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iгеа рrеsсurtаti: <<М-INТЕR-FАRМАr)
juridicE de оrgапizаге: Societate ре Ac{iuni.

de identitjcare de stat ;i ctrdu| fiscal: l
iпrеglstгirii de s(at: l2.0ý.l994"

Sed : MD-2028, str. GгепоЬlе,23, mun.Chi;i
de ccrnstituire: поч сrеаti.
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,
3

mеdiсаlй;
еrful cu ridicata al рrосlчsеlоr agricote

сч апr*пчпtчl al рrоdusеlоr fa

itatea fаrmясеutiсý;
sctivitýti de asisfen(ý medicalй;

4с
5.А
6,д,

I

7

рr
8l
9(
l0
dis
l1

сu nmfinuntul in mяgаziпе
дliшепtаrе, Ьýчtчri gi рrоdчsе clin

stomatologicý;
l сч ridicrtn пl рпrfчmчrilоr gi

fa Ьriсаrеа, соmеrсiаlizаrеа,
slоr medicale 9i (sач) а opticii;

;i (вач) fаЬriсаrса, depozitarea,
lelor chimice, toxice, articolelor 9i prod
social: 5t60000 lei.

r; MOROZOV MARIA, IDNP

tul ехtrаs este еliьеrаt iп temeiu| art.
iпгеg de stat а реrsоапеIоr juridice +jý

de stat la data de: l7.08,2020,

сооrdопаtоr
-838

рrrrsопаl. Oрсrаtоr; LP. "Аgэп{i* ý*rvlsii Publite"

I.P. ..AGENTIA SER\iICII ICE,,
Depafianrentul iпrеgistrаге 9i l

Ехт
din Registrul de ýtat al

пr, 32034

conlpletýi ýOCIBTATEA Рý ACT|IUNI

сч ridicata al produ.selor fаrшасеч
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Il.

,i

ог de drept

juridice

-IмЕR-FАRМАп.

&Iotdovn.

рrеdоmiпапtё de

gi {sач) rsрflrаtiа

rеа апgrо а substan{elor gi
de nrenaj.

ХVI din I9 осtоmЬriе 2007 privind
individuali gi сопfiгmý datele din

Gutu yictoriay,l
{ .,'

ргiпсiраl de activitate:

[}цtе cu

.08,2020

lj

qi animalelor vii;

cosmetice;
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Cod
с]рч

D
ь

пчmlrеа
ln u rilоr

Nlodel ul
articolului

fаrа de
origine

Рrоdu-
citorul

Specificl
tehnici dt

olicitati d

а uto rit,
contract

rеа
plinй
сйtrе

:еа

пtй

Specifi carea tеhпiсй deplin5
propusi de ciitre оfеrtапt

St:
del

rdarde
lferi п|tr

l 2 J 4 5 6 а
8

|аsсД de
rоtссl lc

Masca Chirurgicala de
uz medical, dispozitiv
medicale Сl-АSд l, de

tip ll, пеstеrllа, de
чпiса Iblosinta, J

sIrаtчri si 3 pliuri cu
elastic. Ambalata iп

cutii *50 bucati,

Federalia
RuSa

ФI,уп
<Московски й
,]ндокринный

заводD

Masca Chirurgicala de uz medical,
dispozitiv medical CLASA I, de tip II,

пеstеrilа. de untca tblosinta, з straluri.

сЕ SO, inrcg
MED

de protecli
pol ipropi len
Strаturi. ctl (

репtrч рriпd
:chi. culoare

diп

,iп3
astic

rе de

Llbaslrё

сепi tlcale сопгоrm stапdапеlоr,
aplicabile dispozitivelor medicale; lSO
l3485, lSO l497l, DC, сЕ Material:

роliрrорilепб nelesut, Hipalergicё;
Fiхаrе cu de elastic. Permite rеsрlrаliа
Йrё еt'оп: Adaptabila la Гоrmа fb[ci
сч benzi flxatoare,din plastic pentru

паs,

Дпrr;i dc
roteclie

MANUýl рЕN,гRU
EXAMINARE DlN

NlTRlL, N l00,
NEPUDRATE.ffi Malaezra

N--;

SUPERMAx
GLoVE

MANUFACTUR
ING SDN BHD

anuýi поп-St(

nitril, йrа р
netede, de t

)losin[a, mаг

счlоаrе alba

mаrса.; С

ile, din
drД,

lica
nea L,
пrа,

MANUýI PENTRU EXAMINARE
DlN NlTRIL, N l00, NEPUDRATE,
,ЛEDIс_DENT", MAR|MEA L,

ALBASTRE

сЕ, iO. inrcg

MED

КйьяъъБS

()

t; W le: Palii Ni

А, Аdгеsа; rnun

а iп cali

Sinau- Str

de: specialist iп achizilii publice

,Z

l



[,4

Specificatii

tahel va /i complelal de cdtre оfёrtапt iп соlоапеlе

1 ,2,

) рrе{ (

6,7,8, ic

|,9J

4.2)
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Nr.
lot

Cod CPV Dепumirеа Ьuпurilоr
9i/sau а serviciilor

Unitatea
de mйsurй

Canti-
tatea

Рrе(
unitar
(firй
тчА)

Рrе{
unitar (cu

тчА)

Sumа fйrtr

тчА
Suma сu
тчА

Ter
del

пепu l

чrаrе

I 2 J 4 5 6 7 8 9 0

I ]3 l 00000- | Masca de protec{ie Buc. l 5000 2,0833 2,50 з l250,00 48090,00
la юlicir
аdrеsа r

din

fum

lrе АС. ре

lопtul

:orului

) .].l l ()()()0()_ l Мёпugi de рrоtесliе Реr, 600 4,15,7 4 4,49 2494,44 24045,00
Ia solici
adresa

din

Гчrп

ге АС, ре
:pozitului
onlul
orului

д ig*b_ ToTAL 33744,44 72l35,00

Iiепlпа

/\?/л(_,
о/ -,
'/.оB_l--А ffi , рrепumеlе: PaliiNina in calitate

Adresa: muп. Chisi

: iuгist

х #|
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СИСТЕМА ДОБ вольноЙ
сЕртиФи ции

)>

Реп. ЛЬ РоСС RU 798.04ФАг0

д,& хорп.2, оф.21
Тел, (495} 943

реr. N9 oLlMP.Rtr.0001

СЕРТИФИКАТ С

ст
Сиmелlы добровсrьgоr'i ссрт

Рег. Ng OLIMP.RU. .м000041

НАСrОЯЩИЙ СЕРТИФИКА УДОСГОВЕРЯЕТ, ЧТО
СИСТЕМА МЕН ЕДЖМ ЕНТА КАЧЕСТ

ПРИМЕНИТЕЛЬНО К ПРОИЗВОДСТВУ
МЕДИЦИНСКИЕ ицЕвыЕ)

(фриложение N91, конкретизирующее область с

СООТВЕТСТВУЕТ Т ЕБОВАНИЯМ
гост lso 13485_2017 ISO 13485:2016}

Сертификат выда н Федерал ьномy

((московский э инныЙ завод))
109052, г. Москва, ул, хохловская, д.25
инн7722о5971,1 ог н 1027700524840

ýата регистрации
1З июля 2о2о г.

ttапищшй сертпфимт обязывает JняеIыI работ в cooTt
гахs по сертифпмчии

l..-

Руководитель органа
о сер_iгификации

ОТВЕТСТВИЯ

МЕДИЦИНСКИХ ИЗДСЛИЙ

ЦИНСКИХ ИЗДЕЛИЙ (МАСКИ

СМ, является неотьемлемой частью сертификата)

суда рствен ному унитарному

Срок действия до
]"3 июля 2о23 r.

6Ьг:ffi
ежtпjlflоI,о

[ 1.1}

0рган по сертификацин О
Россия, r. Москва, ул. Соловьиная

чW1 К.И. Правдина



EURovikS
Р square, 917 01 Тrпача, S|ovakia

+421 904918907

la rе that the mа п ufactu re
AL STATE UN]TARY ENTERPR|SE

Novokhokhlovskaya Str., Moscow, Russia, 'l

uces

s lMedicaldevice: Endopharm Single use

ich fulfil all the relevant provisions of this the

ective 93 / 42/ЕЕС сопсеrпi ng medical devic

has been designed and manufactured to
'l4683:2019+AC:2019

redited Testing Laboratory and lnspection
Austria GmbH

28, 5500 Bischofshofen, Austria

reports;
; В 25843
:В 260zИ

hereby declare that the product named
t sections of above rеfеrепсеd har

tial requirements of the Directive.

С DECLARATION
, authorised representative

,i
ootn \,(,цýriý 1а Л,i

r(\*:й"*
and position

1\./,;r\цlý}),\\ tl

ENDocRlNE рцNт"

The mаskЪ ty

?"п2;

t соNtоRмlтY

three-layer mask

Directive:

following harmonised standard:

for Hygiene and Medical Devices:

has Ьееп designed to comply with the

standards. The unit complies with all

Фъ-;щ



Сrеаti

ttsed

taciliti

оГ а filter Ьаrriеr to рrечепt respiratory in

rnedical personnel and patients in hospital
l, as well as Ьу persons at high risk of сопtr

in public and commercial organizations, in

у life.

hпiсаl specifications:
face mask is а nontsterile medical рrоd

0-001-4039з587-2020 in the fоrm of rесtа

n-in nose strip furnished with еаr sling.

Main
Medic
32.50.

with а

90_ 1,

fit oft

corTu

uпсоl геd) - spunbond (hydrophobic); 2nd lауеr

antl terial filter; 3rd layer (ехtеrпаl, соlочгеd) * s

Medi ,l rnask has thrее folds, with а depth of l to l.
0 mm long nose clip (retainer) made of plast

mask to the nasal bridge Ьу repeating the

Mask

( tnsert

es in саrtоп boxes. Bags оr boxes made of
,ted carton, The пumЬеr of masks in а group

саr Il ks that епsurе а tight fit of the mask to the fа

lements аrе bonded together Ьу а machine с

efijci су is at least 95 %. Аiг permeability is not m

Scope l'delivery and package:
опе е nlasks in а роlуmеr package оf 5 or l0

Masks are packed in 5 оr l0 pieces in pol

50 pi

Мапu сturеr wаrrапtу and storage terms: St

fiоm l0 оС to + 35 оС and at а relative humidit
at с precipitation and direct sunlight.

ty shelf-life is 4 years from the date of mа

tаrу

CR Ё PLANT
) 2з4-6 92,+7 14951 678-0050, fax: +7 (495) 9l l
htto:i

TECHNICAL SHEET

MaskSingle Use

with Resp

marketing authorization No. 20 10280 dd. 08.05.2020

'ections d the аirЬоrпе infections sp

оu ient treatment and prevention

ing di in the epidemic period оriп
,anSport during epidemics, in emergency

fоr ngle use, manufactured accordi
lar in manufactured Ьу nonwoven

ical ask consists of3 lауеrs: 1st layer

filtеr synthetic detergent, SMMS, mel
Lydrophilic).

спr. ln
metal plastic or metal-paper tape to i

аре of
sides, itting the nose, mouth and chin of
necti

al Fас
Рrо

tlran 2

оr ln
bags

аге

in the

of no

via ultrasonic welding. Bacterial

,4 Раlсm2.

саfiоп Ьох of 50 PCs. Instructi

f the same size with the applied

l000 оr 2000 masks.

пufасturеr's

than 80

Мау Ье

,lth саrе

other

tuations,

to TS
terials,

internal,

n)

uрреr раК оf the mask there is sewn-in

the

поsе. Mask has fixation mеап - elastic

uSer.

iltration

fоr usе

aced iп а grоuр package - а Ьох

,rking оr
made of

packaging at а te реrаturе
%о, protect frоm ех to

MoSCoW
I',]ovttkhokhlovskaya stг., 25, Moscow, l09052, tel.: +7

e-rnai|:

,",,"[,

Federal state



Whom It Мау Сопсеrп

ustгial Раrk, Bukit Rahman Рutга 47000
ibed hеrеаftеr as :-

Sungai Buloh, Selangor
N{ alaysia

SUPERhДAx
(_; l_ ()\, Е \ t.A, }i L,гА с т t,lR I N {; s D}{ в } l г)

, SUPERMAX GLOVE MANUFACTU
ехрогtеr of disposable medical examination

о "MEDIC-DENT" Label, Nоп Sterile

Аrе in conformity with the gепеrаl sa and
Medical Device Regulation (EU) 201717 5fоrС

tG S]

nd sr
ti Bu

Classification: Class I based on Rule 5 t
Regulation (EU) 20l'7 17 45.

contains all the relevant technical in

Аrе in conformity with the national
455-1, EN 455-2, BN 455-3 and EN45

The gloves аге manufactured according ISo
Quality Management Systems and ified
Kingdom Ltd Systems & Sеrчiсеs Cefti lon.

The technical file "DOCUMENT NO.:

ient

м-Fт
ion.

BHD. А
gloves

declares

GeehYар
QA Regulatory

Lot з8, Рutrа ll]dцýtria' Park, Bukit Rаhmа,]
470О0 ýungai Buloh. ýolangor Darul Еhэап,

60з,614523?8 iЭt) liпвs) Fах;60з-61562,191 /
E.N,lAlL:

8 осtоЬеr 2020

registered manufactu:
located at Lot З8, Pu

that the medical devices

Nitrile Examination Gloves

nce requirements оf Annex l
I medicaldevices.

Аппех VIII of Medical Device

harmonized standard EN

l:2015 and EN ISO 13485:20lб
Notified Body, SGS United

3" dated l8 NочеrпЬеr 2019
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