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AVIZ SANITAR
PENTRU PRODUSELE ALIMENTARE SI NEALIMENTARE N 0G50
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Prin prezentu! avlz sanftar se confirma ca producerea, |mponul utilizarea si desfacerea produsalor i echipamentelor
T I G TR 3ASORSUeN NOOMEsDXCasmcR. im0 NPOUISOCCeG, Bec VA TRIORIHUE |/ DERRUIIES LS APOCYNLLA / 0BOpydo8asLs

Echipament de protecnie de unica folosinta non-sterile “ boneta. masti).
fin polimer netesut pe haza de polipropilena. destinate wtilizarii in diverse indusirii

sunt conforme Regulamentului (lor) sanitar (@) /| coomsencrsaon camimiomony (s peanasessmy (am) (56 va ndica

lenumirea complela a Reguiamentulun (lor) sanitar (8) [ yaamis NUmaae HAUMESORANIE CARIMANFIAN (hiX] DEANAMEHMA (08

IMnr 29 F L1683 din 14.05.2001, SF 41220386-001:2018

Organizatia-producatoare/importatoare, {ara de onigine | apeamisaim NPOLRE ANNTOPIMED. CIMpaHa MO 0w s

OMANARSKITRABING SR rcpublica Moldov

Destinatarul avizulul Sanitar [ 2oy cimarie Cammanns o Swsms sl

UMANARSKIL TRADING™ SRL, Republica Moldova, mun. Chisindu, str. Gridina Botanica,
nr. 143, aBu RitH

Ca temei pen recunoasterea conformitatii produselor Regulamentulul (lor) sanitar (e) mentionat (e) a servit /

G B CDOTYRUUG VASEHHOAY (BM] CERNTIADHOMY (bIk) DEINGAGETYY [AM) NOCTY XWX

Demers, certilicat de inregistrare a l'zrmci autorizatic sanitard de tunctionare nr. 4824 din
28.12,2017, mapert dg jnceredrd or, 329.din 17, UJ.‘ULS@&W& de SRL. " Aschim CI™);

Caracteristica sanitard a produselor / canumamsin YapaxmepLImiING HpoTysiiLG
Parametrii {factoni) / noxasime Daxmons:! Normat!vui SANMAT | Comiurmmps bl HOPMGTIUE

parametn cercetati contorm raportului a incercarilor de laborator nr. nr. 329 din 17.09.2018
teliberat de SRL "Aschim C17):

Domeniu de utilizare / OOnacine NDUMEHEHUST pmtectie individuala

Condititle necesare de utilizare, depozitare, transportare, masunie de securitate | HeoCaoodusmee yCrao6us

W KRR XDEHENUR  MPARCIORITHIPOANU. MeDe! DaI0NACHOCTT

“producerea si plasarea pe piatd se va efectua in
condijile respectarnt legislagiel in vigoare a R.M. termenilor de valabilitate, conditiilor de pastrare.
AVIZUL SANITAR este valabil pina la | Cavumapmos Saxnosesue 0evcmewnansHo 00 () septembrie 2021

DIRECTORUL AGENTIEI NATIONALE PENTRU SANATATE PUBLICA "
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CORESPUPBiAuEI MIBICTEPCTBOM EROHOMIMIONO POSBUTEY 1 TOPHIB/I YRPATHIT
OPF AR 3 OLTHKLH BLITIOBLIHOCTI OO «HNPOMCTAHIAP T

HOLATOR

JIO CEPTH®IKATY BUINOBIIHOCTI
K CEPTHOHKATY COOTBETCTBHA
TO CERTIFICATE OF CONFORMITY
CHOTEMA CEPTHOIKALYE BTPODKIU «OC JIPOMCTAIIAPTY

Ne UA.TR.061.002128-18

« 10 , xoBerea 2018p.

OnpowmiHtosasi Gaxrepuuugni ToprosencHol mapkn «BactoSferas, mopeni:

Onposiniosayl MOPMamueHi (NepenccHi, va mdcmasu}

- Ona npusiers 00 20 Ke.m.
OBB 15P OZONE *
OBB 15P OZONE FREE **
OBB 15P ECO ***
OBB 15P-METAL OZONE *
OBB 15P-METAL OZONE FREE **
. OBB 15P-METAL ECO ***
- 8515 npuMiteHs do 35 ke.m:
7. OBB 30P OZONE *
8. OBB 30P OZONE FREE ™
9. OBB 30P ECO***
- Ona npumituets 0o 50 ke.M.
10. OBB 36P OZONE *
14. OBB 38P OZONE FREE **
12. OBB 36P ECO ***

Hop LN

Onpomiogayi CmauioHapHi (HacmiHHO-CMeNboei).

- 0n8 nNpuMiLieHs 00 20 ka.M.
13. OBB 155 OZONE *
14. OBB 158 OZONE FREE ™
15. OBB 158 ECO ***
- dns ApuMiters 90 35 ke M
16. OBB 30S OZONE *
17. OBB 308 OZONE FREE *"
18. OBB 30S ECO ™"
- nA npumitieHs 00 50 Ke.m.
19. OBB 36S OZONE *
20. OBB 36S OZONE FREE **
24. OBB 36S ECO ***
Peuupkynamopu bakmepuyuoni
- Ang npumiters 00 30 Ke.m:
22. ORBB 15x1 Vertical
23. ORBB 15x2 Vertical
24. ORBB 15x3 Vertical
25. ORBB 15x1 Horizont
26. ORBB 15x2 Horizont

Cepia 11

27. ORBB 15x3 Horizont MAX EFFECT

- 8na npumitlexs 0o 60 ke.m:
28. ORBB 30x1 Vertical
29. ORBB 30x2 Vertical
30. ORBEB 30x3 Vertical
31. ORBB 30x1 Horizont
32. ORBB 30x2 Horizont

33. ORBRB 30x3 Horizont MAX EFFECT

Ty&yc—r;sapuu.‘
34. SUN BABY (ann pite#)

35. SUN UNIVERSAL (yniBepcanbHui)

36. SUN POWER (ans nopocnux)
Onpomiriosavi keapyosi:

37. QUARTZ 125 MULTIFIX

38. QUARTZ 125

38. QUARTZ 240

40. QUARTZ 400

41. QUARTZ 125 INFRARED

42. QUARTZ 240 INFRARED

43. QUARTZ 400 INFRARED
Pegnexmopu Minisa (Cuni namnu).

44, MININ MULTIFIX

45. MININ PORTABLE

46. MININ ELITE
OnpomiHesaYl iHhpaYyepsoHi:

47. MININ MULTIFIX IR

* 48. MININ PORTABLE IR

49. MININ ELITE IR
OnpomiHR8aydi MeouyHi:

50. MED 15

51. MED 30

52. MED 30x2 EKRAN

53. MED 30x3

54. MED 30x6

55. MED 30x3 TIMER

56. MED 30x6 TIMER

* . 3 030HOBOIK BAKTEPHLMAHOI NMEMNO, E(heKTMBHIUA pecypc poboTy 8000 rog
* _ 3 5e3030HOBOI0 BAKTEPHLMAHOIO NaMnol, edexTueHrA pecypc pobotu 9000 roa
* _ 3 HeBuTKOK 6E3030H0B0I0 BaKTePULIMAHOIO NamMNolo, edekTUBHUAPeCypC pobotu 16000 roa

Beworo: 56 monenen.

3acTynHMK

/
KepiBHBK oprany 3 owiHKy BiLANOBIAHOCTI /k

PykoBOaMTEb OPraHa N0 OLCHKE COOTBETCTBHMA
Director of the conformity assessment body
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TOB «BAKTOC®EPA», kog €APNOY 39621673
IopuanvHa agpeca: Ykpaina, 03162, M. Kuis, np-t lleca Kypbaca, 18-I;
Ten.. +38 (044) 290-78-78; canr: bactosfera.ua

(Ha3Ba 3anBuMka, K04 32 EAPMNOY, agpeca xOHTaKTHUA TenemoK)

nigreepaxye, wo npoaykuis: OnpowmiHioBaudi GakrepuunaHi (Meawuunwnin supi® knacy |)
TOoprosenbHol Mapku «BactoSfera» (56 mopenen 3rigHo 3 gogaTtkom), koa AOKMM 26.60.13,
kop YKT 3E[1 9018

(noaxa waisa npoaysui ta xoa YKT 3EQ)

BupoGHuuTBa TOB « BAKTOCPEPA», kog €EAPMNOY 39621673
ropuanyHa agpeca: Ykpaina, 03162, m. Kuie, np-1 lleca Kypbaca, 18-
agpeca supobuuuTea: Ykpaina, 03049, m. Kuis, np-1 MNosiTpodnoTcekuin, 10

(Haasa srpoburka, WOro anpeca)
Bignosigac BuMmoram: TexHIYHOro pernameHTy WOAO0 MeaHuYHMX Bupobis,
satBepaxeHoro NKM Ykpainu Big 2 wosBTHA 2013p. Ne753, ACTY EN 60601-1:2015;
OCTY EN 60601-1-2:2015
Ha nigcrasi:
- pobpoBinbHOTO cepTudikaty BianosiaHocTi NeUA TR.061.002128-18 sia 10.10.2018p..
suaaHoro OOB TOB «Oprax 3 ceptudikauii «MpomCranaapTy.
- npotokonis BunpofysaHb NeNe0906.19/18X2, 0906.20/18X2 sig 06.09.2018p., supaHux
BJ1 TOB « YKPMIPOMNABE» HBCLI» 03170, m. Kuis, yn. M. [ipaii-Xmapu, 6.44, od.77

ulcro peknapauicto TOB «baktocgepa» niarBepaxye, wo:

mae noeHull Komnanekm mexHiyHol doxkymermauil Ha medudHi supobu 3zeidno fodamky 8
TexHiYHO20 peanameHmy wodo MeQUYHUX 8UpobIs,

- dompumyemsc_npouedypu eHympiWHL020 KOHMPONK 8uPOOHUUMEa 32i0Ho _[Jodamky 8
TexHiyHo20 peanamMeHmy wodo MeduyHux supobis;
cucmeMamuyHo nNpoeodume aHania 0oceidy, ompumanozo nicna geedeHHa meduyHux eupobie
8 06i2. 3 ypaxyeaHHsaM nomoxeqs [odamky 10 TexHiyHo20 peanamexmy uodo MeouyHux
gupobis;
30i0CHIOE KOHMPOIb SKOCMI Ha KOXHOMY emari /MexHOMo2iyHo20 npouecy eupobHuumea,
geedenHa 8 0biz,_npu 36epizaHHi A

[eknapauito CKNageHo Ta nignucaHo Big imeni TOB «BAKTOCOEPA»

1

Iupexrop TOB «BAKTOCOEPAY | S 97 0.B. Nanota

(nocaaa ocobM, WO CKN&.1E ASKNAPAUI0) _..;’," (maaue)
/
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_DANIMOSA™ SRL. Moldova, Comrat, sir.Pobeda, 58

Ca el perlL FCOBYITES CONDMMAI Produsesor Reguismentull (Ko sangi fa) Mengionst (o) a serdt |
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Demers, coniract, aviz §i raport pentru materia primd, descrieri pe produse., )
raport de incerchni nr.392-20 din 23.07.2020 o
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Echipamentu! de protectic este confectionat din materiale (bumbac. spunbobd 40-80 g) "x

admise pentru astfel de mﬂmﬁmw (UE) 2016/425 privind echipamentele %7

de protectic individuale _ A

MWIMM“ 2 protectic individuala "
sifgdes, - >

“mth*m wAswrs de securitets /

; M&' respectdrii legislatiei in vigoare in Republica Moldova .
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EC Certificate TUVRheinland
Directive 93/42/EEC Annex V
Production Quality Assurance

Medical Devices

Registration No.: DD 60121147 0001

Report No.: 16801042 007
Manufacturer: Changzhou Operson imp And Exp
Co., Lid,

#7008, #12083712085 Modern City
217 Huangshan Road, Changzhou
213022 Jiangsu

China

Products: Medical Devices
(see attachment for products included)

Replaces Approval, Registration No,: DD 60077583 Q001

Expiry Date: 2022-08~-22

The Notified Body hereby deciares 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 systam, which is subject to periodic surveiilance, defined by Annex V, section 4 of the
aforementioned directive. For placing on the market of class llb and class Ill devices covered by this
certificate an EC type-examination certificate according to Annex lil is required.

Notified Body
Effective Date: 2017-08-29

Date: 291 TF-08-29

X Ren

TUV Rheinland LGA Products GmbH - TillystraBe 2 - 90431 Nurnberg

1OV Rheinland LGA Products GmbH is a Notified Body according to Directive 93/42/EEC™
concerning medical devices with the identification number 019 5™ \

06 4 B 0R & TUV TUEY end TUN e egiieed MROSTGAL \JERBENCN B4 S Faipuenel (1Y R0 s
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Certificate TUVRheinland

Quality Management System
EN SO 13485:2016

Registration No. SX 2085027-1

Organization: Changzhou Operson imp And Exp Co,, Ltd.
#7008, #12083" 12085 Modern City
217 Huangshan Road, Changzhou
213022 Jiangsu
China

Scope Sterile
Infusion Sets for Single Use. Sterile Transfusion Sets for Single Use, Sterile
Scalp Vein Type Needles for Single Use, Sterile Hypodermic Needies for
Single Use, Sterile Insulin Syringes for Single Use, Disposable lrigating
and Feeding Syringes, Disposable Medical Three-way Stopcocks,
Oispusabie infusion Enterai Giving Sets, Disposabie Connecting Extension
Tubes, Medical Face Masks

The Certification Body of TUV Rheinland LGA Products GmbH certifies that the organization has established and applies a
guality management system for medical devices

Prou! has been furmished that the requirements spealfied n (he abuvemenuoned standard are fulfuiec The guaiity
management system is subject 1o yearly surveillance

Report No . 15069765 011
Effective date. 2020-09-09
Expiry date 2023-07-06
Issue date: 2020-09-09
ey FuXiu Sheng
TUV Rheinland LGA Products GmbH
‘( DAKKS TillystraRe? 90431 Nijrvberg  Germany
s Deutsche P NG wile
Akkredingrungsstelie \
D-ZM-14169-0:-02
Vip- \ '}
- Peo-i4f A
. < X
Y



COPIA CORESPUNDE
1 ORI(Boé/mbssIStrbam Products

Sertiftaton Department TUVRheinland®

Precisely Right.

TUV Rnenland LGA Products GmbH « 90431 Numberg Contact

Tel +45 911 655-8225
Changzhou Operson imp And Exp Co., Ltd. Mai st AR
#7008, #12083" 12085 Modern City e
217 Huangshan Road, Changzhou
213022 Jiangsu
China

Date Seplember 11 2020

Application for: QMS
Certificate No - SX 2095027-1
Requirement @ EN ISO 13485:2016

Dear Madame or Sir,

Enclosed please find the new geriiﬁeat&ﬂ\o SX 20950271
replacing the previous certificate: . ' .

Best regard

Fuxiu Sheng et A
Certification body
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