAHOHUSA, IMPEHCTIOPITHIDOBKL, MEDb! SOIONacHOCII! ' :
importul, plasarea pe piafd in conditiile respectarii legislatiei in vigoare in Republica Moldova'

AVIZUL SANITAR este valabil pind la / Camunapeoe Samoverue delcmeumensHo 80: 30 decembrle 2021
SENTIEI NATIONALE PENTRU SANATATE PUBLICA

"

R

( 1 ragruco}

-7 AMBP/HAO3
Q0056 £




Anexa la avizul sanitar nr. P‘&?ﬂ/ﬂﬂﬂw din /¢ /7 2020

chulke pentru Avizare sant N

Denumirea volum
Octenisan Wash Lotion, dezinfectant si lotiune de spalare 1L
Octenisan Wash Lotion, dezinfectant si lotiune de spalare 500 ml
Octenisan Wash Lotion, dezinfectant si lotiune de spalare 150 ml’
Octenidol- Apa de gurd 250 mi
Sensiva, crema regeneratoare pentru corp, (Sensiva Regeneration Cream) 50 ml
Aspirmatic Cleaner - solutie de curatare a sistemelor de aspiratie 2L
Aspirmatic - curitarea si ingrijirea zilnica a sistemului de aspirare stomatolegic gi a I
scuipdtoarei.
Esemtan Wash Lotion - lotiune de spalare pentru mdini si corp 1L
Esemtan Wash Lotion hyclick 1L, lotiune de spalare pentru méini si corp 1L
Esemtan Fl skin lotion 500ml, lofiune pentru corp cu jojoba 500 il s
Sensiva Wash fotion hyclick sdpun pentru intreg corp fard miros 1L '
Sensiva Wash lotions - sdpun pentru intreg corp f&rd miros iL
Sensiva Protective Emulsion-Lotiune de protectie si regenerare a pielii pe baza de ulei 150ml
Sensiva Protective Emulsion-Lotiune de protectie si regenerare a pielil pe baza de ulei 500ml
Gigazyme - solutie enzimaticd pentru spalare 21
Gigazyme x-tra - solutie enzimaticd pentru spalare 21
Thermosept RKN - zym -Solutie enzimatica pentru spalare 5kg
Thermosept alka clean forte 5 kg
Thermosept alka clean 5 kg
Thermosept RKF forte 5 kg
Thermosept RKF 5 kg
Thermosept NKZ 5 kg
Thermosept ER 5L
Esemtan® active gel Deodorant gel pentru intreg corp 150mi
Esemtan® active gel Deodorant gel pentru intreg corp 500ml
Esemtan® cleansing foam - Solufie de curatare a pielii pe Intreg corpul 500mi
S&M Wash Lotion - Lotiune de corp féra sapun 500mlif1iL

Vasile GUSTIUC



EC-CERTIFICATE

(Full quality assurance system)

This is to certify that the company

schilke -+

Schilke & Mayr GmbH

Robert-Koch-StralRe 2
22851 Norderstedt
Germany

has implemented and maintains a full quality assurance system which applies to the products
at every stage from design to final controls.

Through an audit, documented in a report, performed by DQS Medizinprodukte GmbH,
it was verified that the management system fulfills the requirements of

Annex Il —excluding Section 4 of Council Directive 93/42/EEC
concerning medical devices

with respect to the following medical devices:

Disinfectant for medical devices and wound care products as listed in annex.

The manufacturer is subject to surveillance according to Annex Il, Section 5. The CE marking
with the Notified Body ldentification Number (0297) may be affixed on the devices listed in the
certificate. An EC Design Examination Certificate according to Annex Il, Section 4 is required
for class Ill devices covered by this certificate. The certificate is in the case of class I(s) devices
(I(s) = class | products placed on the market in sterile conditions) limited to the aspects of
manufacture concerned with securing and maintaining sterile conditions. The certificate is in
the case of class I(m) devices (I(m) = class | devices with a measuring function) limited to the
aspects of manufacture concerned with the conformity of the products with the metrological
requirements.

Certificate registration no. 004567 MR2

Certificate unique 1D 170730505
Effective date 2018-12-19
Expiry date 2023-12-18
Frankfurt am Main 2018-12-19

DQS Medizinprodukte GmbH

P

Sigrid Uhlemann Dr. Thomas Feldmann
Managing Director Head of Certification Body

August-Schanz-Straf3e 21, 60433 Frankfurt am Main,
Tel. +49 (0) 69 95427-300, medical.devices@dgs-med.de

DQS Medizinprodukte GmbH is a Notified Body according to Council Directive 93/42/EEC
concerning medical devices with the Identification Number 0297. 1/2

411.20 Version 1.0
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Annex to certificate

Certificate registration No.: 004567 MR2
Certificate unique ID: 170730505
Effective date: 2018-12-19

Schulke & Mayr GmbH

Robert-Koch-Stral3e 2
22851 Norderstedt

Germany

Device Class
Surface disinfectant for medical devices lla
Disinfectant for automated reprocessing of bedpans lla
Disinfectant for automated and manual reprocessing Ib

of medical instruments

Wound care products Ib

This annex is only valid in connection with the above-mentioned certificate.

212



CERTIFICATE [Ii&

This is to certify that

schilke -+

Schilke & Mayr GmbH

Robert-Koch-Stralie 2

22851 Norderstedt

Germany

with the organizational units/sites as listed in the annex

has implemented and maintains a Quality Management System.

Scope:
Development, production and sales of products for hygiene, body care and preservation.

Through an audit, documented in a report, it was verified that the management system
fulfills the requirements of the following standard:

ISO 9001 : 2015

Certificate registration no. 004567 QM15

Certificate unique 1D 170730583

Effective date 2018-12-19

Expiry date 2021-11-17 « DAkEiche
Frankfurt am Main 2018-12-19 D160 00

D-ZM-16021-02-00

DQS Medizinprodukte GmbH

7 it s

Sigrid Uhlemann
Managing Director

August-Schanz-StraRe 21, 60433 Frankfurt am Main,
Tel. +49 (0) 69 95427-300, medical.devices@dgs-med.de

1/3

401.99 Version 2.0
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Annex to certificate

Certificate registration No.: 004567 QM15
Certificate unique ID: 170730583
Effective date: 2018-12-19

Schulke & Mayr GmbH

Robert-Koch-Stral3e 2
22851 Norderstedt

Germany

Location Scope

Schilke & Mayr GmbH Development, production and sales of
Robert-Koch-StralRe 2 products for hygiene, body care and

22851 Norderstedt preservation.

Germany

Schilke & Mayr AG Sales of products for hygiene, body care and
Sihlfeldstrasse 58 preservation.

8003 Zirich

Switzerland

Schilke & Mayr Ges. m. b. H. Sales of products for hygiene, body care and
Seidengasse 9 preservation.

1070 Wien

Austria

Schilke & Mayr GmbH Sales of products for hygiene, body care and
Altenhdfer Allee 5 preservation.

60438 Frankfurt

Germany

Schilke France S.A.R.L. Sales of products for hygiene, body care and
22, Terrasse Bellini preservation.

Paris La Defense
92800 Puteaux Cedex

France
Schilke & Mayr UK Ltd. Sales of products for hygiene, body care and
Cygnet House, preservation.

1 Jenkin Road, Meadowhall
Sheffield, S9 1AT
United Kingdom

This annex is only valid in connection with the above-mentioned certificate. 2/3



Annex to certificate

Certificate registration No.: 004567 QM15
Certificate unique ID: 170730583
Effective date: 2018-12-19

Schulke & Mayr GmbH

Robert-Koch-Stral3e 2
22851 Norderstedt

Germany

Location Scope

Schilke & Mayr Italia S.R.L. Sales of industrial preservatives,

Via Calabria, 31 products of hygiene for industrial

20158 Milano production facilities and special additives
Italy for the cosmetic industry.

Schilke & Mayr Benelux B.V. Sales of products for hygiene, body care and
Oudeweg 8d preservation.

2031 CC Haarlem

Netherlands

Schulke Polska Sp. z 0.0. Sales of products for hygiene, body care and
Eurocentrum Office Complex, preservation.

Budynek Delta

al. Jerozolimskie 132
02-305 Warszawa
Poland
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CERTIFICATE

This is to certify that the company

schilke -+

Schilke & Mayr GmbH

Robert-Koch-Stralte 2
22851 Norderstedt
Germany

y

with the organizational units/sites as listed in the annex

has implemented and maintains a Quality Management System.

Scope:

Development, production and sales of products for disinfection and cleaning of medical

instruments, devices and surfaces as well as for wound treatment.

Through an audit, documented in a report, performed by DQS Medizinprodukte GmbH, it was

verified that the management system fulfills the requirements of the following standard:

DIN EN ISO 13485 : 2016 + AC : 2017-07
EN ISO 13485 : 2016 + AC : 2016

ISO 13485 : 2016

Certificate registration no. 004567 MP2016

Certificate unique ID 170732268
Effective date 2019-03-30
Expiry date 2021-12-18
Frankfurt am Main 2019-03-30

DQS Medizinprodukte GmbH

7 A Lo

Sigrid Uhlemann
Managing Director

August-Schanz-Strale 21, 60433 Frankfurt am Main,
Tel. +49 (0) 69 95427-300, medical.devices@dgs-med.de

( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-16021-01-00

Dr. Thomas Feldmann
Head of Certification Body

410.90.en Version 1.0


mailto:medical.devices@dqs-med.de

Annex to certificate

Certificate registration No.: 004567 MP2016
Certificate unique ID: 170732268

Effective date: 2019-03-30

Schilke & Mayr GmbH

Robert-Koch-Stralke 2
22851 Norderstedt

Germany

Location Scope

Schiilke & Mayr GmbH Development, production and sales of
Robert-Koch-Stralle 2 products for disinfection and cleaning of
22851 Norderstedt medical instruments, devices and surfaces as
Germany well as for wound treatment.

Schiilke & Mayr AG Sales of products for disinfection and cleaning
Sihlfeldstrasse 58 of medical instruments, devices and surfaces
8003 Ziirich as well as for wound treatment.

Switzerland

Schiilke & Mayr Ges. m. b. H. Sales of products for disinfection and cleaning
Seidengasse 9 of medical instruments, devices and surfaces
1070 Wien as well as for wound treatment.

Austria

Schiilke & Mayr GmbH Development and sales of products for
Altenhoéfer Allee 5 disinfection and cleaning of medical

60438 Frankfurt instruments, devices and surfaces.

Germany

Schiilke France S.A.R.L. Sales of products for disinfection and cleaning
22, Terrasse Bellini of medical instruments, devices and surfaces
Paris La Defense as well as for wound treatment.

92800 Puteaux Cedex

France

Schiilke & Mayr UK Ltd. Sales of products for disinfection and cleaning
Cygnet House, of medical instruments, devices and surfaces
1 Jenkin Road, Meadowhall as well as for wound treatment.

Sheffield, S9 1AT
United Kingdom

Schiilke & Mayr Benelux B.V. Sales of products for disinfection and cleaning
Oudeweg 8d of medical instruments, devices and surfaces
2031 CC Haarlem as well as for wound treatment.

Netherlands

This annex is only valid in connection with the above-mentioned certificate. 2/3



Annex to certificate

Certificate registration No.: 004567 MP2016
Certificate unique ID: 170732268

Effective date: 2019-03-30

Schilke & Mayr GmbH

Robert-Koch-Stralke 2
22851 Norderstedt

Germany

Location Scope

Schulke Polska Sp. z o.o. Sales of products for disinfection and cleaning
Eurocentrum Office Complex of medical instruments, devices and surfaces
Budynek Delta as well as for wound treatment.

al. Jerozolimskie 132
02-305 Warszawa
Poland

This annex is only valid in connection with the above-mentioned certificate. 3/3
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