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e S PO R S o Corifcat . 22 chn 24 10.2014, watabil phdin 24/10. 2018 :
X AVIZ ITAR . '
=y PENTRU PRODUSELE ALIMENTARE §1 TSR AT %
lm Canumapnoe siw posense A O T e S e p
A din/om * L™ i a/e 2019
" Prin prezentul aviz sanitar se confirmé i producerea, im utilizarea §i destacerea produselor | echipamenteior
" 'j HACTIONLLIM COMUTREmLAL Seinrmonvamn ol \smen, o WL L AL U PASMLLLE NpodyaniL /| DO et
= b
: ,.i Reactivi de diagnostic — Azopiram pentru | 00 ml soluie gata, indicatori pentru controlul sterilitdyii,
13 sunt wmﬂhﬂmmmmwmmﬂuwm
;‘} danumires completi a Regulamentului (or) sandar (a) / PN VN ARHCBEII CHTICND (i) Debts iy if1a) (0w
Indicatii Metodice nr.29 FJ/1683 din 14.05{01, Directiva Europeand 93/42/EEC privind
dispozitivele medicale
Organizatia-producitoarefimportatoars, tara do origine | (o Mpou AT, CPa MPOUCTmH s
Federajia Rusd, ZAO "MEDTEST”
Destinatarul avizulul sanitar | somramans: carumsaomo

str, Grenoble, 23

e ului {lor} sanitar (¢} mentionat (o) a servit |
[} DOBNRAEHTTY (1) AOCAMLIND

+M-INTER-FARMA” SA, Moldova,

Ca temel pentru recuncagterea conformititli produselor R
Chermmienmind A MEALMN TEOCVALILI PHIINACAY {biv) Gl

Demers, contract nr.01/K11I din 11.04.2018, facturi, pasapoarte de conformitate, legitimatii deinmﬁﬂm
m B SR 2071 i 16,07.2008, Baport o Scesghrilar de Isbosmtar e 4226 din 22,07.2019
Caractoristica sanitars a produselor | caamapesan XASSTIRRUCIIN Fpodyw
Parametrii (factorii) [ nosaoameny frbanrmogsi : vl SN | carrmapemi HOpMBTIE

conform raportului incercérilor de laboratdr nr. 4226 din 22.07.2019

Domeniu de utilizare | OGECTES MDUKN LS. scopuri medicinale

Conditiile necesare de utilizare, depozitare,
LR SOMMAAR, MR, [TYMICTIOEN TRLEICMINLS, A !

importul, plasarea pe piaja in conditiile
AVIZUL SANITAR este valabil pind la / Camapnos




1.2 Grafunusarop
13, AHMIie CONAHOAE Ml

2. TexHwseckme xapactepHcTHRm
21, YyscTeuTemsMoCTs,  MORCMMTENsHER 1:100 000 Coama ememayem
PESKLMR MPH PAIBLABHAM KDORK, He Mevee
22, Bpews BexOna Ha YCTOMMBNIE NOKE3H. 1 Coome emcma yem
HEL, Mk He Bonee

Jaxmouenue: HaBop coorasercrayer tpeSosprnam TY 9398-248-27511906-02
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VIMEATECT

Dopus NC.1
AD 'Fh;a:;:c.;.- ;;!:J;;'{*: NevepSypr, yn Passessan. A% nmtA Tig (B12) 572-23-95
NMACMOPT CQ TBETCTBUSA
Knacc uenonnerus no FOCT ISO 11140-1-2011 — 4 ( oronepemerHsie)
Homep roc. peructpauymm Ne®CP 2012/13342 ot 12,1 2017 Cepua No | 060919
TYE:!B&-EIM—SSZEESEB—ZME Aata uarorosnexus | 09 2019
::1 Nokasarenn T BaHuA TY Peaynnrarte: avanwaa j
HE b i 2 | a — |I
Cooreercraue BHeWHEro anga 121,12B.,125.12 6,127,
" | unauxaropa 128.1214. 1214, 1215, 1218 1 i) R
Coorsercraue cocTama 1
2 yNakosku, komnnexry HTA, 13,146,147 coovaercrayer
Al MapKUPORKM | ‘
Coorsercraue UBETOBOR |
3 FamMmisi TEPMOUHAMKATODHOM W 1.2.20 cooTBeTCcTAYET |
UBETOEORA meTok WHOKKaTOpa
Cootsercrane B yCnosusx |
4 rapasTuposasHoro ADCTUREHWUEA 1.2.20. cooTBeTcTEyeT
KOMEYHOIO COCTORNHMA
Nposepka HECOOTBETCTBHA B
YCNOBUAX HeaOCTHREHWR
5 KOH@YHOTD COCTORNMS & pa—_— 1.2.21 cooTaeTcrayer
i ropauem soanyxe
| 8 j Cpok rogmoctu 12.44. cooTBeTCTEBYyeT
| | P 36 C Q8T MArOTOBNEHMKRA
1. —

Meneitanus, noBepku nposegers 8 ofveme ng

HavaneHuk XTY

Ornyck paspewwn

Komnnexraumo & cog TETBIUMN
cma-bﬂpﬂaou
Havaneruk yna yJacTka

Havaneuux Npoussqncksa

NeMO-COaTOMHbIX HCNbITaHWR

eanuam, TY BEM#&EE?EZJZE-!WZ. rocr
emcmeuu ¢ HasHavenuenm u onacmero

M.A. BopotHuukas




EMEATECT @opua NC-1
:_E';lun-:-r". ;!:1':2:]2' -E -Netepbypr ¥n. Paswoswan, AJlaur A v igm (812} 572-25.98
NACMOPT ¢ TBETCTBUS
WHaukaTop xummieckui Pa3080ro npumexeHus
Knacc uenonuenus no MOCT ISO 11140-1-201 1-4¢ NepemeHHbie)
Homep roc perucTpaumm Ne @ C P 2012/13342 o7 1 12,2017 r. Cepun Ne | 050919
TY 5393-014-53252325-21312 Aata wsrotosnexus | 09 2019
,; i = ____.]__________.__ =t I WA i 3
ol MNokazarenw THeBosanua Ty PesynuTatii ananuaa
L IT ] ) s 3 ! 4
Cooreercrane oHewwero auga | 121 12 125,126,127, [
" | wnauxaropa 128, 1219, 1214, 1215, 12 1 e |
Coorsercrame cocrasa |
2 | ynaKkosku, Komnnexty HTL, 13,146,147 cooTtBeTCTEYeT -
MapKupoaKK 1|
| Coorsercrane yserosoi I
3 FaM M L TEPMOUMHAMKATOPHOR 1 1.2.20, cooTeeTcTEYET
}_ UBeToBO® meToK HHOWKaTopa . !
Cooteercrame p yonoeusx i
| rApanTHPOBaKHOro AocTHxeHus 1.2.20. cooTBeTCTBYeT
| KOHeuyHoro cocroamms i el |
.' NpoBepka wecoorsercrams g
| YCNOBMAX HepoCTHmeHUR
5 KOHeUHOro cocTonHmnA B Cyxom | 12 CoeTmeTarayer
!__ ropsitem sosayxe |
| B Cpox rogmocTu 1244 cooTeercTeyer
L 36 umue+ + A3Tbi MIrOTOBNEHKA
e ||

Uenbitanus, NOBEPkM Nposegens s obweme np

Mpodyxyun i:uemnmcmm HopmamueHbim m
ISO 11140-1-201 1, 200ma x Ucnonssoearuro g ¢
npumererusn.

HavaneHug XTYy

Komnnexraumio s TCTRAW
C 3aKas - HaprAaom n
) Hauansuk ynakoa P y4acTka
. Ownyex Paapewun
“ . HavaneHuk npou3soacTha

PMO-CAATONHRIX HeNbLITaHWA

M, wszsa-afmzszsmmz rocr
Meuu ¢ Haznaveruem u obnacmeo

-y ”‘/WM.A BepoTHuykas

»”




Popua NC.
VIMEATECT
AQ “Mearect”, 181002 ¢ ‘Narepbypr, yn. Paawesman. 1 5| lnur.a T/ (B12) 572-23.095
Knacc ucnonmenus no roCT 1SO 11140-1-2011 - 4 ( oronepemMeHHsie)
Homep roc. perucrpayun Neocp 2008/05786 ot 14 12]2017 Cepua Ne 040919
TY 9398-008-53262326-2009 Hata uarorosnexus 09 2018
a 1 =
:rn Mokazatenn TLGonmm TY Peaynurate: ananuaa
[ 11 2 3 It 4
Cooteercreme BHewwero auga 121,123,125, 128, 1.211,
1 WNAMKaTOPa 1218, cooTEETCTEYyeRT
Cooraercrewe cocrasa
2 ynakoskn, komnnexty HT[, 1“ 148,147 cooTeercTAyer
| MEpKHUPOBKM
| CooTeercrame useToBoR
3 FaMMbl TEPMOMHARKATOPHOMR K 220, 1.2.24 cooreercrayer
.| useToBO# MeTOK WHAwkaTopa | =
| Coormercreme g YyCnoBuax [
4 fApaHTHPOBAHHOTD AOCTHKEHUR 1.2.24, cooTBETCTBYyeT
HOH@YHOrD cocTonHMus
MNposepka wecooreercTana (£}
YCNOBHAK HEQOCTHMEHMRA
5 KOMBUMOIO COCTORNMR B 1R25, 1227 cooTBeTCTAyeT
HaCbiWeHHOM nape 1 |
MNposepka HECOOTBETCTEMA B |
YCNOBHAX HegOCTUMEHHA |
& KOWEMHOTO COCTOAMMS B Cyxom 1322, 1228 cooTeeTcTEyer |
1y ropavem sosgyxe 4‘
7 Cpox rogmocru S ik c‘ 2.32.aw — tooTEeTcTEyer |
cneitanus, noBepku nposegensl 8 obseme NANEMO-CAATOYHBIX MENLITANKA
3akniovexue:
Mpodyxyus coomeemcmeyem Hopmamuensim lﬂﬁooﬂﬂﬂﬂﬂ, TY 9398-008-53262326-2009, rOCT
1SO 11140-1-2011, 200ma ucnone3oeanuo & coompememeuu ¢ HalHaveAuem u ofnacmeso
npumereHusn,
-
A,
Havanemuk XTY [ " MA BopotHuukas
/4
Komnnextauwe s
C 3a¥a3 -

Ornyex paspewmnn

o

TCTBIM .
HapRAoM annn c
Havanshix ynakon HQro y4acTka ;

HWK Npowasgadraa




VIMEOATECT

TaAaEET RITI'I"F?
AQ *Megrect”

191002, ¢ -MetepBypr, yn Paiweaman, 5

Copes NC-1

nWT.A, now. EH-B2, T8 (812) 572-23.95

60x100; 75x150; 75x%200; 90K170; 90x180; 90x230; 90x250 ;—1
100x200; 100x210; 100x250; 00x300; 100x320: 100x400; Homep roc.
Koafrunopaamep (mwm): f POrHCTPaWMM:
nens- . | 100x500; 115x200; 115x245; [N 30x250; 130x270; 130x370: T.mpmv‘mz
| 140%200; 140x250; 140x390; [150x250; 150x280; 150x300, N L
150x350; 150x400; 150x600; [190x330: 190x340; 200x300; 53262326-2010
200x330; 200x400; 230x280; [230%350; 250x320; 250x360;
250x400; 250x440; 250x500: 00x3%0; 300x400; 300x430;
300x450; 300x500: 300x600; [350x400 350x470; 350x500
350x600; 400x600; 450x500; M50x550; 500=x600
Cepuiinsiii BRINYCK,
Aoty wirorosaenns CMOTPH Ha YnakoBie,
N I Pesynetare
nin Nokaszatenw MywkTei ffpeGosanua Ty aHannia
1 2 3 4
1 Cooteercreme BHEWHErO BHaa 122 1231126,127. 128 coomeememeayem
2 Mapxuposxa 145 coomeememeyem
3 ::nmlm: “H";;“ - 1.3 Foomaememayem
Nposepxa yeronumsocTy
4 .':n:mmua:wruhmup.u 1.213 coomeememeyem
CT2pHNMIAL MM
5 :npmﬁ““::mm'mm .2 14 coomeemamayem -
Cooreercrame UBETOB HaYanLHOrg,
8 KOH@YHOro cocTonnmi 124 coomeemomayem
HHOMKETOPHOR MeTKu
|
7 Cpox roanocru NPW XpaHeHuu: 60 mecaues|c harw MIrOTOBNEHWA Coomaememaeyem
Jakmousnue:
Npogykuus CoOTRETCTEYET HOPMATHEHBLIM TpeSosannam, frogma x HCNONL3ICBAHMIO B COOTBETCTRHA € HAIMAvYeHHeM
"

10 NPHMEHEHUS.

Komniestawmo a CooTRETCTBMN




VIMEATECT ®opua NC.1
AD '¢H‘u1;;t.:.1:.'1ril.tpil?:li,'é -NetepSypr. yn Paswssman, 2 B [nut A 1 P (812) 572-23.08
MACMNOPT C TBETCTBUS
WUHaukatop XUMUYeckuin paHopazosoro NpUMeHeHus
AaAns KOHTpONA npo crepunuaaumt
HPAM
Knace uenonnenus no MOCT ISO 11140-1-2011 - 4 (wHoronepemenuie) _
Homep roc. PerucTpaumm Ne®CP 2009/05786 or 14.1212017 Cepns Ne 130919
TFEB%—WB—EWEEE—EMB Aata warotosnenus | 09 2019
1 11
r:: Mokazarenu TY Peaynurate awanmaa |
'_'_1_—"—'_'_"_—2'_ e E IRy BRI R 3 4
1 | Cooteereraue snewnero anaa 121, 1.2.* 125,120, 1211 cooTesrcrayer
| | HHOMKaTOpa 1.2.16 ai L
Cooteercrame cocraga
2 ynaxoskw, komnnexty HTJ, 13,146,147 coormercreyer
MBpKUPOBKK -l
Coorsercrane useroson =1 L
3 FaMMbI TEPMOUHAKKATOPHOM 1 N220., 1224 cooTeercrayear
l UBETOBOW MeToK MHOuKaTopa - |
| Cooraererave B yenoannx I
| 4 | FApaHTHpoBanHOro RocTHKEHHA | 1224, CooOTEETCTEYOT

KCHE@YHOrD cocToRHMA

MNposepxa HeCOOTBETCTaMA B
| 5 YEnoBUAX HegoCTHXREHHA
KOHeYHOro cocTonnmn B
i_ HEChIWeHHOM nape

—

£25, 1227

coorBeTcTEyeT |

Mposepka necootaercTaNn o
YENoBMax negocTumenus !
| KOHEYHOro COCTORMMA B Cyxom 1922, 1 2.26

i ropadem soigyxe

cooTeercTEyer

. 1.2.32.
I ! Crox ray " 36 muaLn: AT HArOTOBNEHUS

cooTeaTcTAyeT |

Viensitanug NOBEPKW NpoBegeHs B obveme NEWEMO-CAETONHBIX MCMbITAHUA

3aknicyeHue:

Mpodyxyun coomeemcmeyem HopmamueHsm m, aHuRAM, Wﬂ&ﬂ-ﬂﬂl—ﬂ?ﬂﬂﬂ-zﬂoﬂ. rocr
ISO 11140-1-2011, 200Ha K UCNONL3IOBaNUIO & coomeemcmeuu ¢ nasnaenuem u obnacmeio

memmncuc

C 3aKka3 - Hapsgom
HavaneHmk

Havansuuk XTY - @Z _M.A. Bopothuuxas

Ornyex paspewmn
Hauanenuk npo




Hauwansnuk XTY

VIMEATECT Sopua nc.
E "H.l;:;i:.f':.';'ﬂ.;ﬂ-ﬂi.-é -NerepSypr, ¥yn. Pasveaman, Af T A T g (812) 572-23.55
MACNOPT cQoOTB ETCTBUSA
WHaukarop XUMUYECKUi Pa30Boro npumeHeHus
Fulgic] KOHTpONA npo crepunuaauun
Knacc ucnonkenus no MOCT ISO 11140-1
Homep roc. perucTpaumu Ne®CP 2009/05786 or 14.13j2017 Cepua Ne | 240919
TY 9398-003-53252325—2&09 Aata warotosnenus 08 2019
1 I l
Ne nin Noxazarenw TY Pesynuratel ananwaa
1 3 ;] '
Cumu'rﬂlm-mmm 1.21.,1.28.. 12 5,129, 1211,
1 WKW 1216 cooTsercreyer
i Cooteercreue cocrasa
2 ynaxosku, komnnexry HT[, 18,146,147 cooTtsercreyer
MapxMpoaKm
Cootaercrane userosoi
| 3 FaMM sl TEPMOMHANKATOPHOR M 220,12.24 coDTBETCTEYET |
HBeTOBOW MeToK WHAWKaTOpa F ,
Cooreercrane s yenoawax |
[ rapanTupoBaHHorg .
| 4 AOCTUMENHA KoHeuHOrD 1.2.24 | cooreertcTeyer
COCTORAHMA .
. Mposepka necootaercrams & ‘- |
yenosuax vegocTiumennn
| 5 KOMENHOrO COCTORMMS B 112.25., 1.227 cooTtmetrcrayer
(- HackiwerHom nape b ! B 1} S—
Npoeepxa necooreercrams g {
YCnoBuax HepocTuxeHms
| 6 KOMGNHOFO COCTORMMNA B oyXoM 1222, 1226 | cooTBeTCTByeT
| ropayem soinyxe I bl
i |
1.2.32 f |
I 7 Cpok rogHocTy % el AOYOuiE II cooTsercrayer .
chm‘raﬁun, NoBepku npoBefexs B oBwame NMRMEMO-cABTOYHBIX MCNBITAHKMA
3auniovenne:
Npodyxyun Coomeemcmeyem HopmamueHsim logaruam, Ty HMEEIEZJZ&-EWH. rocr
Iso 11140-1-2011, 200ma ucnonsioeanuw e §emcmeuu ¢ HasnaveHuem u ofinacmsio
npumesrenysn,

Komnnexraumo s Co
C 3aKa3 - HaprRgoM
Havansug

, Ornyex paspeiwmn
" Havansmuk npoua




EM“TEGT ®opma MNC.1

I E RN R] ﬂ"ft!l!'l‘ I
AD "Megrect” 1§51 002, C -MerepBypr ¥n Passsawan (5. nur Arig o (B12) &72-23.95

MACNOPT ClOOTBETCTBUS
A ro npumMexerus ans ko

HI01-"Megrect”-132/20

HPHM.B!FT‘IE.OQEHC

KAace uenonHenwn no FOCT ISO 11140-1-2011 - 4 {J;omwpﬁmma}

Homep roc. peructpawun Ne ocp 2010/09784 ot 26.48.2018r Cepun No | 240919
TY 9333-0&3—53252323—2056 Aava waroroenenus | 1o 2019
I
N2 nin | Noxazarenu Homepa h;mumn TpeSoBamHui TY Peaynsrate ananuia
5 T 3 3 ~+ SRS
i’.‘:ﬂmmmnuc'rm ]
1 KomMnnexty HTA 121,123,131, 152 cooTaeTcTAYeT
2 Mapkupoexa 14 COOTBETCTBYET
Cooreertcrane raBapuTHbix 124,125 126,127 128,129
v Palmepos, BnewHero suga 5? 1210 ChoTRSTCYaySY
rganunom. K BO3aeRCTBMIO
4 CTePMNMIY IO MY thaxropoa 8 1217 cooTeeTCTEyeT
YENOBKAX OTCYTCTEMR napa
CooTsercrame
IKCNAYATALUMOH Hisix HavecTR
5 WHAKKATOPOB B PernamenTHLix 1 1114 1215, 1218 cooTeercrayer
JHAMEHMAX 11 —_
& Cpox rogmwocTu 1221 cooTeercrayer
36 mecn C SaThi H3rOTOBNEHMA

|
Wensitanun, nosepku NpoBegens B ofiveme npenTnnumnhcm: MENLITRHKWA

Jakmovenme: J‘
Npoayxumna COOTBETCTHYET HOPMATHBNLIM TpeGosanuan, [rogua x MENONL3IOBaNMIO B COOTHETETRUK ©

HadHavenwem u oBnacrLio NpUMEHEHHA.
Havanexue XTV O&’%M A. BopotHduxas

Fi

'{.
mmn B gogreeTcTEMM
C 3axay - ngoeepun
HavuansHm HOMD yuacTka

O W
H:f'mm%m




|
E"EATECT | Sopma NC-1
AD "ﬂlu;-ll;:t.r"'_- ;;1:335':: -MerepBypr, yn, Paaweswan, RBiS. nur A rip.. (B12) 572-23-95

|

|

MACMOPT C DOTBETCTBUSA
WHavkaTop xumuueckuii OfHO O NPUMEeHeHUa ans ns
NapoBoOW cTepunusaymm -BH/01-"Megrect"-120/45
HPWUM 832718 005NC

|
Knacc ucnonwenus no rocT ISO 11140-1-2011 - kuucrnnapauauuua:
Homep roc. perictpaumn Ne ©CP 2010/08764 or 26 03.2018r Cepun N | 160919
TY 9398-003-53262326-2006 ! fata waroTosnexms| 092019

MNokaaatenw Homepa|nynxtos rpeBosanmi TY | Pesaynerartel ananuaa
1 2 F] 4
Cooreercreme cocrasa
1 Komnnexty HTA 12).123,131,152 cooTrBeTcTByeT
2 Mapkuposka 14 cooTEeTCTEYeT
| Cooreercremne rabapurHiix 124,125 126,127.128
d PaiMmepos, BHewHero suaa 1.28,1.210 o i i i
YeToiumsocTs K BOJAGHCTBHIO
4 CTEpUnuMIyowmMx dakropos & 1217 cooTeeTcTRyer
YErnoaunax oTcyTcTaus napa L N R |
Coorsercrame (i o= |
HIGMEITILI.HHHHH! KavecTR 1
- WHAMKATOPOS B perna ik 1 q 14, 1.2.15, 1.2.18 cooTEeTCTEYET
IHBHEHUAX )
i lla | 1221
POk rogHocTk 18 um*ucnm . anih: | cooTBercreyer
| —— .

Wensitanmua, nosepkn nposegess B obbeme npeg

daxniovenne:

BLABUTENLCKEMX Men BITAHAR

Npoayxumsa COOTBETCTBYET HOPMATHEHLIM m&nnh. FOAHE K MCNONLIOBAHMIO B COOTRETCTRNM ¢

HaiHauyenuem u oBnacTuio NPUMEHEHMA,

Havansmux J(Tl

C 33ka3 - Hapaaom

Ornycr paspewnn
Hauanewuk npo

Komnnexraymo B CpOTRETCTEMK

POBEEMN
Hauanbri ynaxgapusoro y4acTia

£ &/ &]ﬁ. Boporwuuxas




RMEHTECT ! Sopma NC-1

l.lﬂl'l'-'ll'l'liF‘I'l'l‘r

AQ "MegTect" 181002 C -NerepSypr. yn Pasweaman, o 4. nur A 1 - (812} 572-23-85

MACNOPT CQOTBETCTBUS
Wramkarop xumuseckui
ANA KOHTPONA NapoBoi cTepu U VIKTIC-"Mearecr"-120/45
MKNcC- - |

Knacc uenonvexus no FOCT ISO 11140-1-2011 -4 (nh

Howep roc. peructpauun Ne ©CP 2010/06854 or 26 2018r, Cepua Ng | V70919
TY 9398-001-53262326-2009 Aata warovosnenun | 092019
Ne 11l . |
nin Moxasarenu NyHiel TpeBosanui TY Pesynbrarel avanuaa |’
[ ] 3 " =
Cooreevcrane cocrasa |
1 Komnnexry HT[] 1.3.1 cooTBeTCTBYOT |
L |
2 Mapkuposxa 1.4, cooTBeTCTBYeT
CooreetcTame BHewHero Buga, 121.,12B.,1.24-125 12 T.
¢ OKkpacku stanoua 1218, 1218, 1.2.21, cooTBeTrcrayer
4 :f:;::m: ':::‘;‘;:‘““ 1217, 1.2.21 coorsercreyer ]'
Coorsercrane I |
IKCANYATAUNOHMBIX KavecTs
| o MHAMKATOPOB B pernameHTHLIX | 1a18. Wbt i L |
| IHAYSHMAX '
r —
- 1225
| o Cpok roanocrs 36 mecaues|c aary MIroTORNEHIUS CRONSsTLYRY ¥y I

ill | el J

Mcneitanus, NoBepku nposegensl 8 obseme NASALABUTENLCKUX MCNBITAHUA
[

3aknioveHue:
Mpodyxyus coomeemcmeyem HopmamueHsim eYosarumm, TV 9398-001-53262326-2009, FoCT
150 11 140-1-2011, 200ma « ucnonesoeanurw e coom Ul ¢ Hasnavenuem u 06racmio

npumexenus, |

Hauanexue XTY | .ff M.A. Bopotwuuxan

Komnnexrauwio & cox W
€ 2821 - Hapagom %pﬂn
Hauansmuk ynakoackm y<acTka

Ornyck paspewmn
Hasansmuy npnuu%)nﬂla




VIMEATECT

®opms NG-1
AD ‘:d‘u;:;ﬁr"*.. 1'9.:.::3’:*.'5 -NevepBypr, ¥n. Paawesman, 2. 8 nar A, nom.8H-BZ T./¢: (812 572-23-95
WkgukaTop xumudeckuin
ANA KOHTPONS BO3AYLLHON Waaunm MKBC-"Megrect'-180/80
UKBC-1 “C 1 60 MUH. (+5) MUH.
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LIM‘Q LIGHTS M|

EDICAL MANUFACTURE CO., LTD,

ADD: No.19 Quanda Road, Wuging
TEL: ++86-22-27811666; 27811660;
URL: www.lightsmedical.c

Pevelapment Area, Tianjin, China P.C.: 301700
27811658  FAX: ++B6-22-82160658; 27825018

pm E-MAIL: salest@lightsmedical com

Declaration of Conformity

for medical devices

q

Manufacturer: LIGHTS MEDICAL MANUHACTURE CO., LTD,

Address: NO. 19, Quanda Road, Wuging Dev|

tlopment Area of Tianjin, 301700, P.E.China

EC Representative: Wellkang Lid v'a Well
Address:Wellkang Ltd, The Black Church, S
Tel: +44(20)30869438 32876300
Fax:+44(20)768 11874

Tech Consulting
Mary's Place, Dublin 7, D07 P4AX, Ireland

Web:www.CEmark.com, www.CE-markifgcom, www.CE-marking.eu

Email: AuthRep@CE-marking.eu

Name of the device: Alcohol Prep Pads
Product item code: L-02
Class: |

THIS DECLARATION REFERS TO CORRESPOND TO THE FOLLOWING PROCEDURE OF

CONFORMITY
ANNEX V

ACCORCING TO THE DEMANS OF TH; MEDICAL DEVICE DIRECTIVE 9342/EEC OF THE

EUROPEAN COUNCIL DATED |4TH

Date: | (él’?”“?
Signature: N':er.a Oh

Istamp/ /

1993 and amended by 2007/47/EC.

Name: Nicole Chen




EC Certificate TOVRheinland

. Directive 93/42/HEC Annex V

Production Quality Assurance
Medical Devices

Registration No.: DD 60127334 0001

| Report No.: 16801929 008

Manufacturer: Lights Medical Manufacture Co.,Ltd.
No. 19, Quanda Road,
Wuging Development Area
Tianjin, 301700
China

Products: Aspects of manufacture doncerned with securing and
maintaining sterile conditions of Wet Pack Products for
Cleaning of Medical Devices (Gamma-irradiation Sterilization)

Replaces Approval, Regidtration No.: DD 60111411 o001

Expiry Date: 2023-04-17

The Notified Body hereby declares that the requiremenits 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 surveil . defined by Annex V, section 4 of the

aforementioned directive. For placing on the market of| class Ilb and class Il devices covered by this
certificate an EC type-examination certificate according| to Annex lll is required.

Effective Date: 2018-04-18

Date: 2018-04-17

TUV Rheinland LGA Products GmbH - TillystraBe 2 - 90431 Niirnberg

TOV Rheinland LGA Products GmbH is a Notfied Body according to Directive 93/42/EEC
concerning medical devices with [the identification number 018

T | Tl T e Tl el b e e e




TUVRheinland
EC Certificate

Directive 93/42/EEC Annex ll, ekcluding Section 4

Full Quality Assurance System
Medical Devi

Registration No.: HD 60140020 0001
Report No.: 26300232 013

Manufacturer: ZARYS International Group

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

Products:

(see attachments for produdgts and site included)

Expiry Date: 2024-05-27

The Notified Body hereby declares that the requirements of fnnex I, excluding section 4 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 odic surveillance, defined by Annex I,
section 5 of the aforementioned directive. For placing on the market of class |ll devices covered by
this certificate an EC design-examination certificate accordipg to Annex Il, section 4 is required, —

Notified Body /4 R N
| Effective Date: 2019-07-08 "'i

Date: 2019-07-08

Ao
‘ TUV Rheinland LGA Products Gmh? - TillystraBe 2 - 90431 Niirnberg

TOV Rheinland LGA Products GmbH is a Body according to Directive 93/42/EEC
concerning medical devices with identification number 0197,

L ——— 55 - S— S— S — —
T I T R F iy e ey e et p——————




o ®
TUVRheinland

TUV Rheinland ST S Nay. B
LGA Products|GmbH
TillystraBe 2, 90431 Niirnberg

Attachment to

Certificate

Registration No.: HD 60140020 0001
Report No.: 26300232 013
Manufacturer: ZARYS International G

P
Z ograniczong mmiadzialno#ch,
spotka komand a

ul. Pod Borem 18
41-808 Zabrze
Polska

Site inecluded:

ZARYS Intermational Group

Spolka z cgraniczona cdpowiedzialnoscia,
spolka komandytowa

ul, Gustawa EBiffel'as 15

44-1089 Qliwice

Poland

Activicy: Produccion

Date: 2019-07-08

ToF ot 10 A S| it i o e




EC Declaratipn of Conformity

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

Manufacturer: Ultragel Hungary 2000 Ltd.

Manufacturer's Address: HU 1023 Budapest, Bécsi §t 4.

Device/s: Ultrasound gels,
Aguaultra Basic
Aquslltra Clear
Aquaultra Aloe
HYPERSCAN100
Aqua-VET
Agqua-LUB
Aqua-LUB20
Agqua-LUBS

EC Product Class: Class | in accordance with Annex|IX, Rule 1,
Declaration of Conformity e

Ultragel Hungary 2000 Ltd, declares that Ultrasound gelk listed above confo
Council Directive 93/42/EEC dated 14 June 1993 and e Council Directive

and it is in accordance with EN ISO 8001:2008. as mplemented by th
Regulations,

M 1o the relevant provisions of the EC
2007/47/EC dated 5 September 2007
e European Union's Medical Deviges

Ultrageal Hungary 2000 Lid, agrees 10 develop, implemdnt ang maintain a formall

y-recognised EN IS0 9001:2008
Quality Management System to ensure conlinued adequg oy and efficacy,

Ultragel Hungary 2000 Lid. confirms that ne medicinal Preducts/drugs are incorporated in any devices covered by
the Device Scheduls.

Ultragel Hungary 2000 Lid. agrees In EC Council Dire tive 93/42/EEC dated 14 June 1993 appendix meels the
iny the manufacturer. Under normal conditions will not

alth and safety,
Ultragel Hungary 2000 Lid. agrees to inform the appaint

#d Notified Body of any planned or unplannad substantial
change ta the Quality Management Systam.

Signed by tha Ultragel Hungary 2000 Lid. designated repr psantative:

Nama: —Komaromy Balazs Title Managihg director

Date: 04.05.2017,

=

‘Qﬁmgal Hungary EIJDI} Kit

¢t h, 1073 Budapes!, tecH &t S
=E-1h r VR T 75T A N
Adéurérn: 13870 i‘. ] r. rt'}') 007
O300002- 103 1 46304 e
Ranksr.: 103 ;

ltragel
1023 Budapest Bécs/ it 4 & +36 1278 3050

™ Info @y tragei.hy = ultragel hy




TUOV Rheinl
LGA Products

TillystraBe 2, 90431 Niirnberg

Attachment to
Certificate
Registration No.: DD 60139535 0001
Report No.: 26300232 017
Manufacturer: ZARYS International Grgup
Spolka z ograniczona odpowiedzialnoscia,
spolka komandytowa
ul. Pod Borem 18
41-808 Zabrze
Polska

Products included:

ZARYS International Group

Spolka z ocgraniczona cdpowiedzialnoacia,
spolka komandytowa

ul. Gustawa Eiffel‘a 15

44-109 Gliwice

Poland

Activity: Production

Date: 2019-05-27

Ngtified Body
Ve

Dog,
E‘;b}i

&/6,

Rafal Byczkowski

TUVRheinland

Eew. O




TUV Rheinl

LGA Products GmbH
TillystraBe 2, 90431|Niirnberg

Attachment to

Certificate

Registration No.: DD 60139535 0001
Report No.: 26300232 017
Manufacturer: ZARYS International Gr

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

Polska

Products included:

only the aspects of manufacture concerned

up
powiedzialnoscia,

ith

For the following medical devices the scup} covers
n

securing and maintaining sterile conditio

- Adhesive cannulla fiwxarion dressings
- Adhesive wound dressings

- Eye pads

= Tncime £ilma

- Transparent £ilm dressings
- Foam dressings

- Absorbent wound dressings
- Burgical gowns

- Surgical drapes

- Bets of surgical drapes

= Fluid ecollsction pouches

= Helaton cathaters

Date: 2019-05-27

I’ Doc.

TOVRheinland

4/6, Rey., O

Rafal Byczkowski




Tl}VHheEnia;':d

TUV Rheinlagnd R, A7 sl ¥
LGA Products GmbH
TillystraBe 2, 90431 Niirnberg

Attachment to

Certificate

Registration No.: DD 60139535 0001
Report No.: 26300232 017
Manufacturer: ZARYS International Grpup

Spolka z ograniczona ndpuwledzialnaacla
s lka komandytowa
. Pod Borem 18
41-3!15 Zabrze

Polska

Products included:

- Sterile endotracheal tubes

- Sterile tracheostomy tubes

- Sterile breathing circuits

- Sterile catheter mounts

- Non-sterile anaesthetic maaks

- Sterile leryngeal masks

= Brerile oxygen masks

- Brerile Multi-Vent masks

- Bterile non-rebreath masks

- Bterile nebulizer masks

- Sterile nasal oxygen cannulas

- Sterile nebulizer sets

- Bterlle oxygen tubing

- Sterils gsuction cathsters

- Sterile abdominal drains

- Sterile feeding tubes

- Bterile stomach and ducdenal tubes
- Sterile urology catheters

= Sterile surgical suction sets

- Scerile surgical suction cannulas
- Sterile syringes for single use

Notified Body

Date: 2019-05-27

Rafal Byczkowski




EC Certific
Directive 93/42/EEC

Production Quality
Medical Devi

Registration No.:

Report No.:

Manufacturer:

ZARYS International Group

TﬂVHheiniar:ﬂ

te

nex V
surance

DD 60139535 0001
26300232 017

Spolka z ograniczona odpowiedzialnoscia,

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

Products:

Replaces BC Certificate,

Expiry Date:

2024-05-27

Registration No.:

(see attachments for produgts and sites included)

DD 60117020 G001

The Notifled Body hereby declares that the requirements of|/Annex V of the directive 83/42/EEC have

been met for the listed products. The above named manuf;
assurance system, which is subject to periodic surveilla

rer has established and applies a quality
, defined by Annex V, section 4 of the

aforementioned directive. For placing on the market of clasp llb and class lll devices covered by this

certificate an EC type-examination certificate according to
Effective Date; 2019-06-09

Date: 2019-05-27

TUV Rheinland LGA Products Gmbl
TUV Rheinland LGA Products GmbH is a Notifi
concerning medical devices with t

nnex lll is required.

Rafal Byczhkowski

i - TillystraBe 2 - 90431 Niirnberg
Body according to Directive 93/42/EEC
identification number 0197,
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