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AGENTIA.'SERVICII PUBLICE
Departamgntul inregishare gi licenliere a unitEJilor de drept

EXTRAS
din Registrul de stat al persoanelor juridice

nr. 17 469 din 01.11.2017

Denumirea comptetii SOTCIITATEA PE ACTIUNI (M-INTER-FARMA)
DenunLirea prescurtati; (d{.INTER-FA.RMAJT S,A. .
Forma juridicd de organizar:e: Societate pe Acfiuni.
Numirul de identificare de stat gi codul fisi:al: 1003600005263.
Data inregistrdrii de stat: 1i1.05.1994.
sediul : yID-2028, str. Grenob le, 23, mun.chi;iniu, Republica Moldova.
Obiectul principal de activitate:
l Practica medicald;
2 comer{ul cu ridicata ial produselor agricole brute gi animalelor viil
3 Comer(ul cu aminuntul al produseJlor farmaceutice:
4 Connerful cu ridicata ral produselor farmaceuticc:
5 Acfivitatea farmaceu ticd I
6 Alte activitflfi de asistrenJl medicali;
7 Comrerful cu ami.nunlul in magazine nespecializate, cu vinzare predominantl de
produse alimentare, bluturi gi produse din tutun;
8 Practica stomatologiciil

oduselor cosmeticel
stenfa tehnicd qi (sau) reparafia

comercializarea angro a substan{elor gi
oduselor chimice de menaj.

Administrator: MATEI VASILE.

I extras este eli art..34 al Legii nr. 22}-xYrdin 1g octombrie 2007 privindde'stat a perl I qi a inhep;nzitorilor individuali gi 
"oon*a datele dirrstat la data de:

Specialist principal
tel.02?-266-256

,1-'*)l.t::i,,

Date au caracter.peaonel" DeJiriltor; I;FJ,.Agd$ta Serviqii piiblici"

Clichici Elena



A1906132

Anexa nr.7 la Insl;ruc{iunea

anrobatl Prin orclinul IFPS

nr.400 din 14 martie 2014

(]C 04 AE

privind lipsa sau existen{a restanJelor fa{i de I public nafional
CERTIFICAT

11.02.2019Nr.
Ns

din
m

1. Destinatar / floaYva-renr

Cscreuu

3" .{testarea lipsei sau existen{ei restan{elor conform datelor Sistenrului

ilo,lrrepNaexue orc,"rcrBnt r-tru H lur{fft HeAoI{MKH corrtacHo Aagglx At
Automatizati /

HHQoprraauNonnolt

4. Valabil pln[ la / !,eltimnnrcleu rc26'A2'2019

5. Autentificarea organului frscal / flo,rysePtgeHr4e HaflofoBol-o oprana

tL:24'.02
T
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e'eu ativ';i ngrmatiY' l

.ft t$iffi;;;;i;;tperilor unitalii fiiiinaoeutice, regimului

rrursf€'

pontlhrli 5i comerciatizirii nedicamentelor falsifrcate (c ntraGcute) qi cu t'ermenul de

latentd. .',rl. r.'''
I r. Dispunerea de spalii pelttu desfrieurarea::tilig,'l]i::1y::::l?,::"1]l# :::1!,!; 3;ilitii:if; "n'

idual rtumai cu relete iale'

i**nttu,ite.{9 cetre iginte) 9i

acestora in circuitul Sistemului informa{ional 
-

i'lyiao pattrdrii medicamentelor ftrd etichete cu frgie

Nr- 045s62

l rtrrt .t* ti 1j1 \u f i'11 t' i:l

r.2A07;2)23.03.2007'

fatgnttr.

preparatelor PsihotroPe-

L"F.
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ERENLER MEDIKAL SAN. TIE. LlO, $Ti.

EC Declurution of Conformity

We Erenler Medikal Co.,Ltd. herewith declares under its sole responsibility that the item of product
specified below satisfies the essential requirements of the EC Medical Devices Directive 93l42lEC
with amendment2007l47/EC directive which are apply to it.

Product Name: Medical Recording/Chart Papers (ECG/CTG papers)

Type-Model: Opmask

GMDN Code: 15639

Classification: Class I, Rule I

Conformity Assesment Route: Annex VII

Applicable EU Directives:93/43/EEC Medical Devices Devices with amendment2007l4llEC

Applicable Standards: EN ISO 15223-l:2076, EN 1041:2009, EN ISO 14971:2012, EN ISO
13485:2012

Manufacturer: Erenler Medikal Co., Ltd

Ikitelli O.S. B. Fatih San, Sitesi 38 Blok No: 314 34490- Basaksehir Istanbul /Turkey

Tel : +90 212 486 00 37 (140) Fax: +90 212 486 00 38

Country of Origin: Turkey

On Behalf Of Manufacturer:

Name: Ercan Taslicukur

Position : Vise President

D ate-Place : Istanbul-Turkev

Signature-Stamp:

iKTTELLI oRG.sAN.BoL.n'lriu s.q,Nt,qvi sir. l-e BLocK No:3-4 sns,\xsnHin r isrnNsur_
TEL:+90 Zt2 496 0n 37 FAX:+90 212 486 00 33

,f{nso'?6 j
;o" I

${*

t{{94

FR-003 / 00 / 09,06.201 I REF,: PR-oI t Ikiteffi V.D :354 015 t0 62



General Manager

Krwa ificatitn Sun icss Inc
ITOSB 9. CladdeNo 15 Tuzta- lstsnbuJ -Turkey

.fet: + 90 216 593 2s ?5 Fflks : + 90 ?15 593 25 T4

pleare c0nl1lct above numbex f.nr defailsd intbrmftiDn

!

II

'KITELLIORG. 
SAN. BOL. FATII-l SAN SIT,3ts BtOK

BAg,CKgEFttR _ lS NBUL _ TURKEY

with a soope of

FOR INTFNSIVE CARE DEVICSS

Medic*l devices - Quality management $ystems - Requirements for
regulatCIry purpOses

Following elem*ns o"f tfu sl*tdartl are txlutled ,

''l j ".-.-5..5 "'1._t.v :

Certificate No

lnitial Certificntion Date

Ceftificaiion Date

Expiration Date

lvl l0.i?3

: l0 June 2016

: 02 Novemb*r ?01

: 09 June )019 :iiy'a\

last lv{otlified; 1.i2 Novr:nrber 20lg - R 0Z



THE REPUBTIC OF TURKEY
MINISTRY OF HEALTH

(Turkish fuIedicines anrl Medical Devices Agency)

Date of issue: 2TApril2016

TO WHOM IT MAY CONCERN

HEAUIH CERTJFICATE

Ditectives, I age(s),
. DI$ Tic" A vsr.ii
n the Turksy on ancl

This cenificate expires after 12 rnonths 1ionr the clate of issue.

Sincerely yours

'lirrkislt 
l4a.dicines and Me

Phone:,,90 JIZ ?lg 30 00
N<rle"P/eare delennine iln seclirsn coclc, r'eJbretrce ttutnbctr tlwtr crare ht your onsa,e,t;; rtttp:\\tt r,vtitck.
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86eSS98lp25 I9 STI]II I I-E I,AT[,\ EURC ICAI- CLOV ES *, POWDET{
FIIEE ( {ilZti: ?"5 )

BRO(:lti; -t05.18 l'cs'fEl,I,S lZ75

40t,48 ICSl'Tt-PSIZ^,S()

405.i8 ]'CSI'Et.I}SIZ$S

869889$292516

869E89,\2915-ll

STnRlr,E L.{'I'LX SI.IRC|CAL cl-Uvf;S -,, pOtvDEr{
rR[E(StXniB) BROC|ll]

s-l'[Rll-l] I.ATI:X SLtRCICAL CLOVES _ pOWDt:tt
FREIJ ( Sli}i:8,5 )

lrRocllti

It69ll89$29?S61 s stjR(itfAl. cO\\.N_ DtsPOsAllLH ts N4)
BRQT'IIIi t-5778

s69ssglt29287lJ I JRclcAl- co\$N .. DtsP0sAtst.l) (
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Yalgrn
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Head of



PRODUCT I.IST
Barcodc Label Nane Trado N.rma GMDN Coda Rel Nunrbc'r
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THE REPUBLIC OF'TURKEY
MINISTRY OF HEALTH

(Turkish Medicines and h{edical l}er.ices Agency)

Date of issue : 22 April 2016

TO WHOM IT MAY CONCERN

HEAUTH CERTIFICATE

Medical devices, the scopg of Medic.a Directives, Iistecl additional page(s),

:ryqt:9:"j,h:.*11ko s rEKSriL vE MEDI . Dr$ ric. A.g. K.qEgMe M. vEr,ii
BAGDAI C. No:124 GEBZE/KOCAEI-I/TURK1YE;" are freely sold in the Turkey a1d Europea' [Inion ancl
expoiled to other countries.

"fhis sertificate expires ailer l2 morrths fiorn the date of issue.

Sincerely Yours

Yalgrn SO
Head of Medica[ ent

Tirrli.r* Mcdicines und Medieal Det,icgs Ageucy
l'hone,:+9A il2 Zig i0 00 Fax: +gA lli']lg'30 Sq

{&'"

{..
P*i

Note:Please delermine" thc section code, refercnce xrtuber and dptg. in your anst{ers ltrtp:\\tr,ww.litck.gtttt
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h&i4l lr.s q l[KstF

Reactivi de diaglgslie -. intlicttori pentru contr

'F"d.rugia Rusa, ZAo "M.HDTBST" "r'':'

, .,N,I-IN"|HR-1"'ARNIA" $A, )v{oldova* Chiqindu

Ss{r*es}{;sS $nn nprsr*'vliua *$odyi{4

Demers, contract ru"Ol
' paqapoa$e de calitate

is m 4*c{.ir?1efite,l€ d* t*st}ti|pi

li. r.j
'ii

,l r; ..

i

i

ijl
.:\: r. ,

,,.'".
::i:- j

iJji'l
i,l:ir.::

. .lj:i!

:i::r:t ,::'f,_.!i

scopuri rnerlicinaie

ryqa pe pin!5 in condigiile respeut&rii legislaliei iir vigoare in Republiea Molclo,
30 iulie2-019:' :

,T ffi&rH pfillTRrJ $AN X pffiffi

R.ecctivii de rliagnbstic sunt confonni Directivei'Europene 91142/D,EC Ei sunt ac{nri;i
pent'u c*ntreilul procesului de sterilizare a imtrunte.ntelar;i materialelor nredicale

CIITC



N Denunrirea Firma nroduc[toare. Tsrra
I AZOl'lRAlv'l plu 100 rnl sulutie gata 7-z\O "Medtesf', Federatia Rusa

?
Indicator pen$r eorrl$rlul sterilitfilii 1?ti 15 N1fl00

J Iudicator pennu contrulul stwil itStii 2V2$ NloDc ZA0 "N,ledfest", Fpde$tia Rusa

4 nrlicalor pcntnr controlui stcrilitltii 34rr 8 N1000 ZA0 I'iMcdtesfl. Fedemtit Rusu

ndicator ncntltt rontrol u sterilitttii J1n0 N 1000 ZAO "Medtest", Federatia Rusn

6 ndicfitor neiltru oontrohi sterilitA{ii r*4 N1000 ZA() -'hledtest'", 
Federatia Rusn

,|
nd icirtr)r u$ntru conlr(ilu steritit{lii 34li N1000 ZAO "V1edtest"- Hed ia Rusa

8. nalicttor Fgnttu contnrlu sreri lirali i 34/7N1000 ZA() "4.{edt€$1". FEtJerati* I{rrss

9.

ucliuntor pentru r:ontrulul sterilitdtit pria nburi IKPS - 1201,1i i!{I0{10
EXTHRIT)

ZAO'"Mdt*st", Fedcrrrtia Rusa

10.
Indiu$or pentru'c.snfolill sfe{iliqii prin:nburi IKP$ * l3?,40 NI000
{EXTERN)

ZA0 "il'tedtesf'. FeSerirti$ Rusn

II lndicntor pentru conlrolul iltddlitillii prin rhuri IKPS VN ^' 120i45 N I 000
.{IN]'ERN}

ZA() "'l\.ledtsst". Federatia Rusa

tl. Iudi pgnrru conro{ul srerilit*lii prin aburi IKPS \rN,J01 - 132,120

N1000 {tNTlit(},t)
ZA0 "il4edtesl". Irederutia I{usa

l3 Indiuttr:r penrnr e'onrolul st*rilittrlii prin acr lKPti -- 1*01(rD N lt)0il
{EXTAfl.N)

ZA(] "MecltEsf"" f:edercti* Rusa

14,
fu'rdicntorpentrut Eqrtroiul st*rilitiilii prin uer IKPS VNl0l - 180/60 fi100(}
(IN'fURN1

ZA0 "ll'ledtext''. Fsr{ertriia l{usa

15. Pachet p*nLru sterilizuru 90x?50 il 1 00 ZA(] "N{edlest". Federatirr llusa

l()-
Pachel pentru stcrilizare I 00x200 N I 0(l ZA0 "h.{edtest", r--eduratia ltusa

I,?
Ir*chetF* steriiiznre l50xlj0Nl00 ZA0 l"tuledtest"', Federafia llusa

1.! Pwhetpenru.rt*rili !Xx330t,fl0t) ZA0 "Medtest''. Federltia Rusn

Anexa la AVIZLIL SANTTAR nn. din . iulie 2018

tionale
en'

eK. St Constantinovici
0(22) 574679

).t

Elen:r PATAF{CIUC



.i.:

i, " .



M
3AO

MEETEGT
"Me4recr", 't 91002, c.-l1erepr6ypr, yn. palreoxar, 4,s, r./s: (sl z) s72-239o,7ro-Bi7 1,

Oopua fl C-1

710-8149,71{:}-8170,

TIA\G NoPT COOTBETCT BUfl
[/l n4u rarop xhvnHqecKhfr

A'lfl KOHrpOnfl BoBAyUJH Ori Crepun u3equ n 14 KBC-"M eArecr"-1 g0/60
14KElC-lpQ (*3).C -- 60 rvrrax. (+5) unx.

(uerpra, napaMerpbl, pexuuur)

HPt4M.93il719.ll08 nc

l(rracc rcnorHeHhs no l-ocr rso ii1 140-l-2011 - 4 (runoronepeMeHHbre)

Honaep roc. perrcrpaqilu Nc OC;p :201 0/06954 or 26,e,i2.201 Or.

Ty 9398-001..53262926-2009 
.Qara

Cepnr Ne

h3 roTo BneHhfl

151017

10 2017

[4cnutraHnF' noBepKh npoBeAenu a o6teMe npeAb'BHTefl bcK]rx r4cnutraxnta
Sarcntoqenne:
llpodyx4ua caomaemcmeyem HopMamueHtm mpe>fuoaaHuiltttr, Ty g3gg-oo!-is26zg26-200g, rocTIso 11140'1'2011' eodsa i u"roir,",i"aHuK, e coon',eemcm*uu c Ha3Ha.teHueM u o'nacmuonPuMeHeHun.

Haqanuxyrx XTy

Kounnexraqilrc B cooTBe rcrBtltn
c,3aKa3 - HaprAoM npoBepnn
Ha,ranun rx ynaxoBorlFtoro yqacrxa

O'rnycx paspeunn
Ha.{anuHhr npou3BoAcrBa

t' M.A. BoporHt4qKaF

Ne

n/n florasarentl Tpe6oeaxrn TY Peaynurarut aHan]lsa

4
1

1
Gooteercrefie cocraBa
xounnerry HTA f,3.1 cooTBeTCTBy'eT

z Cooreetcrere MapxrpoBKr,t,
ynaKoBKH cooTBeTCTBy eT

Cooreercret,te BHeuHet.o Et{Aa
1{Hlq}|KaTopoB cooTBeTCTByeT

4
Ycroi q nsocru r aosgeilcrot{ K,
cTepilnu3yroqrx $axropoa e
ycnoBltf,x oTcyfcTB[F fl apa

1.2.17. cooTBeTCTByeT

5

Coorgerctere
sKCn,nyaraq]toH H blx Kaq ecTB
qHA}|KaTopoB B perfl aMttHTHbtx
3Ha9eHl{rx

r.2, 1 r3,, 1.2.18., 1,2 ?1 cooTBeTCTByeT

o Cpor ro4nocrl 1.2_25.
36 uecnqen cAarbt [3roroBneHhl cooTBeTcfByeT



MMEA]rEGT OoFMa nC-1

c a ts lT. n !lt E P - t t r
3AO "MeArecr", 191002, C.'llerep6ypr, yn, Paore3xai, 1.i5, t./S: G12l 572-2395, 7'1 O-8171,710'8149, 710'8170,

NACNO PT COOTB ETCTBl'I'I
lrl ngra rarop xel M t4qecKn fi

Ann KoHrporH napoBofi crep m t,|saquil 14 KflC-" Me4tect" -1 32120

UKnC-132 (t2)'C --_20 unn. (+2) rrlnx.
(napauerp,u pexuua)

HPhM .932719.007nG

Knacc lfcnonHeHnn no I-OCT ISO 11140-1-2011 - 4 (naxoronepeMeHHbre)

Horraep roc. perrcrpallur4 Ns OCP 2010/06854 or 26.02.2010r, Gepnn Ns

Ty 939&001-5326232&2009 flara r3roroBneHhn

l4cnurannf,, noBepKh npoBeAexur e ooteMe npe4bgBnrerbcKr,ix hcnbrr aanh
3aKrlo.{eHhe:

l3 1017

r0 2017

npodyr+un coomeemcmeyem Hopwemuenuu mpe6,eaHuf,M, eodua xcoomeemcmeuu c HasHaqeruer a, oflnacmgto npuMeneHun.

HaqanuHhx XTV

Kounnerraqnrc B coorBercrBl4t4
c 3affii3 - HapFAOM npoBepHn
Haqanunur ynaKoBor{Horo yqacrrcr

Ornycr pa3petrJhn
Haqanunrr npor3Bo4crBa

Nc
n/n floxasarenr 1'pe6oaaxm W Pesynurarur aHanr3a

z 1 4

1
Cooreercrgile cocraBa
rounnerry HTfl 1.3.1 cooTBoTcTByeT

2 Maprrpoexa 1.4. cooTBeTcrByer

3
Gooteerctere BHeu Hero BrAa,
oKpacilr 3TaJroHa

1.2.1., 1."2.3., 1.2.4.-1.2.5., 1.2.7 .,

1.2.13., 1.2,18., 1.2.21. cooTBeTcTByer

4 Ycroiqneocru x eoe4eicrBrto
creprnlrsyxtqrx $arropoe 1.2.17.. 1.2.21. cooTBeTcTByeT

Gooteercteqe
eKcnnyaTaq1|oHHbtx KarlecTB
HHAn(aTOpOB B pernaMeHTH btx
3HAqEHHRX

1.2.18. cooTBeTcrByeT

6 Gpor roguocru 1.2.25.
36 uecnqee c Aarbt ugroroBneHut GOOTB eTCTAyeT



MMEtrTEGT Qopua flC-1

710-8149, 71 0-8170,
clHrT-l|ttltSt?r

34o "Mearecr",'l 91002, c.-flerep6ypr, yn. pasresxan,4.5, r,/g: (B1'2) s72-239s,710-gi71-

NAC T'I OPT COOTBETCT BUN
hn,qunarop xt4Mt4L{ecKnfi oAhtopa3oBoro np[r\deHeHilF AnR KoHTpor'rf, tso34yu;Hofi

crepunn3aqHH tlKBC-BH/01 -,'MeArecr"-1 g0/60
HKBC-BH/01-180 (t3)"C - 60 ryrnx. (+3) rr,rrx.

(irapKa, napaMerpbl , pexnuu)

HPt4M,9327.19.006 nC

Knacc rcnonHeHHr no l-ocT lso 11140-1-2011 -4 (runoronepeuerixure)

Houep roc. perncrpaqrar,r OCp 20}gl}3222or 03.09.200g r,
Ty 9398-007-53262326-2008

Cepun Ne

,Qara usroroBneHIF
06021 7
022017

l4cnsrrax 14R, noBepKu npoBeAeH ut e o6reMe n peAr'Br,trenbcKHX ncnutraxni
3axntoqexne:
npodyxqun coomeemcmeyem HopMamuaHb'M mpe6oeanunu, Ty g3gg.oo7-s3262326-200g, rocr tso 11140-1-2011 eodaa K 

'Icno'b3oeaHuK' 
e coomaemcmeuu c HasHa.te,ue. u o6nacn Ero npuMeHeHuf,.

M.A. BoporHuq(afi
Haqanuxux XTV

Kounnerraqu'o B coorBercrBrt
c,3aKa3 - HapFAOM npoBephn
HaqanbHuK ynaKOBOr{Horo yLtacrK€l

Ornycx pa3per!iln
Haqansx ux n polr3goAcrBa

Ne
n/n llora:arenu Tpe6oeaxun TY Pesynurarul aHanlr3a

4

1
Cootsetcreue cocraga
xounaexry HTI 1 .3.1 coorBeTGTByeT

z Gooraerctarre MapKrpoBxtl 14. cooTBeTCTByeT

J Cooreercrare BHeutHero BhAa,
rf HAl{KaTOpa, ynaKoBKl{ 1.2,1 ., 1.2.3,, 1.2.7.-1,2.,i 1., 1.2.17 , cooTaeTcTByeT

cooTBeTCTByeT
4 Ycroiqraocru x eoageicrBrrlo

crepnn u3yKllqux Saxropoe 1.2.12.

5

Gooteerctgre
0KcnnyaTau1{oH H brx KaqecTB
r,rHAl{KaTopoB B pemaMeHTH btx
3HaqeHl,|rx

1.2.13,, 1.2.14. cooTBercTByeT

cooTBercTByeT
6 Cpox ro4rocrn 1.2.18.

36 mecaqea c Aarbt 63roroBneHu,

14.H, He.{eeBa



OopMa nC-1

MMERTEGT
yn. Paote3xai, 710-8170'c^hIl.n:TEtSttr

3AO-'iMe,qrecr", 1 9 1 002' C'-flerep6ypr,

NACNOPT COOTBETCTB14fl
14 xAn rarop xu M h qecKtr r oAH OpasoBo ro npu MeHeH ns AIlf KoHTpOIlg

napo Bofi crep ltn u3aqH n H Kn c -B H/0 1 r'MeArect'' -1 3A20

HPt4 M.93271 9.005nc

lgracc rcno5HeHuq no I-OCT ISO 11 140-1-2011 - 4 (rurHoronepeMeHHble)

HoMep roc. perhcrpaunn Ns OCP 2010/09764 or 30'12'2010r' Cepun Ne

Ty 9398-003-53262326-2OOG flara nsroroBreHnf,

1306 l7

06 2017

Ne nln floxasarenr Houepa nYHKroB rPe6oeaxui TY Pesynurarul atHanu3a

2 3 4

1
Cooreerctgre cocraBa
xomnnexry HTI 1 .2.1., 1.2.3., 1.3.1.. 1.5.2 cooTBeTCl'ByeT

2 Mapxupoexa 1.4. coorB9TG"rByeT

? Cooreetcraue ra6aPnrxslx
Pa3MepoB, BHOUHeTO BHAa

1.2.4,, 1.2.5., 1.2.6., 1.2.7 ., 1.2.8., 1.2.9.,
1.2.10.

G O OTBgTC-rEyeT

4
Ycroilqueocru r eoagefi crBlr K)

crepr,rJr r,r3yro tt1nx Qarropos e
ycnoBunx orcyTcTBl4n napa

1.2,17. cooTBerc'rByer

Cootgercrette
3KcnnyaraqnoHHblx Kaq€crB
HHAlikaropoB B peuaMeHTHbrx
3HaqeHLlqx

cooTBeTc TByeT

o Cpor rogrocrn 1,2.21.
36 Mecrllee c Aarbr u3roroBneHrn

coorBeTGTByeT

Hcnurranun, noBepKta npoBeAeHbr a o6rerue npeAbRBr4TenbcKHx rcnutlaxnfi

3axnpqexue:
l-lpo4yxqrn coorBercrByer HopMarvrBxstu rpe6oeaHilrM, rogHa x ucnorb3oBaHHlo B coorBercrBrr,r c
Ha3HaHeHlteu u o6nacrup npxMeHoH]tr,

.A. BoporuuqxanHaqanrxux XTY

Konannerraqlrrc B coorBercrBt4t4
c 3aKa3 - HapFAoM npoBepun
HauansHnx ynaKosor.{Horo yqacrKa

Ornycx paopeuJnn
Haqansxur npout3BoAcrBa



i
F/
3AO "Me4recr", 1 91,P02.

710-8171,

OoPrvra 11C-1

71 0-s1 49, 71 0-61 70,
C.-flereP6YPr, Yn. Pa:r'e:xa

NACNOPT COOTBETCTBIAfl
HnAr,rralop xt4MytqecKnfi oAHopa3oBol-o npnMeHeHnR AJle KOHTpOntl

napoBofr "'*p,,,,3aq4}r 
HKnc-BH/01.,.MeArecT'..1 20145

HPI4M 932719 005nc

Knacc ncnorHeHnfl no IOCT ISO

Horvrep roc. PerncrpaLlht4 Ng @CP

Ty 9 39 8-00 3-53262328-200 6

1 1 140-1-2011 - 4 (rvrHororrepeMeHHble)

2010/09764 or 30.12.2O1Or Cepnr Ne

flara u3roroBneHhF

116

20 t6

t

lzlCnsrraHur, noBepKH n po BeAeH ut s oOueMe n peAbFBUTert bCK14X UCn blTaH n d

3axnrcqenne:
l-lpoAyxqrn coorBercrByer HopMarhBHblM
Ha3HaqeHHeu n o6lacrsrc npuMeHeHxs.

rpe6oeaxrnM, roAHa K hcnorlb3oaaHnrc a cooraercrB[h c

Ha,{anuHhx XTY

Korra nnerraqu lo B coorBercrB t4 t4

c saKa3 - HapflAoM npoBepun
Ha,lanugrr ynaKoBoY Hoto yqacrKa

Ornycx pa3peuriln
Ha.{ar sHu x npou3tsoAcrBa

Bir porn u qxa R

l"{erqae$G

floxaaarenr Perynurarul aHann3a

cooT aeTCTByeT

cooTBeTc-I Byer

cQorBercrBy er

c o or B eTc'r By eT

J_
'l 1.S,?

I coorBercrBYer
I

' -i---I

,

6

Gpox rogtocrn



MMERTECT @oPua r1c-1

GlxxT-n:tE?3vPr
3AO "MeArecr", 191002, C.-nerep6ypr, yn. Pastesxan, n.5, r./Q: (812) 572-2395,710-8171,710-8149,710-8170,

NACNOPT COOTBETCTBUN
14 n4r rarop xt4 M t4qe cR, h oAH opasoBoro n pu MeHeH ue

AnF KOHl'pOnF npOLIeCCOB CTepnnn3a4nn
"MeArecr"-134oC/5 u n n

HP14M.932821.005 nC

Knacc LrcnonHeHus no Focr lso 11140-i-2o'11 -4 (rvrxoronepeuexnure)

Houep roc. perhcrpaqrh NeocP 2009/05286 or 30,09.2009 ceouc Ns

Ty 939E-008-53262326-2009 lara r3roroBfleHuc

15101t7

10 20'17

l& n/n
floxagarenr Tpe6oeannn W Pesynurarut aHaulr3a

1 2 4

1
Cooreercrere BHeu Hero BHAa
rHA1|KaTOpa

1.2.1., 1.2.3,, 1.2.5., 1.2.9., 1.2,1 1.,
1.2.16. cooTBeTcTByeT

2
Cooteercrere cocraBa
ynaroBKtr, rounnerry HTfl,
MapKr|poBKx

cooTBeTCTByeT

2
Coorearcrsre qeeroeoi
raMM br repuor{H4trraropxoB r,r

qeeroeofi Mero( ltHglrKaropa
1.2.20.,1.2-24. cooTBeTCTrryeT

4

Cooreercte[e B ycnoBrrnx
rapaHT.,tpoBaHHOrO
AOCTI{)|(eHTR XOHeqHoro
cocTonHrt

1.2.24. coorBeTcTByeT

Ilpoeepra Hecboreercrers a
ycnoB'trx HeAOCTl,tXeH l,|t
KOHEqHOTO GOCTOqHHf B
HacbtuleHHOM nape

1.2.25.,1.2.27. cooTBeTCTElyeT

cooTBeTcTEyer
6

Ilpoaepra HecoorBercrBlt, B
ycnoBr|Fx HeAOCT]rxeHxt
KOHeqHoro cocToeHhn B GyxoM
rqpnqeM Bo3Ayxe

1.2.22.,1.2.26.

'l
I Gpox rogrocrn 1.2.32.

36 uecnqea c Aarbt h3roroBneHHH cooTBeTGTByeT

J4cnurrax hf, , noBepKu npoBeAeH br B o6uerue npheMo-c4aroq Hbrx hcnbrranra fr

3axnpqexne:
tlpodyaqua coomeemcmeyem Hopwamuentw mpeftotaHuf,tt, Ty 939g-00g-5g262926-2009, 1OCTIso 11140'1-2011, eodna i ,r,oii,"ii""rrn e coomeemcmeuu c Ha3*e.te*ue' u o6nacmtxtnpuMeHeHue.

Haqanuxhr XTy

Kounnenaqfi]o B coorBercrB H t4
c,3aKa3 - HapFAOM npoBepun
HaqanbHhK ynaKoBOqHoro yqacTKa

Ornycx pa3peurnn
Haqanuxur npoh3BogcrBa

M.A. BoporHr.ll_lKae

*T



\7M'EFITECT
CAHXY,NEYEPSIPT

Oopua l-lC-1

710-{}170,
3Ao ''Me4recr", 191002, c.-flerep6yp[, yr. pjj.!jr1h lg,r./e: (81 2l s72-239s,710-8171, 710-8149,

Knacc NcnonHeHrR no FOCT ISO

Houep roc. perficrpaL{fir Ne OCp

Ty 9398-00 1 -53262326-2009

NACNOPT COOTBETCTBNN
lrl ngn xaro p xrl M h,q e cKViA

An F Ko Hrponfl BosAy I r rHo t4 6Tepm h gaLtir/il4 [4 KB C-" MeATeCT,'- 1 g0/60
!4KFC-199 (tB)oC -,g0Jvrr,rn, (+Sl, r.,rran.

(MapKa, naPaMerpur , pexhursr)

l-lPlziM:93271 9,00E nC

1 1 1 40-1 -20'1 1 - 4 (ruHoronepeuennure)

2010i06854 or26.02.2e10r. Cepna Ne

lata h3roroBneHilR
551114

11 2014

lNs
l.i n/n
i::*I
ir

it
!-

floxalarenn Tpe6oaarnrn TY Pesynsrarur aHanfisa

CooTsercTaHe cocraBa
xounnemy HTI

3

'1 .3.1. cooT B eTCTByeT

Cooreercret e uapxr"t poe*u,
ynaKoBKH coorBeTcTEye,r

CooreerctaEe BHeuJ Hero BhAa
HHAill(aropoB

1,2.1., 1.2.3., 1.2.4., 1.2.5., 1.2.6,,
1.2.7,, 1.2,10., 1.2.1 1.,,1.2.12, 1.2,13.,

1.2.14.

1.2.17

cooTBeTCTAye.r

1l
I

I----
I

t
I

i
I
t<l.ll€i

I

o-i

Ycroi*{Hgocrs r eoiAeicraH x)
crepilnn3ytonlnx Saxropoa s
ycnoanFx oTcyTcTBr.tg napa

cooTBeTCTBye.r

CoorgercrsHe
3Kcnfl yaTaqHOHHbtx Ka e ecTB
I HAHKaTopoF B pernaMeHTHbtJ(
3flaqeHHffX

c ooTB eTcT By e'r

Cpox roAHocrN 1.2.2t5.
36 uegnqee c Aarbl k13roroBneHfi, coqTBeTeT Bye'r

L4cnutrannR, noBepKfi npoBeAeFtsr e o6ueMe npeAb.r1314TeJrbcK14x hcnbrraHnh

3arnrcqeHre:
ITpodlrxqun coomsetncm".y:!:_"!"amueHbtw mpe6oea,nuau, TV gsgg.orl-i3262s26-200g, rocTEa 11140'1'2011, eodaa N'.Icnonb3aeaHu,, e co( maemc,meuu c Ha3Haue'ue' .r oilnacmurcnpuMeHeHun.

HaqansHux XTV

Konannerra qh rc B co orBercrsl,il4
c saKas _ HapffAoM npoBepujl

Ornycr paspeuhn
H aqanuturK n pofi 3BoAcrBa

M.A, BoporHhqKaF



vMEgTEeT OopMa nC-1
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3AO "Me4recr", 191002, C.-flerep6ypr, yn, pastesx€F,A,O, r.iS. (81 21 57 2-23 I 5 , 7 I 0 - 8 1 7 1 , 7 1 0 - E 1 4 I , 7 1 O _ I 1 7 O .

NACNOPT COOTBETCTBNN
l4ngnxarop xnvrl4qecxrti oAHopasoBoro npHMeHeHhH AnF KoHTpore

na po Boi cre pnfl H3a qh H l4Kn c.B H/0 1 -"Megrecr,'-1 gzt 20

Knacc ncnoflHeHhr no I-OCT ISO

Homep foc. perhcrpar4ata Ne OC;p

Ty 9398-003-53262326-2006

HPt4M.98ZZ19:00St-tC

11 14O-1 -2011 - 4 (nrnoronepeveuxsle)

2Q1O/09764 or 30,1 2.2010r. Ceprn Ne

.Qara uororoBneHhg

55rll4

I0l20t4

M.,{, Boparl!rl.{KaF

H, Heqaea:r

14cnutraH nt! noBepKH npoBeAeHbi a oore[re npeAbFEhren bcKhx r,rcnbrra HH fi

3axrtrc:enne:

lffit#A;T ru rpe6oeaxtlr', ronHa k hcnorrb3oaaHhK! B coorBercrBl'4 c

Haqanurux XTy

Korvr nnerraqrato B co ore ercrir n
c,3aKa3 - HapFAOM npoBepqn
HaqenbHHK ynaKoBoqHoro yqacTKa

Ornycr pasperrJun
HaqanbHHK nporl3BogcrBa

oc/ +2

Homepa flyHtfioB rpe6oeannI Ty Pesynuratur aHaflh3a

CoorsercraIe cocraBa
xounnernr HT! cooTBeTCTB\,reT

Mapxvrpoaxa
COOTBETCTB\/ET

CogrBetctgll'e ra6apnTnatx
Pa3MepoB, Bileu'Hero BlrAa

1 .2.4., 1.2.5., 1 .2,6,, 1 .2.7 ., 1 .2.8., 1 .2.9.,
1 2,10. c o oTBeTcTBli'eT

cooTBeTCTByeT

Ycrori qHeocrs x eOsAefr crB H ro
crepunHsytaulrx Saxropoe e
ycrroBHRx oTCyTcTBl.ts napa

3KCnnyaTaqyiortHbtx KattecTB
HHAHKaTOpog.,B perna MeHTHbtx
3HaqaHHqx

cooIBeTcTayeT

1,2.21,
36 uecnqee c Aarbt r/,t3foroBneHfin cooTBeTCTBy,eT



'li'

':,

t:.:

. litii

r);l t

TUVRheinlandEC Certificate
Directive 93t'42lEEC Annex V
Production Ouality Assurance

Medical Devices

Registration No.:

Report No.:

DD 601 ',37928 0001

26300232 005

Manufacturer:

Prsducts:

Effective Date:

Eate:

iExpiry Date:

The Notified Sody hereby declares that the requirements of Annex V of the directive g3l4ZtEEC ha've
been met for tha listed products. The above named rnenufacturer has established an.: applies a quality
€ssuranca systern, which is subject to periodic surveil{ance, defined by Annex V. section 4 of the
aforementioned directive. Fot placing on the market of class llh and clgss lll devices covered by thls
certificate an EC type-exarnination ceftificate according to Annex llt is required.

Notified Body

ZARYS lnternational Group
Spolka z ograniczona
odpowiedzialnoscia
spolka komandytowa
ul. Pod Borem 18
41-808 Zabrze
Poland

{see aEtac}rments for prod,ucts and sltes included)

Replaces EC Certificat,e. Registration }do.: DD 5O100191 0001

201?-03-07

201?-03-o?'
Dr. K. Kluge

fUV Rl'reinland LGA Products GrnbH - Tillystra8e 2 - 9043'l Nilrnherg

TUV Rhelnland LGA Products GmbH is a Notified according to Direstive 93{4ZEBC
concerning medical devices wi nurnber 0197.
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TUVRheinland

ftiv Rheinland
LGA Products GmbH

Doc. L/6, Rev, 2

Attachment to
Certificate
Registration No.:
Report No.:

Manufacturer:

TillystraBe ln 90431 Ni.irnberg

DD 60117020 0001
26300232 006

Group
a

spolka komandytowa
ul. Pod Borem 1B
41-808 Zabrze
Poland

Prociuccs incLuded;

Sterile and non-sterile cutting gauee
Non-sberile dressing gauze
Sterile and non-sEerile gauze swabs
(wj.th or r+ithout X-ray thread)

(with or without X-ray thread)
Sterile and non-sterile gauze ro1ls(wit.h or lrit.hout X-ray Chread)
SLerile an non-sterile non_woven swabs(vrit.h or w t,hout X-ray thread)

lE6o526
{r" I

Date: 2018-01-25
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TUVRheintaid

TUV Rheinland Doc.2/6, Rev.2

LGA Products GmbH

Attachment to
Certificate
Registration No.:
Report No.:

Manufacturer:

Products included:

- SLerile endotracheal tubes
- Sterile tracheostomy Lubes
- Sterile breathing circuits
- Sterile caUh€ter mounts
- Non*st.erile anaesthetlc masks
- Sterile laryngeal masks
' Sterile oxygen masks
- Sterile Multi-Vent masks
- Sterile non-rebreath masks
- St.erile nebuLiaer masks
- Sterile nasal oxygen cannulas
- Sterile nebulizer sets
- SteriLe oxyEen tubing
- St.erile suct.ion catheters
- Sterile abdorninal drains
- Sterile feeding tubeg
- SLerile sEomach aad duodental tubes- Sterile uroLog-y catheters
- Sterile surgieal suction seLs

TillystraBe 2, 90491 Niirnberg

DD 60117020 0001
26"300232 006

ZAFIYS International Group
Spolka z ograniczona
odpowiedzialnoscia
spolka kornandytowa
ul, F od Borem 18
41-E08 Zabrze
Poland

- Sterile surgical sucEj_on cannulas
sterile syringes for sing

2018-01-2s

Body

iej Scier



Rheinland
LGA Products GmbH

Doc. 3,/6, Rev. 2

TillystraBe 2, 90431 Niirnberg

Attachrnent to
Certificate
Registration No.:
Report No.:

DD 60117020 0001
26300232 006

pr.oducts included:

- Sterile insulin syringes
- Sterile tuberculin syringes
- Sterile hypodermic needles
- Sterile insulin pen needles
- Sterile blood lancets
- Sterile fV cannuLas
- SEeriIe needle free valves
- SLerile surgical gloves

spolka koman
ul. Pod Borem

Notified Body



TUV Rheinland Doa. 4/6, Rev. 2

LGA GmbH
2, 90431 Ntirnberg

DD 60117020 0001
26300232 006

ZARYS International Group
Spolka z ograniczona
odpowiedzialnoscia
spolka komandytowa
ul. Pod Borem 18
41-808 Zabrze
Poland

Product.s included:

For the following rnedlcal devices the scope covers
oqly tbe aspects of, manufacture concerned wiEh
securing. and maintaining sterile conditLqns r

- Adhesive ea 1la fixa.tion dressinqs
- esive wound dressinge
- Ele pads
* Incise films
' Transparent filnn dressings
- Foam dressiage
- AbsorbenE, wound. dressings
* $urgicaI gowrrs
- Surgical drapes
- Sets of surgical drapes
- $'luid col-lection pouches
- l[elaton cauheters

Notified Body

Date: 2018-01.25 liuo



Titl

ZARYS GroupSpolka a
odpowi
spolka komandytowa
ul. Pod Borem 1B
4,1-808 Zabne
Poland

Date: 2018.01-25

E,/< Rev. 2
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Notified Body

LGA Products GmbH
2, 90431 N

DD 60117020 0001
26300232 006

Sites includedr

ZARYS fnt.ernat.ional Group
$poLka z ogranicaona odpowiedzialnoscia
spolka komandytow
uL. GusBawa Eiffel'a 15
44-IO9 Gliwice

4d*o
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