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| Anexa nr.7 la Instrucfiunea
aprobati prin ordinul IFPS
nr. 400 din 14 martie 2014
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|

CERTIFICAT

privind lipsa sau existenta restantelor fati de bugetul public national
N A1916947 din || 12.042019

1. Destinatar / Nomyyarens

ACHIZITI PUBLICE i |

2. Date despre contribuabil / Virdopmanus o HATOTOILIATENBIIHKS

Denuniirea ! Codyl fiscal / Numarul de identificare
Haumenosanue | Puckansublil koa / Haewtnd . uronssili Homep
IM-INTER-FARMA S.A. | [1003600005263 |
Adresa sediului de bazi (strada, numirul) Codul - Denumirea localititii

AJpec OCHOBHOIO MECTOPACIONOKEHHA (YAULA, HOMED) | Kon - HaumenoBanie Haceaenworo myHxTa

|Grenoble nr.23 - |0130-SEC.CENTRU |

3. Atestarea lipsei sau existentei restantelor confoi-m datelor Sistemului Informational Automatizat /
[ToaTBepKACHHS OTCYTCTBHA WM HATHYMA HEJOMMKH COTJTACHO NAaHHBIX ABTOMATH3MPOBAHHON MH(POPMAUHOHHO#
Cuctemsl

La data emiterii prezentului certificat restalﬂa la bugetul public national constituie/ Ha paty

- BBIJIa4YM NaHHOH CIIPAaBKU HERXOUMKA Nepel| HalUOHANIbHLIM IYCIUYHBIM GIOKETOM COCTABIIET:
0,00 l=i/neii. |

4. Valabil pini la / le#icteurenen mo0 27.04.2019

5. Autentificarca organului fiscal / l'lomsepmauuia HAJIOrOBOTO Oprasa

__Sef DDF CENTRU ==y, . VIORICA CAUS

Functia' larane L e U R T —  Numele 5i prenumele/®aoi1a 1 na

L§/MIL

Executor:
N

- B1A., Contul curent al contribuabilului”// 12.04.2019 ora 13:19:40
"din 14.03.2014 (Monitorul Oficial 72-77/399, 28.03.2014)
: NOTA (0,00)

Esfe extras din Sistemul Iif
cu aplicarea prevederilor pct. &3



oE

s

G T










e

.




S

i
-
i

i
&
¥

IR s,
st e e




S A M- INTER-FARMA

Role si Pungi pentru Ambalare

Rolele si pungile folosite pentru ambalare sunt rezistente si ofera siguranta la procesare, depozitare si transport.
Acestea sunt confectionate din hartie medicala si un film din plastic multistrat transparent.

Stratul de hartie a fost supus unui tratament de suprafata, care sa permita termosudarea uniforma si constanta, dar sa
si reduca des-prinderea si formarea rosturilor de fibre, atunci cand este deschisa.

Contin indicatori chimici de monitorizare a sterilizarii; acestia sunt localizati in afara zonei de impachetare, pentru a
preveni pigmentul impreganat sa ajunga la produs.

Pe fiecare rola sau punga apar trecute: producatorul, marca, codul, numarul de Iot si directia de deschidere. Inafara de
pungile autosigilante, restul produselor sunt usor de lipit, cu orice masina de sigilat.

TIPURL:

e ROLE CU SAU FARA PLIU: se pot utiliza Ia sterilizarea cu abur si oxid de etilena; doar latimea este
predefinita; lungimea se alege in functie de necesitati; bucata de rola (punga), care urmeaza a fi folosita
,trebuie sigilata la ambele capete.

* PUNGI CU SAU FARA PLIU: se pot utiliza la sterilizarea cu abur si oxid de etilena; latimea si lungimea sunt
predefinite; punga trebuie sigilata doar la un capat.

¢ PUNGI AUTOADEZIVE: se pot utiliza |a sterilizarea cu abur si oxid de etilena: latimea si lungimea sunt
predefinite; punga nu necesita sigilare.

¢ ROLE FARA PLIU TYVEK: se pot utiliza la sterilizarea cu oxid de etilena, plasma si raze gamma; doar

latimea este predefinita, lungimea se alege in functie de necesitati: bucata de rola (punga), care urmeaza a fi
folosita, trebuie sigilata la ambele capete.

e  Producator: DISPOTECH Srl /-~ ITALIA
e Perioada de valabilitate: 60 de luni de la data fabricarii
¢ Perioada de pastrare a materialului si instrumentarului sterilizat in ambalf(f




Sterilizare Instrumente medicale. Ce se intdmpla in serviciul central de sterilizare?

“Departamentul de sterilizare este departamentul din institutia sanitara care realizeaza functiile de decontaminare,
pregatire truse, ambalare, sterilizare, stocare si eliberare / livrare materiale. Aceasta zona mai este cunoscuta si ca

separate si dIStlnCte, permite Departamentuiui de Sterilizare sa foloseasca abilitati speciale si, de asemenea, sa

limiteze germenii patogeni la zona.

Lantul epidemiologic se intrerupe in serviciul de sterilizare. Pe masura ce materialele necesare, echipamentele si
instrumentele chirurgicale sosesc in zona de decontaminare, incepe procesul de indepartare a agentilor patogeni de
pe echipamentul reutilizabil, instrumentar si alte articole.

Decontaminarea este procesul fizico-chimic prin care un obiect neinsufletit devine sigur de manevrat de catre
personalul sanitar din zona de pregatire truse.

In zona de decontaminare, astfel definita, exista cativa pasi secventiali si esentiali, care trebuiesc urmati:

e Transportul — articolele contaminate care necesita reprocesarea trebuie transportate in zona de
decontaminare, astfel incat perso-nalul medical, pacientii sau vizitatorii sa nu fie ex_si la microorga-nismele
localizate pe aceste articole. Tinand cont de acest aspect, echipamentul trebuie acoperit pe timpul
transportului si introdus in carucioare, cutii sau pungi de nailon.

¢ Sortarea — articolele asemanatoare, care in zona de decontaminare ar urma sa fie supuse aceluiasi proces,
trebuie grupate impreuna. Articolele trebuie sa aiba cutii care sa indice tipul de articol din zona de utilizare,
astfel incat sa aiba loc 0 manevrare minima.

e Asamblarea si impachetarea — dupa procesele prezentate anterior, intrumentarul este reinspectat si
asamblat in truse, in tavi, pentru sterilizarea finala. Dupa ce fiecare instrument este gasit acceptabil pentru o
folosire adecvata, urmeaza impachetarea seturilor de instrumente.

» Sterilizarea — este definita ca procedeul care duce la absenta tuturor organismelor, indiferent daca sunt

bacterii, virusi, paraziti, fungi sau ale tipuri de microorganisme. Obiectivul principal al(Serviciului Central de
Sterilizare este distrugerea germenilor.

. AS|gurarea calitatii — dlspozmvele care sunt folosite in mgrl;lrea pac‘.lentulu[trebmesc monitorizate




THE iNTERNATIONAL CERTIF!CAT%ON NETWORK

CERTIFICATE

IQNet and its partner
CISQ/CERTIQUALITY S.r.l.

DISPOTECH SRL

{T - 23022 CHIAVENNA (S0) - VIA M. DEL GROSSO, 8/12
has implemented and maintains a
Quality Management System
which fulfilis the requirements of the following standard
ISO 9001:2008
for the following activities Code EA4, 12,14
Manufacturing and sale of: special laminated products (tissue/polythene} for medical and health-sanitary use; products for
thermal therapy; saliva ejector.

Design, manufacturing and sale of spray for dental therapy.

in the following operative units

IT - 23020 GORDONA (SO) - VIA AL PIANO, 29

tssued on: 2015-12-G9
Certified since: 2003-01-28
Expire on: 2018-09-14

Registration number:  IT-24919

ng. Claudio Provetti
President of CISQ

AENOR Spain AFNOR Cerlification France /XIH \’mr;' & tional Belgiun APCER Portugal CCC Cyprus
CISQ Ttaly CQC China CQM China CQS Czech Republic Cro Cent Croatia DQS Holding GmbH Germany
FCAV Brazil FONDONORMA Venezuela ICONTEC Colombia IMNC Mexico Inspects Certification Finland INTECO Costa Rica
[RAM Argentina JQA Japan KFQ Korea MIRTEC Greece MSZT Hungary Nemko AS Norway NSAT Ireland PCBC Poland
Quality Austria Austria RR Russia SIGE Mexico Sl sizel SIQ Stovenia SIRIM QAS Intemational Malaysia
SQS Switzerland SRAC Romania TEST 3t Petersburg Russia TSE Turkey YUQS Serbia
TQNet is represented in the USA by: AFNOR Ceftification, CISQ, DQS Holding GmbH and NSAT Inc,
* The list of IQNet partners is valid at the tiime of issue of this certificate. Updated information 1s available under www.ignet-certification.com

e T EEE |



St CERTIFICA CHE LORGANIZZAZIONE
WE HEREBY CERTIFY THAT THE ORGANIZATION

SPOTECH SRL

{T - 23022 CHIAVENNA (S0} - VIA M. DEL GROSSO, 8/12

NELLE SEGUENTI UNITA OPERATIVE / IN THE FOLLOWING OPERATIVE UNITS
fT - 23020 GORDONA (SO) - VIA AL PIANO, 28

i P
N N o e

HAATTUATO E MANTIENE UN SISTEMA DI GESTIONE. QLWJT&' d‘iE E* CONFORME ALLA HORMA
HAS IMPLEMENTED AND MAINTAING A OUALITY MANAGEMENT SYSTEM WNC%GGMPLES WITH THE FOLLOWING STANDARD

UNI EN SO 9001:2008

PERLE SEGUENTIATTIVITA/ FOR THE FOLLOWING ACTIVITIES  SETTORE = p 4,12, 44

Produzione e vendita di; prodotti accoppiati speciali (tessuto/politene) per uso medicale ed
igienico-sanitario; prodotti per terapia terrica; aspirasaliva.

Progettazione, produzione e vendita di spray per terapia odontoiatrica.
Manufacturing and sale of: special laminated products (tissue/polythene) for medical and
health-sanitary use; products for thermal therapy; saliva ejector.

Design, manufacturing and saje of spray for dental therapy.

P CIURS! AL MANUALE DI GESTIONE QUALITA BER L'APPLICABILITA DEF REQUISITI DELLA NORMA
FEFER TO MANAGEMENT 5YSTEM MANUAL FOR DETAILS OF APPLICA TION TO STANDARD RECUIREMENTS

IL PRESENTE GERTIFICAT AL RISPETTO DEL REGOLAMENTO PER LA CERTIFICAZISHNE DL SISTEM DI GESTIGNE
THE USE AND THE VALIDITY OF THE CER REQUIREMEN. 5

SATISFV THE TS OF THE RULES FOR THE CERTIFICATION OF MANAGEMENT SYSTEMS

ReTRE S 28/01/2003
comentisse - 09/12/2015 K i

rgg:? ﬁ%iwzn 14/09/2018 CERTIGUALITY Sl - L oiRE‘r“rORE GENERA

Viss G, Biarding 4 - 20123 MILANO (M1 - ITALY
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Ca'temei pentru recunoasterea W%femkiﬁi pmdu elol
- Ocroganuen 91 pLsHanLs npadmw YKESAHHOMY (M) ca
~ Demers, contract nr.01/K11I din 17.02.20

~ pasapoarte de cahtate:, conformltate av __
@ e@umera documeniale de sl

r Regulamentulul {%m‘} samt&r {e} mentimm( (&} a servit f
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instrumentelor si materialelor medicale
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Denumirea

Firma produciitoare, Tara

ZAO *Mediest™;

[, | AZOPIRAM pfu 100 ml solutic gata ZAO “Medtest”; Federatia Rusa
& 2 ; Inﬁxcams p&mru (:m&mlul ster 1&1?5&1: i” 1718 N 1000 oo ZAO “Medtest”, FederatinRusa
8 I_ndicator penimcon'r.mlul sterilitdii 121220 N10D0 | ZAO “Medtest”, Federatia Rusa
4, | Indicator pentry controlul sterilitatii 134/18 N1000 | ZAO “Medtest”, Federatia Rusa
5, | Indicator pentri controful steriligdtii 134/20 N1000 - ZAQ0 “Mediest”, Federatia Rusa
6. | Indicator pentru controhil sterilitdtii 1344 N1000 ZAO “Mediest™, Federatia Rusa
i 7. | Indicator pentru controlul sterilitdtii 134/3N1000 ZA0 *Medtest”, Federatia Rusa
8. | Indicator pentry controlul sterilitfii 134/7 N1000 ZAQ “Medtest”, Federatia Rusa
[ndicator pentru controlul steritisail prin aburi IKPS | = 120445 N1000 ZAO “Medtest”, Federatia Rusa
9. | (EXTERN) ._
oot lndicator pentru controiil stéfr}xiutu prin gburi IKPS = 132720 N1000 7 1 ZAO “Medtest”, Federatia Rusa
Lo (E‘{'I bRN} S e
1 Indicator pentm conirolul sterilitagh ;mn ﬂhurl IKP‘: VN - 120/43 N1000 ZAO “Meditest”, Federatia Rusa
* | (INTERN) 5 .
12 Indicator penmz comrolui szarzhtii[u prm ahan IKP% \’ Nt - 132720 ZAO “Medtest”, Federatia Rusa
| N100D (INTERN)
13 Indicator pentru controful sterilitagii prin aer (KPR ~ 180760 N1060 ZAQO “Medtest”, Federatia Rusa
Ll ABXTERNY s e | : :
14 Indicator pem_:gut mnireiui sterilitatii prin aer KPS XTNKOL - 180/60 Ni 000 ZA0 “Medtest”, Federatia Rusa
| {(INTERN) |
15. | Pachet pentru steritizare 90x230 N100 ZA0 “Medtest”, Federatia Rusa
16 Pachet pentru sterilizare 1005200 N100 ZAO “Medtest”, Federatia Rusa
7 Pachet pentru sterilizare 150x230 N100 ZAQO “Medtest”, Federatia Rusa
Pachet pentrys sterilizare 200x330 N100 Federatia Rusa

ex. St Constantmowcl

e
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mIWEnTECT _ dopma MNC-1

CAHKT-NMETEPEYPT

3A0 "Mearect”, 191002, C.-MleTep6ypr, yn. Fassesxan, 4.5, 7./9: (812) 572-2395, PSRRI )

MACNOPT COOTBETCTBUA
UHAVKaTop XMMUYecKuin
ANSA KOHTPONSA BO3AYLUHOW cTepunusaumumn MKBC-"Meatect"-180/60
UKBC-180 (+3)°C: — 60 MUH. (+5) MuH.

(Mapka, napameTpbl, pexumsl)
HPNM.932719.008 NC

Knace ncnonHenus no FOCT ISO 11140-1-2011 — 4 (MHoronepemeHHbie) .

Homep roc. peructpauumn Ne ®CP 2010/06854 ot 255.02.2010r. Cepua Ne | 151017

TY 9398-001-53262326-2009 Hata narotosnexHus {10 2017

:1; Mokazarenu TpeGoBaHua TY Pesynbrartsl aHanusa
1 2 3 4
CoorBeTCcTBHE CocTaBa

1 KoMnnexty HTL 1.3.1. COOTBeTCTBYET
2 CooTBeTCTBHE MapKMPOBKY, 14. 15, ¢aoTEeTETRYeT

ynaKkosku

i e s B & b 1.2.6.,
1.2.7.,1.2.10, el 1202 1243 cooTBeTCTBYET
1.2.14,

3 CooTeeTcTBUE BHEWHErO BUAA
MHAMKaTOpoB

YCTOWYUBOCTL k BO3AHCTEUIO

4 cTepunmnsyownx akTopos B 1.2.17. CooTBeTCTBYET
YC/OBHAX OTCYTCTBUA napa

CooTBercTBME
SKCRMyaTauMOHHBIX KAYeCTB

5 MHAWKATOPOB B PErNAMEHTHBIX 1.2.18, 1.2.18., 1.2.21. COOTBETCTBYOT
3HaYeHUAX

6 Cpok roaxocTy 174 coorBeTcTBYET

36 mecsiLes ¢ AaThbl M3roToRNEHNS

MCﬂblTaHlflﬂ, NOBEPKU NpoBedeHbl B oBveme npeabABUTENbCKUX MCNbITaHWHA

3aknwyeHue:

lMpodykyus coomeemcmeyem HopMamiieHbim mpeboeaHusm, TY 9398—'001-53262326-2009, rocr

- ISO 11140-1-2011, 200Ha k ucrnons3ceanulo g coomeemcemeuu ¢ HazHavyeHueM U o6nacmeio
npuMeHerus.

! \,‘ HavanbHuk XTY

Komnnekrauuio B cooTeeTcrsnm
C 3aKa3 - HapAROM NpoBepun
HavanbHuk ynakosouHoro yqacrka

. Otnyck paspeluunn
\g.;\ HavankHuk npousisoncrea




dopma NC-1

vIMEATECT

CANKY-NTETEPEBYPT

3AQ "MeaTecT", 191002, C.-MevepBypr, yn. Passeaxas, a.5, T./d: (812) 572-2395, 710-8171, 710-8149, 710-8170,

NMACMNOPT COOTBETCTBUA
! WHaukaTop XuMuiecknui
| L1715 KOHTpONS NapoBsoy crepunuaaummn MKMC-"Mearect"-1 32/20

UKNC-132 (+2)°C — 20 muH. (+2) MUH.

(napaMeTpbl pexnuma)

HPWUM.832719,007MNC

| Knacc ucnonHeuus no MOCT 1ISO 11140-1-2011 — 4 (MHoronepeMeHHble)
Homep roc. peructpauuu Ne ®CP 2010/06854 ot 26.02.2010r.
TY 9398-001-53262326-2009

131017
Cepus Ne

Data narotToeneHuns Lo20y

:1?1 MNokasarenu TpeGoBanua TY PesynbTatbl aHanusa
1 % 3 ' 3
CooTBeTCTBUE COCTaBa
| 1 komnsiexkty HTA 1.3.1. COOTBOTCTBYET
2 MapkupoBka 1.4, COOTBETCTBYET
CooTBeTCTBME BHEWHEro Bua, 1.2.1., 123 124.-1.25.,1.27.,
3 | oxpacku sTanona 1213, 1.2.18,, 1.2.21. soTesTeTaMer
YCTORYMBOGCTL K BO3AEHCTBUIO
4 CTePUNU3YIOWUX (haKTOPOB 1.2.17.,1.2.21. cooTBEeTCTBYeT
CoorBeTcTBHE
5 3KCnNyaTayMOHHLIX KavyecTs 1218 S——— i
MHAWKaTOPOB B PErfNaMeHTHbIX S —— Bye
3HayeHuAx
6 | Cpok romHocTy 1.2.25.
P o 36 MecaLes ¢ AaThl U3rOTOBNEHUS S FBS R NaMeT

UcnbiTaHnsa, noBepkn nposegensl B o6veme NpeavaABUTENbCKUX UCAbITAHUN

3aknloueHue;

npodyKyus coomeemcmeyem HOPMamMUEHLIM MpPe60eaHUsIM, 200Ha K UCTONbIOBAHUSO 6
coomeemcemeuu ¢ HazHaYeHueM u o6nacmbm npuMeHeHus. ‘

HavanbHuk XTY

Komnnexraywio B COOTBETCTBUM
C 3aKas - HapazZoM NpoBEpPUN
HavanbHuk ynaxo{qsoqﬁoro yJ{acTtka

P L LT T OTnyck paspetunn
7 HavanbHuk npouasoacTaa




VMIMEOATECT

CAHKT-NETEPEYPT

3A0 "Megrect"”,

®opma NC-1

191002, C.-NeTep6ypr, yn. Pasnesxasn, 4.5, 1./d: (812) 572-2395, 710-8171, 710-8149, 710-8170,

MACNOPT COOTBETCTBUA

NHpukaTop xumuyeckuin OAAHOPA30BOro NPUMEHSHNA 4NN KOHTPONS BO3AYLLHOWN
crepunuzaumm MKBC-BH/01-"MegTecT"-180/60

(Mapka, napameTpbl, pexnmor)

HPWM.932719.006 MC

Knacc ncnonHexus no FOCT (SO 11140-1-2011 - 4 (M HoronepemenHsie)

Homep roc. peructpauuu ®CP 2008/03222

o1 03.09.2008 r.

UKBC-BH/01-180 (:t3)°C — 60 MuH. (+3) MUH.

Cepua Ne (060217

TY 9398-007-53262326-2008 Aata usrotosneHus | 02 2017
Ne ]
i Mokasarenu Tpe6oBauun TY PeaynbTarbl ananuaa
1 2 3 4
CoorBeTeTBMe cocTaBa
1 komnnery HTJ 1.3.4. CooTBEeTCTBYeET
2 CooTBetcTBME MapKuposku 1.4, CooTBETCTBYeT
CooTBeTcTeuMe BHewHero BiAa,
3 MHAWKATOpA, yNnakoBKH 1.2.1.11.2.3, 1.2.7-1.211.,1.2.17. cooTBeTCTBYeT
4 YCTORYUBOCTb K BO3eHCTBUIO 1212
CTepUNH3yIowMX thakTopos 2.12. COOTBETCTBYeT
CootsercTBUe
5 3Kcnnya'ra|.|uouublx KayecTB 1 2 13 1
UHAMKATOPOB B pernameHTHLIX 219, 1.214, coorsercTeyer
3HayYeHunAx
6 | Cpok roanocTu 1.2.18.
3. chexTamtoon 36 mecaues ¢ garel U3roToBnexHus cooTeercTBYeT
..... | B

WUcneitanus, MOBEpKU NpoBeseHbl B 06beme

3aknoueHune:

gg:fykqtm coomsemcmeyem HOpMamueHbimM mpaﬁoaauunm, TY 9398-

200Ha K ucnonesoecaruro a coomeemcmeuu ¢ HasnaveHuem y o

Havansuuk XTY

Komnnekraumio B COOTBETCTEUN
C 3aKa3 - Hapsanom nposepun
Havanbhuk YNAKDBOYHOrO yyacTka

Ornyck pPaspewun
Havarnbhuk npoyssoacTea

NPEeAbABUTENbCKUX UCNbITaHW

007-53262326-2008, rOCT 1SO 11140-1-
6nacmeuro npumeneHus.




CVIMEATECT R T

CAHKT-NDEYEPEYPT

3A0 "Meatect", 191002, C.-Mevepbypr, yn. Paavesxas, 4.5, T./d.: (812) 572-2395, 710-8171, 710-8146, 710-8170,

NACMNOPT COOTBETCTBUA
WUHauKaTop XUMHUYECKIA O[IHOPA30BOro NPUMEHEHUs ANs KOHTPONS
naposoW cTepunusauuy UKMNC-BH/01 "Mearect"-132/20

132 (£2)°C / 20 MUH. (+2) MUH.

(napaMeTpel pexuma)

HPWM.932719.005MC

Knacc ucnonHeHus no FOCT 1SO 11140-1-2011 — 4 (MHoronepemeHHbIe)

Homep roc. perucrpatymn Ne ®CP 2010/09764 ot 30.12.2010r. Cepua Ne | 130617
TY 9398-003-53262326-2006 [laTta naroToBneHus 06 2017
Ne n/n MNokasarTenu | Homepa nyHKTOR TpeboBanun TY PeaynbraThl aHanusa
CooTBeTcTBUE COCTaBa
1 komnnexry HTA, 1:2:4,, 1.2:3:, 431,162 COOTBETCTBYeT
2 Mapkupogexa 1.4. cooTBeTCTBYET
CoOTBETCTBNE rabapHTHLIX 124,125, 1.26.,127., 12,8, 1.2.9.,
3 pa3MepoB, BHOLWIHEro Buaa 1.2.10. COOMBSRCTRYOT
YCTORYUBOCTb K BO3OEHCTBULD '
4 cTepunuayroumnx akropos 8 1.2,17. COOTBETCTBYET
YCNOBUSX OTCYTCTBUS Napa
CooTBeTCTBUE
3KCTINYaTaUUOHHbIX KaYecTs
5 WHAMKATOPOB B POFNAMEHTHBIX 1.2.14.,1.2.15.,1.2.18 cooOTBETCTBYOT
3HAYEHNSAX
6 Cpok rogHocTH 1.2.21.

36 mecALeB ¢ 4aTbl M3roTOBMNEHUs CIOOMBIRCHENEIT

Uecneitanun, noBepku nposefeHsl b o6veme npeabABUTENLCKUX UCMBITAHWUNA

3aknioueHue:

Mpoayxkuua COOTBETCTBYET HOPMATUBHLIM TPeBOEaHUAM, rofHa K UCNOJNIbL30BAHUIO B COOTBOTCTBUM C
Ha3HaueHUeM U oOnacTbio NPUMEeHeHUs.

HavanbHux XTY

KoMnnekraumio B COOTBETCTBUM
C 3aKaa - HapAAOM NpoBepUn
HauansHuK ynakoBouHoro yyacrka

Otnyex paspewmn
5 HayanbHuk npounssoncTsa




kV/‘MEnTECT . : dopma NC-1

CEAHKT -NETEPEYFPT

3A0 "MeavecT", 191002, C.-Nevepbypr, yn. PESLE&E)KB%P-. A5, T (812) 572-2395, 710-8171, 710-8149, 710-8170,

MACMNOPT COOTBETCTBWHA
MHOUKATOP XMMUYECKUIA OOHOPa30BOro NPUMeHeHN ONA KOHTpOns

napoBow cTepunusaunm WKNC-BH/01-"MegTecT"-120/45
120 (+2)°C [ 45 muH. (+3) MWUH.

(napamerpbl pexama)

HPIKM 832719.005NC

Krace uenonnerns no TOCT ISO 11140-1-2011 + 4 (mHoronepemeHHbie) - .

Homep roc. pernctpaun Ne ®CP 2010/09764 o1 30.12.2010r. Cepus Ne | 931116
TY 9398-003-53262326-2006 Aava narotosnexHus | 1l 2016
t |
MokasaTtenw Hom{apa NYHKTOB ‘rpéﬁoaauuﬁ Y ) PeaynbTarkl aHanusa

g 7 3 N Rk

1 CoorBevcTeue cocrasa 424, 123,131, 152 _ COOTBETCTBYyET
womnnekry HTQ

2 MapkupoBkKa 1.4. cooTBETCTBYEeT
1.5 COOTseTCT;;:raGap;ﬁ:bl;( : 124.,125.,126.,127. 1.2.5: )
] 1 1] 1 ) ETC
€ pasMepoB, BHelHero Buaa 1.2.9.,1.2.10. SOeTN Ry
YCTOMYMBOCTDb K BO3AEHCTBUIO | -
4 CTePUNU3YWNX PaKTOpoB B 12817 coorBeTCTBYyeT
YyCNOBUAX OTCYTCTBUA Napa .
CoorBeTcTBME -
g | GremyETERACHEL XgHeSTEY 1.2.14., 1.2.15, 1.2.16 cooTBETCTBYET
MHOMKATOPOB B perfameHTHLIX
3HaYeHuAX RN S I — e
1.2.21.
6 Cpok roqHoCTH cooTBeTrcTByeT

{36 mecAues c faTbl U3rOTOBNEHNS

| ; I

MenbiTaHus, NoBepKW NpoBeeHbl B 06beMe NpeabaBUTENbCKUX UCNBITAHURA

3aknoyeHne:
NponyKuvsa cOOTBETCTBYET HOPMATUBHLIM TPEeBOBaAHMAM, roAHA K MCNONL3OBAHWUIO B COOTBETCTBMUM C

HazHayeHueM U obnacTbro NPUMEHEeHWs.
Ly

Havanshunk XTY ’ M.A. BopoTHuykas

’2:’.1
Komnnexkraumio B COOTBETCTBUN
C 38Ka3 - HApsA0om NposBepun
HavanbHWK [ynakoBoYHOro yyacTka

SR ——

4. W.H. Hevaesa

Qtnyck paspewmn
HavankeHWK npon3sogcTea




MEATECT ®opma NC-1

CANKY-NETEPEBYPT

3A0 "Meatect”, 191002, C.-MeTepbypr, yn. Pajveaxan, A.5, 7./d: (B12) 572-2395, 710-.8‘1.?1. 710-8149, 710-8170,

NMACIMOPT COOTBETCTBUA
NHavkaTop xumuyecknii ogHOpasoBoro NpUMeHEHUS
AN KOHTPOIS NPOLECCoB CTEPUNU3aLMK
“Menvect"-134°C/5 muH
HPMM.932821.005 NC

Knacc nenonHenus no FOCT ISO 11140-1-2011 — 4 (MHOronepemMeHHbIe)

Homep roc. peructpauuv NedCP 2009/05786 ot 30.08.2009 Cepua Ne | 151017
TY 9398-008-53262326-2009 Rata nsrotosnenus | 10 2017
Mokazarenu Tpe6oBanus TY PesynbTarbl aHanusa
Ne nin .

1" .. 2 . % i i 3 2 4

1 CooTBeTcTBUE BHeWHero BuAa 1211 1,223, 1.255,, 1.2.9,, 1.2.11,, cooTEeTCTRYET
WHAMKaTopa 1.2.18,
CooTBeTcTBMe cocTaBa

2 ynakoBku, komnnekty HTZ, 1.3, 148, 147 COOTBETCTBYeT

_| Mapkuposku

CooTBeTcTEME LUBETOBOMN

3 raMMbl TEPMOVUHANKATOPHOW W 1.2.20,, 1.2.24. COOTBeTCTBYeT
LBETOBOW METOK UHAMKaTOpPa
CooTBevcTBue B ycnoeuax
rapaHTUpoBaHHOro

4 | mocTHIKEHUA KoHeYHOro 1.2.24. COOTBETCTBYeET
COCTOAHUS
MpoBepka HecooTBeTCTBUA B
ycnoBuAX HeQoCTHXEHNSA

5 KOHBHHOTO COCTORNMA.B : 1.2.25., 1.2.27. COOTBETCTBYeT

HacbiweHHOM nape
Mposepka HecooTeeTCTBUA B

6 | YCnoBuax HepocTmxeHus (R 8 TS A
KOHEYHOTO COCTORHMS B CyXom . 1.2.26,
ropsiyem Bo3ayxe
7 Cpok rogHocTu 1.2.32.
i 36 MecsiLeB ¢ AaTkl M3roToBMEHUS ¢ooyBeTCTAYeT

Weneitanua, nosepku npoBefeHbl B 06veme NPpUeMo-caaTouHbIX ucnbITaHUi

3aknovenme:

Npodyxyus coomeemcmeyem HopmamusHbim mpeb6oeanusam, TY 9398-008—53262326-2009, rocr

1SO 11140-1-201 1, 200Ha Kk ucnosb3o0eaHuo g coomeemecmeauyu ¢ Ha3nayeHuem u o6nacmsoio
NpumMeHeHus.

HavansHuk XTY

Komnnexraumio s COOTBETCTBUN
C 3aKkas - HapsgoM nposepun
Hayanbhuk YNakoBOYHOrO yyacTka

5, Ornyex paspewun
J Havanbruk npoussoacTea




£ : i i P s - i
e ; b T . i i

mME’nTECT i : o e

CAHKT NETYERPBYPCF 5
3AQ "MegTtect", 181002, C.-MeTep6ypr, yn. Pasvesxas, A.5, 1./ (812) 5'72f2:‘§95,_710-8171_, 710-8149, 710-8170,

- MACNOPT COOT BETCTBUA
NHaukaTop xumudeckmin
ANA KOHTPONSA BO3AYLWIHON cTepunmsaLmun NKBC-"MenTecT"-180/60
WKBC-180 (+3)°C — 60 MuH, (+5) MuH.

(mMapka, napameTpsi, PeXuMbl)

HPVM.832719.008 NC

Knace ncnonHenns no FOCT 1SO 1 1140-1-2011 - 4 (MHoronepemeHHbIe)

Homep roc. pernetpauun Ne dCP 2010/08854 ot 26.02.2010r. Cepwua Ne | 551114
TY 9398-001-53262326-2009 HaTa narotosneHus |11 2014 .
nbﬁ] Moxazarenn TpeboBaHusa TY PesynbTarthl aHanuaa
CoorseTcTBMe cocTasa _ :
1 komnnekty HTA . 131 cooTBeTcTBYET
| CoorrercTaMe MapKMpORKM, _ .
_. 2 y"a“o__s"" " . 1415, CooTBeTCTBYyET
G e 231 124 125 128,
CoovseTcTBHE BHEWHero BUAS | e bl : '

I3 MHAUKaTOpOB Iz 12798240, 1‘2_,11.,_,1.2,124, 1.2.43, COoOTBeTCTBYET
| . i - 1.2.14.
 YeroiuuBocTs k BospecTEM0 | :
| 4 ; cawe;iﬁq\u:».‘.xgpnqu-_%g;a«'rdp\oa B 1.2.97. COOTBETCTBYyeT
_YenoBusx oTcyTCTBUA Napa
CoorBetcTBUe :
| SKCNAYaTaUMOHHbIX KayecTs : ;
_f 5 wﬂnﬁkatgpog B PernamMenTHbIx 1.2.18.,1.2.19, 1.2.21. : cooTBevCcTBYOT
| 3HaYeHnAX
| - S T i
;l g Cpo'f FERHOETH | 36 mecsues ¢ BATbl USrOTOBNEHUS ¢OorEercTayeT
e : ;

MensiTanus, NoBepKW nposefeHbl B 06beme NPEABABUTENLCKNX MCNBITAHUI

3aknoyeHne:

IMpodykyus coomeemcmeyem HopmamueHbim \_mpeti_;oe‘gﬁugm(ry 9398-001-53262326-2009, FOCT
ISO 11140-1-2011, z00Ha Kk ucnons3osaHur e coomeememeuy C HazHaveHuem u o6nacmsio
rnpumereHus, :

o / -
3 : @&ﬁ; e
Ny HavansHuk XTY Lo M.A. BopoTHuykas
: -
NG | 7
F AN N Komnnekra A0 B COOTBETCTRIM A7 &
£ RN N Son < Wﬂ;_w
gyf A% € 3aKas - HapAoM Nposepun > s
A \"’{z HavaneHuk ynakosodroro U R
i " oa o i
7/ OTK i e ; s
N OTnyck paspetunn | Al "3
/ CllavepBypr R aibash Hi~ ’ 7

HavanbHuk nponaBoacTea




VIMEATECT

CAHKT-NETEPSYPC

c
3AC "MeaTect", 191002, C.-MetepBypr, yn, Pazbesxas, 8.5, 1./d.; (812) 572-2395, 710-8171, 710-8149, 710-8170,

Popma NC-1

MACTNOPT COOTBETCTBUS
WHaukaTop XxuMuyeckmii OAHOPa30BOro NPUMEHEHUS s KOHTpoONns
NapoBoOn cTepurinsaumum UKMC-BH/01-"MeaTecT"-132/20

132 (£2)°C [/ 20 MUH. (+2) MHUH.

(napameTpsl peximia)
HPIAM.932719.00501C

Knacc venonHenus no TOCT ISO 11140-1-2011 — 4§(MHoronepemeHHble)

Howmep roc. perictpaunn Ne ©CP 2010/09764 ot 30.12.2010r. Cepuis Ne | 551114
TY 9398-003-53262326-2006 HaTa nsrotoBneHuns 1012014
Ne n/n Mokasarenu Homepa nyHkToB TpeGosanun TY Pe3ynsTathl ananuza
= L 5 i . : Ve
| CootgevcTBuMe cocTaBa _ :
1 Komnnekty HTZ] 121,123,481, 1582 CoOTBETCTBYET
D Mapkuposxa " 1.4, COOTBETCTBYyeT
CoorBercramne rabapuTHBIX 1241125, 126, 12,7 128, 1.2.9,,
3 pa3MepoB, BHeWHero Buaa 1.2.10. SeoTERT Gy

YETOYNBOCTL K 'BO3QENCTBUIO
4 CTepNNU3yoKnX haKkTopoB B | 1.2.17, COOTBETCTBY®ET
YCNOBUAX OTCYTCTBUA Napa {

Coorsercraue.
IKCMNYATALUOHHKIX KaYecTs
| MHAWKATOPOB B PernamenTHEIX 1214, 1.2.15, 1.2.16 COOTBETCTBYET
_3HAYEHMAX

3] Cpok rogHocTH 1.2.21,

36 MecALeB ¢ gaThl UsroToBNeHKA HPOTHETET By e

WensiTanug, noeepku MpoBeneHbi B 06bEME NPEABLABUTENLEKNX neneiTanui

3aknioderue:
Mpopaykuna COOTBETCTEYET HOPMATUBHbLIM TPeGOBAHNAM, roaHa K UCMONbIOBaHMIO B COOTBETCTBUM ¢
HasHavyeHneM v 0bNacTblo NPUMeHeHUs.

o

i

HaHanLHm XTY

Fd . .

v-’“?"f( f% . ' PcOMﬂﬂe)galiwo’*B COQTBETCTBUN

A P € 33Ka3 - Hapsinom nposepun
/j N ‘ - Havaneruk ynakosodHoro yyacTka

e \
i S %
A / OTK &\ "‘i.; ~ Ornyck paspewun

Tl HavanbHuk nponssoacTea




ZERTIFIKAT / Certificate

gem./acc. EN ISO 13485 : 2012 + AC : 2012

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

Van Oostveen Medical B. V.

Herenweg 269
3648 CH Wilnis
The Netherlands

ein Qualitdttsmanagementsystem nach der Norm DIN EN 180 13485 : 2012/ EN 1SO 13485 : 2012+ AC: 2012 -
Medizinprodukte - Qualitdtsmanagementsysteme - Anforderungen fiir regulatorische Zwecke - eingefthrt hat und aufrechterhélt.
Dieses Zertifikat stellt nicht den erforderlichen Nachweis zur Anbringung der CE-Kennzeichnung dar,

has established and maintains a quality management system that meets the requirements of DIN EN ISO 13485 : 2012 /
ENISO 13485 : 2012 + AC ; 2012 - Medical devices - Quality management systems - Requiirements for regulfafory purposes,
This certificate is not an authorisation to affix the CE mark.

Geltungsbereich / Scope

Blutlanzetten, elektronischen Blutdruckmessgeriten, Kondomen, Trachealtuben, Foley Ballons
Kathetern, chirurgischen Handschuhen, Infusionssets, Intravendsen Kathetern, Nadeln,
Paraffingaze, Intravenésem Infusionsbesteck Kopfhautvenen, Spritzen komplett mit Kanilen,
Tuberkulinspritzen, Insulinspritzen, Digitalen Thermometern, 3-Wege-Hihnen, Aneroiden
Blutdruckmessgeriten, Thermometern, Untersuchungshandschuhen, Spritzen, Urinbeuteln,
Design, Manufacturing and Distribution of Blades, Scalpels, Blood Administration Sets, Blood
Lancets, Electronic Sphygmomanometers, Condoms, Tracheal Tubes, Foley Balloon Catheters,
Surgical Gioves, Infusion Sets, Intravenous Catheters, Needles, Paraffin Gauze, Scalp Vein
Infusion Sets, Syringes complete with Needle, Tuberculin Syringes, Insulin Syringes, Digital

Thermometers, Three Wa y Stopcocks, Aneroid Sph ygmomanometers, Thermometers,
Examination Gloves, Syringes, Urine Bags.

Reg.-Nr. / Reg.-No. 04 221 041335 Giiltigkeit / Validity
Bericht Nr. / Repont No. 3518 0366 von!/ from 2016-07-30

? bis / until  2019-03-31
. z %—-ﬂ""' (bis 2019-07-29 bei Umstsilung auf EN IS0 13485:2015)

{until 2019-07-29 in case of Upgrada lo EN 1SO 13485:2016)
Zertifizierungsstelle fiir Medizinprodukte Edition 2

Certification body for medical devices Essen, 2016-07-21

TOV NORD CERT GmbH Langemarckstrafie 20 45141 Essen www.tuev-nord-cert.de
Benannie Stefle Kenn-Nr. 0044 / Notjfied Body ID. Ne. 0044

(( pAKKS
; Deutsche
Akkreditierungsstetle
D-ZM-12007-05-01




CERTIFICATE

Management system as per
DIN EN ISO 9001 : 2008

In accordance with TUV NORD CERT procedures, it is hereby certified that

Van Oostveen Medical B. V.

Herenweg 269
3648 CH Wilnis
The Netherlands

applies a management system in line with the above standard for the following scope

Design, Manufacturing and Distribution of sterile and non sterile medical devices
and in vitro diagnostic medical devices

Certificate Registration No. 04 100 041335 Valid from 2016-07-30
Audit Report No. 3518 0365 Valid until 2018-09-14
(until 2019-07-29 in case of Upgrade (o IS0 9001:2015)
Initial certification 2004

QG»

rtification Body Essen, 2016-07-21
at TUV NORD CERT GmbH

This certification was conducted in accordance with the TUV NORD CERT auditing and certification procedures and g
subject to regular surveillance audits.

TUV NORD CERT GmbH Langemarckstraiie 20 45141 Essen

Py
.
(( DAKKS
S Deutsche
i Akkreditierungsstelle
D-ZM-12007-01-01




EG-Zertifikat /| E C-qutiﬁcate
gem, 93/42/EWG Anhang ll onne (4) | acc. 93/42/EEC Annex Il without (4)

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

Van Oostveen Medical B. V.

Herenweg 269
3648 CH Wilnis
The Netherlands

fiir die Produkle / die Kategorie: Liste der Produkie siche Anlage 1
for the products / produet category: List of products see annex 1

Skaipeliklingen, Skalpelle, Bluttransfusionsbestecke, Blutlanzetten, elektronische Blutdruckmessgerite,
Kondome, Trachealtuben, Foley Ballon Katheter, chirurgische Handschuhe, Untersuchungshandschuhe,
Urinbeutsl, Infusionssets, Intravendse Katheter, Nadeln, Paraffingaze, Intravendses Infusionsbesteck,
Kopfhautvene, Spritzen komplett mit Kantile, Tuberkulinspritzen, Insulinspritzen, digitale Thermometer,
3-Wege-Hahne, Aneroid Blutdruckmessgerite.

Blades, Scalpels, Blood Administration Sets, Biood Lancets, Electronic Sphygmomanometers, Condoms,
Tracheal Tubses, Foley Balfoon Catheters, Surgical Gloves, Examination Gloves, Urine Bags, Infusion Sets,
Intravenous Catheters, Needles, Paraffin Gauze, Scéalp Vein Infusion Sets, Syringes complete with Needle,
Tuberculin Syringes, Insulin Syringes, Digital Thermometers, Three Way Stopcocks, Aneroid
Sphygmomanometers.

ein Qualitatssicherungssystem fiir die Austegung, die Fertigung und die Endkontrolle der genannten Produkte nach Maftgabe
des Anhang Il (ohne Abschnitt 4) der Rientlinie 83/42/EWG anwendet. Zusatzlich zur CE-Kennzeichnung muss die Kennummer
der Benannten Stelle angebracht werden. Die Gliltigkeit dleses Zertifikats beruht auf der Aufrechterhaltung des Qualltits-
sicheringssystems in Ubereinstimmung mit den Anforderungen der Richtlinie und seiner Uberwachung durch die Benannte
Stelle gem. Anhang 11 Abschnitt 5. Das Zeriifikat ist unter keiren Umsténden Uberragbar,

has established a quality system for design, production and final testing acc, fo-the requiramants of Annex if (without saction 4)
of the directive 934 2/EEC. Additional to the CE-marking the notification number of the Netified 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 Bady according Annex Ii Section 5, The certificats may not be transferred under any

circumstances.
Reg.-Nr. / Reg.-No. 04 232 041335 Gilltigkeit / Validity
Bericht Nr. / Report No. 3818 0367, 3518 0368 von [ from 2016-07-30

3518 0369 bis/ until 2018-07-29

W ' Edition 2
Zerlifizierungsstelle fir Medizinprodukte Essen, 2016-07-21

Cerfification body for medical dsvices

TUV NORD CERT GmbH Langemarckstrafte 20 45141 Egsen

Benarinte Stelle Kenn-Nr, 0044 / Notified Body ID. No. (044
¢ ¥ *%ﬁ Bananct durch/Designated by

W Zunlraistat dor Landar
2 T Conacis
3 biat Arzoaieikadi uhd

# wamnng-:_nz‘am

ﬁ
%ﬁr-ﬁ» #% 216.85-236.10.16




ANLAGE/ANNEX

Anlage 4, Blatt2 von 5
Annex 1, page 2 of 5

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

Produkte der Klasse Is UMDNS
Products of class Is

Spritzen 2- und 3-teilig 13-929
Syringes 2- and 3-part

Harnauffangbeutel 14-298

Urinary Collection Bags

Untersuchungshandschuhe, steril 11-882
Examination gloves sterile

Anmerkung: Fiir Produkie der Klasse | sterll beschrankt sich das Zertifizierungsverfahren auf die Aspekte der Herstellungs-
schritte in Zusammenhang mii der Sterifisation und der Aufrechterhaltung der Sterilitat.

Note: For produgts of ¢lass | starilé the certification process is restricted to the aspects of manufactire concerned
with securing and maintaining sterile conditions.

Bericht Nr. / Report No. 3518 0367, 3518 0368, Giiltigkeit / Validfty
3518 0369 von { from 2016-07-30
Edition 2

AT

Zertifizierungsstelle fii Medizinprodukte Essen, 2018-07-21
Certification body far medical devices

TUV NORD CERT GmbH Langemarchkstrate 20 45141 Essen  www.tuev-nord-cert.de madical@tusv-nord.de

Benannte Stelle Kenn-Nr. 6044 / Nofified Body D, No, 0044

e g ﬂr* * Benannt achiDasignatad by
Wiy Zenbalslelis dor Landor 2

H lir Gesundheitsschute 2
: bei Azneimitiely und 3
'h‘ Mt produk en i
ZLG-BS-238.10,16

%7




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

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

Produkte der Klasse lla
Products of class lia

Intravenéses Infusionsbesteck, allgemeine Verwendung

ANLAGE/ANNEX

UMDNS

12-157

Intravenous Administration Sets, General Purpose

Katheter, intravenous, peripher

Catheters, Intravenous, Peripheral
Intravendses Infusionsbesteck Kopfhautvene
Intravenous Administration Sets, Scalp Vein
Nadein, hypodermisch

Needles hypodermic

Verband, nichthaftend

Dressing, Nonadherent

Spritzen 2- oder 3 teilig mit montierter oder integrierter Nadel

10-727
17-825
12-745
11-325

13-922

Syringes 2- or 3-parts with mounted or integrated needie

Spritze, Tuberkulin
Syringes, Tuberculin

Spritze, Insulin
Syringes, Insulin

Bericht Nr. / Report No. 3518 0367, 3518 0368,
3518 0369

/- e

Zertifizierungsstelie fiir Medizinprotukte
Certification body for medical devices

TUV NORD CERT GribH Langemarckstrale 20 | 45141 Essen

Benannte Stells Kenn-Nr. 0044 / Notiticd Bedy ID. No. 0044

. %agg%ﬁ y  Bensent drcivDasigroted by

& r z;:u_amwisg: Lindor 3

LELQ S
’ﬁ' . * Msgizitprodukten

AR ZLG-BS-236.10.16

13-945

13-941

Gtiltigkeit / Validity
von ! fram 2016-07-30
Edition 2

Essen, 2016-07-21

www.tusv-nord-cert.de  medical@tuey




MY S A M-INTER-FARMA

IDNO 1003600005263 Cod OKPO 37020536 Cod TVA 0207934
MD 2023, Chiginiiu, strada Grenoble 23
Tel 00 373 22/90-40-06, 90-40-07, 90-40-05

Nr. 55 din 19 aprilie 2019

IMSP SCM ,,Sfintul Arhanghel Mihail”
Citre grupul de lucru la Licitatia publici nr.
ocds-b3wdp1-MD-1554453227870

DECLARATIA

Prin prezenta SA ,,M-INTER-FARMA”, garanteazi ¢4
- va prezenta mostre a bunurilor, ofertite in cadrul LP ocds-b3wdp1-MD-1554453227870 privind

achizitionarea “Produse parafarmaceutice (Repetat)” in termenen de 3 zile de la solicitare.

Cu respect,

Director financiar SA “M- INTER-F ARMAI Morozov Maria
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