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MD3?E2N000000'022245246845 n Lei MD.

Ucrainene, Lire Sterline st Franci Elvetieni.

Contabil gef adjunct -
Sef Directie Monitorizarea

Vitalic Bulgaru

P Gojinevschi Luminie

Ll 2183820



Anexa nr.7 la Instructiunea
aprobatd prin ordinul IFPS
nr. 400 din 14 martie 2014

CC 04 AE

CERTIFICAT
privind lipsa sau existenta restantelor fati de bugetul public national
NE | A1916947 din | 12042019

1. Destinatar / Ionyuarens

ACHIZITII PUBLICE

2. Date despre contribuabil / Uadopmanmi o HanoromnaTenbunKe

Denumirea Codul fiscal / Numirul de identificare
HaumenoBatiue Puckanblibiil koa / Haentnd  3unoRHE1 HoMEp
|M-INTER-FARMA S.A.  |1003600005263 }
Adresa sediului de bazi (strada, numﬁﬁl) Codul - Denumirea localititii

AJpec OCHOBHOTO MECTOPACHIOAMKEHNA (14113, HOMED) Kox - HanMeHoBanie RaceaenHoro myHkTs

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

3. Atestarea lipsei sau existentei restantelor conform datelor Sistemului Informational Automatizat /
TMonTRe pKACHHE OTCYTCTEBHA HITH HAHYHA HEAOUMKH COTNNacHO AaHHBIX ARTOoMaTH3MposanHoi HHbopmManuonko#
Cucremsl

La data emiterii prezentului certificat restanta la bugetul public national constituie/ Ha nary
BEIIA4YM JAHHOI CIPABKY HEZOMMKA [Epe]l HALKHOHANBHLIM ITyOIMYHBIM OI0/KETOM COCTaBIIAET:
0,00 lei/neii.

4. Valabil pina la / Jeitctentenen 10 27.04.2019

5. Autentificarea organului fiscal / [Tonrsep:xaeHue Hanoroeoro oprana

cf@%/ VIORICA CAUS

T Bemminira Tloasies “Numele 5i prenumele/Darmans it mas

‘din 14.03.2014 (Monitorul Oficial 72-77/399, 28.03.2014)
) NOTA (0,00)




Anexe la SNC

Pr situa iilor financiare"
Aprobat de Ministerul Finan elor
&l Republicii Moldova

R

. _Sediiul: . & MD ZOZEL_

et -
“Cod pogtal

S

Forma de proprietate : : 1
: . e : - ——
ik o B ey % u,;z
Forma organizatorico-juridicd | 30
Cod CFOJ
Date de contact: 022 i amiail ;
m s
c i R 5
G
Numele 5i coordonatete at contabilului- gef: : Dl (dpa)
et R T Tel. T

5 N;tﬁ mf%:@m_prwmd vemtlmle §i cheltuiehle clasificate ddpﬁ“ﬁatucﬁmm

A Indicatorl Cod| .o Pericadade gestinne
5k . v.ps_qudguti _ - curentd
- = . e e . T
L — CTail 4182
Alr.e venituri dm actiyitates operayionale . | CT.61% 8 : 8: 75183 :
Venituri din alte activitag CT.62156224623 1 540 233 794 011
Total venituri (:d.000 +1d.020 + rd.030) 958 017
Variatia stocurilor  (CT:215+216-an.prec}(CT.215+316-an.gest) L el
Costul vinzarilor marfurilor CT71R 34 123{ 4}5. . A0 27278281
Cheltuieli privind stocurile 2489311 L 2 082 047
Cheltutell cu persanalul privind remunerarea muncii 1488 848 e 899”852 -
C1.531 . L s e
Contributii de nsigurari saclale de stat obhgalurn 5i prlme 7 [090 379 688 ) £ A 462%812 e
asigurars obligatorie de asisten{ medicald CT.533 il -
Cheltuieilcn ‘amortizarea §i deprec:crea act:velor :mobllmrl{){} : _' 1531 110 1 1256 121
g[,m;-”gﬂmg; 152+214 ; ok i
"Alte cheituieli s _ = T e 21306209
(Cheluieh din e ammmu CTaae T 120 ¥ 3473779
Tofﬂl l:heitl-lleli{fé .050 +rd.060 +1d. 070 4 rd OSG + rd Q‘?U
20100573 110+ 14 120) |
Profit (pierderz) ping la impozitare (1d.040 - rd. lBDfl
Cheltuieli privind impozitul pe venit _ {_:’_Uz_;l -
Profit (pierders) net al perioadei de gestiune (rd. 140 -rd 150) 160




aEar e s

§’3?%;;= ’ | *s Anexa ]
= BILANTUL ‘
S sllo | 2018
Ne ACTWM - i ) ?“’?Wénd 2 Sﬂl& i
opt. . e 0| g, EE '"'ﬁniui perioadei de g:.sdune > Sﬁrﬁmﬂ P’““ﬂdel de S“ﬁ““
1. |Active unoblhzate ) o o
_ |imobiliz Imobiliziri necorporale atistizns | 010 6 922 za s 4908
: Imobnhzarl cwrale in curs de executie cuz v | ; G
Terenun i ER2AE 030 e 209 600 1209 590
W Miiloace fixe c123-124-129 040 15 353'-625 11571041
Resurse minerale aizsdzs ) 050 : .
Active biologice imobilizate apitenzan | 060
Investitii financiare pe terme‘n‘.hiﬁg"‘m parfi 070
;;§§ﬁ113|§ o oerldl
Investitii financiare pe termcn lung in par;: 080 9026 854 9 026 854
afiliate 4
- |Investitii imobiliare 181152 030
Creante pe termen lung ii61 - 100
Avansuri acordate pe termen lung A e
Alte active imobilizate T 120
Total active imobilizate (rd.010 +rd.020+ | 130
rd.030 + rd.040 + rd.050 + rd.060 + rd.070 +
rd.080 + rd.090 +rd.100 + rd.110 + rd.120)
% |Active circulante )
- |Materiale = o F O 35 448 38 134
Active biologice circulante o2 150
Obiecte de mic valoare si scurtd duratd can.au 160
_ Pruducsla in curs de executie si produse anseis | 170 /
Marfuri o217 180 | 6 Qéﬁ 914
Creante comerciale c1221-222 190 | 9270076
Creante ale partilor afiliate _can 200 =
Avansuri acordate curente Do | 210 301803 3218 564
Creante ale bugetului wns | 220 5608 _ ' 13170
Creante al&personalulm o226 230 33 507 .. 10739
Alte creante curente . o133 1433247334234 243 1 ; 404’37 L e 303 941
Numerar in casierie si la conturi cureme 250 4 069 020 - 1 292
A}te elem nl:e de numerar 2454246 260
Investitii financiare curente in pam ncaﬁhate 270 e
£1 . G
: Invesn;u financiare curente in parfi 280
Alte active circulante 253061262
Total active circulante (rd.140 +rd.150 +
rd, 160 +'rd"*a‘m + rd 180 +rd.190 + rd. ':zfe'b +




s i

EEE

Nr. Soidls_
it S N
1
3.

5160000

20 690 245

226817 905
:?“gf‘-,&“ i &:’é&_w. e

; £032e338 ' e e
| e rﬁj’“ﬁpenoadel i B e ?5%54
G c:z““ R 370 2 X Dl e
: ' 121 320 AL e 121 320

Total capital propriu (rd.320 + rd.330 +rd.340

+ rd.350 + rd.360 - rd.370 + rd.380)
4 [Datorii pe termen lung :
Credite bancare pe termen lung

imprumuturi pe termen lung _
Datom pe termen lung privind leasingul

S

13

A]te datcm pe termen lung

'I’otal datoni pe termen lung (rd.400 + rd.410
+ 14420 + 1d,430)
3. [Datorii curente | %
Credite ban -are e termen scurt asn § 450 1050 000 1230 000

Imprumuturi pe termen scurt asiz | 460 -

Datorii comerciale a2l 4281 588 il 687 960

Datorii fatd de partile afiliate Lo | W0

Avansuri primite curente e s o] 90 146 310 LF 2§$f_680

Datorii fatdi de personal | asiesiz ! 500 f 103 666 179898

Datorii privind asigurdrile sociale si medicale | 510 32 197 1 122 138

[Datort faia de buget s 191 629933 875 185

Venituri anticipate curente ais3s 530 - B T

Datorii faté de proprietari. @536 540 785 850 130 717

Finanfari 3i incasari cu destinajie speciald 350 | :
irente > ooy :

Provizioane curente . T 560 T

Alte datorii curente 154145424543 544 570 .. Bb34342 ' 3 197 569

Total datorii curente (rd.450 +rd.460 + rd.470 | 80
+1d.480 +rd.490 + rd.500 + rd.510 + rd.520 +
rd.530 + rd.540 + rd.550 + rd.560 + rd.570)

__[Total pasive (1 390 + rd 440 + rd.580)




 [Profit brut (pierdere bruth). o0 030)

SITUATIA DE PROFIT SI PIERDERE

Anexa 2

defa__ 01,01 3yl 2018
b o : 'Iiiﬁ_i‘igt‘ori — Bgi‘-iozaﬁ‘d.a de gestiune
o = 3N " i i curenti
o i W i e
...... ﬁ
Vemtun din vinzari. . 4 788 853
Cost%g/ménlor . 27 %‘#B 261

Alte venituri din activitatea Operatmnalé e s VQBOI.GE;S
_ [Chelwieli de distribuire e wl o 0 .. 7051869
Cheltuieli admmistrative . - ! 4 . 6364 006

: 6 155 257

Alte cheltuieli din actiy

atea oporationald  en] . ™ 1360 203

Rezultatul din activitatea operaDionald: profit
{(pierdere) (rd.030 + rd.040 - rd.050 - rd.060 -

790617

Rd070y
Rezultatul din alte actlwféyl proﬁt (plerd

A(B21F21)H(622-T22)H(623-723)

el;;i““ i

Prof t (pierdere) pini Ia i Jmpozltare
(rd.080+rd.090) “

Cheltuieli privind impozitul pe vemt

Profit net (pierdere neté) al pericadei de

gestl e (rd.100 - rdllO)

o




NOTA INFORMATIVA

i

i
Creantz, mvcsmmﬁnancmm $1 datompc termen lung aferente fondarordor nercmdentl

Anexa S

privind relatiile cu nerezidentii

Tabelul 1

So ?uﬁraltu! -

ek
i —

G TR SHEEEE
- G

Credite bancare, imprumuturi §i datorii 090 ]

privind leasingul financiar, inclusiv pe
Ldri; i

Alte datorii, inclusiv pe fari: 100

£ see }‘ e e :
Rd.010=1d.020 +rd.030 + rd.040 + rd,050

Rd.060=rd.070 + rd.080 + rd.090 + rd 100

Col.7 = col.3+cal.4-col S+col.6 ~
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Anexa la AVIZUL SANITAR . |

/ din 4 iulie 2018

N Denu mirea

Firma produciitoare, Tara

1. | AZOPIRAM pfn 10() ml solutie gata

| ZAO “Medtest”, FPederatia Rusa

b

Indicator pentrd controlul sterifitatii 121/15 N1000 ZAO “Mudtest”, Federatia Rusa

- 3. | Indicator pentra controlul sterilitagii 121/20° N100G ZAO “Medtest”, Federatia Rusa
& 4. | Indicator pentru controlul sterilitagii 134/18 N1000 - ZAO “Medtest”, Federatia Rusa
-5, | Indicator pentru controlul sterilitagii 134/20 N1000 - ZAO “Medtest”, Federatia Rusa
6. | Indicator peniru controlil sterilitatii 134/4 N1000 ZAO *Medtest”, Federatia Rusa
o 7. | Indicator pentru eontrotul sterilititii 134/5 N1000 ZAQ “Medtest™, Federatia Rusa
8. | Indiestor pentru controlul sterilitagii 134/7 N1000 ZAQ “Medtest”, Federatia Rusa

ndicator pentru controtul sterilitatit prin abuci IKPS ~ 120/45 N100Y
9, | (EXTERN)

ZAO “Medtest”, Federalia Rusa

“no ludicator pmtm controlisl ﬂeuhiﬁln prig abun iKP"G«Isdf’;g qug
et S B XTERNY S ek

ZAO “Medtest”, Federatia Rusa

Indicator pmtru cantrolul ster 111t§m prin &hl]rl IKPS V\ 120/ la N1 000 ZAOD “Medtest”, Federatia Rusa
i
AINTERN) o BReuL
12 | Indicator pentru controlul steri hthtn prm abum IKPE: v N 01 - 132/20 ZAQ “Medtest”, Federatia Rusa
* | N1000 (INTERN)
Indicstor pentry wnt?a U sterilitaiii prin aer IKPS‘?@ 180760 N1000 ZAO “Medtest™, Federatia Rusa
- 13 | (EXTERN)... )
. Indicator penmlt cs;atrolul sterifit3iii prin aer IKPS VN/OL - ESO/()O NIOOO | ZAO “Medtést”, Federatia Rusa
4| NTERN)

15. | Pachet pentru sterilizare  90x230 N 100

740 “Medtest”, Federatia Rusa”

Pachet pentru sterilizare 100x200 100

» ZAD “Medtest”, Federatia Rusa
. Pacher penteu steritizare ESOX"SGN}(}O ...... : ZAO TMedtest”, Federatia Rusa

ZAO “Medtest”, Federatia Rusa.

ex. St Constantinc;vivéi Lt
0(22) 574679

Elena PALANCIUC




IPIMEATECT

CAHKT -DETEPEYPT

3A0 "MegrTect”, 191002, C.-Metepbypr, yn, Fassesxas, 4.5, T./d; (812) 672-2395, 71._0__-.8171, 710-8149, 710-8170,

dopma NC-1

NMACNOPT COOTBETCTBUA
WHAMKaTOp XUMIUYECKWN
ANA KOHTPONA BO3AYyLHOW cTtepunusauumn MKBC-"Meartect"-180/60
WKBC-180 (+3)°C — 60 MUH. (+5) MUH.

(Mapka, napameTpbl, pexumsl)

HPWM.932719.008 MC

Knace vcnonHenust no FOCT ISO 11140-1-2011 — 4 (MHoronepeMeHHbIe)

Homep roc. peructpauun Ne ®CP 2010/06854 ot 26.02.2010r. Cepusa N2 | 151017
TY 9398-001-53262326-2009 Jata nsrortoenedus |10 2017
:ﬁl MNMokazatenu TpeGoraHua TY Pe3aynuraTb! aHanuza

1 e 3 4
CoorBeTcTBHE cocTaBa e T e YRy HT

1 KomnnexTy HTA 1.3.1. coOoTB y

5 CooTBercTBHE MapKUpPOBKHY, 14. 15, cooTBeTCcTBYeT
ynakoBKu

121.,123.,124,.125.,128.,

3 | Gooreetcreue BHewneroBMAa | 4 55 ', o 1245 2 s Aans, cooTBeTCcTBYET
ArAnKaTapos 1.2.14,
YcTOHWUMBOCTL K Bosneﬁ"cfiamo

4 CTepunu3yioLux (pakTopos B 1.2.17. COOTBETCTBYET
YCROBWSAX OTCYTCTBMA Napa
CoorBeTcTBHE
SKCNNyaTaLyMOHHbIX KaYecTB e

5 WHIMKATOPOB B PerNaMEHTHBIX 1.2.18,, 1.2.18., 1.2.21. cooTBeTCTBY®ET
3HaYeHMAX

6 Cpok roaHocTu 1.225. COOTBETCTBYyeT

36 MecsALeB ¢ 4aThl U3rOTOBNEHUS

WcneiTanna, nosepkn nposegeHsl B 06bemMe NPeABbABUTENbCKAX UCNLITAHWUI

3aknroyeque:

lTpodykyus coomeememe
"~ 1SO 11140-1

NpUMeHeHus.

HavanbHuk XTY

=2011, 200Ha K UcNoNL306aAHUIO @ coomeemcemeut ¢ HasHa

KOMI’II‘IGEKTEILIMI'O B COOTBETCTBUU
C 3aKas3 - Hapsaom npoeepiAn
HavaneHuk YNaKoBOYHOro yyacrka

OTnyck paspewun
HavantHuk npoussoactea

yem HopMamueHsim mpeboeanusm, TY 9398-001-53262326-2009, FOCT
YeHueM U o6acmbio




¢dopma NC-1

VIMEATECT

CANKT-NETEPSYPT

3A0 "MeaTect", 191002, C.-MeTepbypr, yn. Passvesxkasn, a.5, T./d: (812) 572-2395, 710-8171, 710-8149, 710-8170,

NACNOPT COOTBETCTBMUA
MHOMKaTop XMMUYECKUA
AnNst KOHTPONs Naposoit crepunuzam UKMC-"Mearect"-132/20

UKNC-132 (£2)°C — 20 MuUH. (+2) MKH.

(napaMeTpb pexuma)

HPWUM.932719.007NC

Knacc vcnonHenws no FOCT ISO 11140-1-2011 — 4 (MHOoronepeMeHHble)

131017
Homep roc. peructpaumm Ne CP 2010/06854 ot 26.02.2010r. Cepusa Ne
TY 9398-001-53262326-2009 Oata warotosnenus | 102017
:;:1 (Mokasatenu TpeboBanun TY Pe3ynbTaTbi aHanusa
1 2 i 4
CootBeTcTBME COCTaBa
1 komnnekry HTI 1.3.1. cooTBeTCTBYET
2 Mapxupoeka 1.4, COOTBETCTBYET
3 CooTBeTCTBUE BHEWHEro BUAOaA, 1.21.,1.23,124-125,127., |
oKpacky sTasnoHa 1.2.13., 1.2.18., 1.2.21. Gl
YCTOWYMBOCTB K BO3AEHCTBUIO .
4 CTepunHayiowux GaKTopos 1217, 1.2.21. cooTBeTcTByeT
CoortBeTrcTBME
5 3KCNNYaTaLUMOHHLIX KAYeCTB
WHAMKATOPOB B PErNaMeHTHLIX - 248, ey
3HaYeHUAX
6 Cpok rogHocT 1.2.25.
P A 9 36 MecALeB ¢ AaThi U3rOTOBNEHUS ORrBOTCuaMew

WUcneiTanns, noBepku nposegeHtl B 06beMe NpeabaBUTENbCKAX NCBITAH N

3akniouerue:

npodykyuss coomseemcmeyem HOPMaMUGHLIM MPe60o8aHUAM, 200Ha K UCITONBIO8AHISO &
coomeemcmeuu c HasHaveHUeM U O6NIACIMbIO NPUMEHEHUS.

HavanbHuk XTY

2 Komnneurraumo B COOTBETCTBAY
C 3aka3 - HapAAOM APOBEPUN
X, HauansHuk ynakosouHoro yuactka

Otnyck paspetwn
HauanbHuk npoussogcrea




EMEATECT ®opma NC-1

CAHKT-NDETEPEYPT

3AO "Meatect", 191002, C.-MNeTepbypr, yn. Pasvesxasn, 8.5, 7./¢p: (812) 572-2395, 710-8171, 710-8149, 710-8170,

MNACMNOPT COOTBETCTBUA

WNHankaTop xumMuyeckuin oaHopasoBoro NPUMEHEHNA ANA KOHTPONS BO3AYLUHON
crepunusauimn MIKBC-BH/01-"MegTecT"'-180/60

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

(Mapka, napamerpel, pexumebl)

HPWM.932719.006 MNC

Knacc ucnonxenus no FOCT I1SO 11140-1-2011 — 4 (MHoronepemeHHsIe)

Homep roc. peructpauumn ®CP 2008/03222 ot 03.09.2008 r. Cepua Ne | 060217
TY 9398-007-53262326-2008 OaTa usrorceneHus | 02 2047
:ﬁl Mokasatenu Tpe6oBanua TY PesynbTatbl aHanusa w
: R g o
CootBeTcTBME COCTaBa ,
1 KoMnnekry HT/, | 1.3.1. CoOTBEeTCTBYeT
2 CooTBercTBMe MapkupoBkm 1.4, COOTBETCTBYeT

CooTBeTCTBME BHEWHero Bupa,
3 MHAMKAaTOPa, ynaKoBKw 121.,1.23,1.2.71.211.,1217. COOTBETCTBYyeT

4 YcTolyuBocTb Kk BO30EWCTBUIO

cTepunusyiowux dakTopor 1212 cooTBeTCcTBYeET
Coo-i'Be'rcTBﬁe
SKCNNYaTaAUMOHHLIX KaYecTR )

2 MHAUKATOPOB B pernaMeHTHbIX 1.2.13.,1.2.14. cooTBeTCTBYyET
3HaYeHuUnx

6 Cpok roaHocTu 1.2.18.

36 MecALEB ¢ AaTbl UIroToBREHUS CooTeercTByer

WenbiTanns, nosepku nposegens s o0beMe npeasSBUTENbCKUX MCNbITaH N

3aknioyeHune:

npodyrxyus coomeemcmeyem HOpMamueHbLIM mpebosanusm, TY 9398-007-53262326-2008, roCT ISO 11140-1-
2011 200na k ucnone3oearuro @ coomeemcmeuu ¢ HasHavenueM u o6nacmeio npumMeHeHus.

"
r" ‘.\

HavanbHuk XTY

Komnnekraumio B cooTaercrany
C 3aKa3 - HapsKoM Npoaepun
HavarbHuk ynakosouHore y4yacTka

Ornyck paspelumn
HaHaIleMK nponsesoacTea




mMEnTECT dvopma MNC-1

CAHKT-NETEPBYPT

3A0 "MeaTecT", 191002, C.-Mevepbypr, yn. Pasveaxan, a.5, T./d.: (812) 572-2395, 710-8171, 710-8149, 710-8170,

MNACMOPT COOTBETCTBUA
WUHOMKaTOP XMMUYECKWIA OAHOPA3OBOro NPUMEHeH!sA AN KOHTpons
napoBo# cTepunusauuu UKMC-BH/01 -"MearecT"-132/20

132 (+2)°C / 20 MUH. (+2) MUH.

" (napameTpul pexuma)

HPWM.932719.005NC

Knacc wenonHenns no FOCT ISO 11140-1-2011 - 4 (MHoronepeMenHbie)

Homep roc. peructpauun Ne ®CP 2010/09764 ot 30.12.2010r. Cepua Ne B

TY 9398-003-53262326-2006 [laTta W3roToBrieHUA 06 2017

Ne n/n | Moka3zatenu Homepa nyHKTOR TpeGosanun TY Pe3ynbTaTtbhi aHanm3a
T 1 2 3 4
1 CograoncraieicogTaBa 121,128, 131,152 coOoTBEeTCTBYyeT

koMmnnekty HTQ

2 MapkupoBka 1.4. cooTBEeTCTBYyeT
3 CooTBeTcTBUe raGapuTHbIX 124,125.,1.26.,127.,1.28,1.289, COOTBOTCTBYET
pasMepoB, BHEWHOTO BUOA 1.2.10.

YcTOWYMBOCTL K BO3ACHCTBUIO

4 cTepunusyrouiux akrtopos B 1.2.17. cooTBeTCTBYET
YCNOBUAX OTCYTCTBUS Napa
CooTBeTCTBUE
3KCNNYaTaUUOHHbIX KA4eCTB
5 WHAUKATOPOB B POrNaMeHTHLIX 1.2.14.,1.2.15.,1.2.16 cooTrBeTcTBYeT
3HaAYEeHUsIX
1.2.21
6 Cpok rogHoc ) "
P A ™ 36 mecsLeB ¢ AaTs! U3rOTOBIEHUSA e e 2

WcnbiTakua, noBepku npoBefeHbl B 06bemMe NPpeabABUTENbBCKUX NCALITAHWUNA

3aknioueHwe:

Npoaykuua COOTBETCTBYST HOPMaTUBHbLIM TPGSOBGHMHM, rogHa Kk ucnonb30BaHUIO B COOTBETCTBUU C
Ha3Ha4yeHUeM U obnacTnio NpUMeHeHus.

HavanbHuk XTY

Komnnexrauuio B cooTeeTcTBUM
 3aKas - HapaQoM Nposepun
HauanbHvk ynakoBOWHOro yuacTka

OTnyck paspewun
HauaneHui npoussoacrea




VIMEATECT

CAMNKT - NETEPEY PT

®ocpma NGC-1

3A0 “Meavect", 191002, C.-Metepbypr, yn. Pasgueswan, A.5, T (B12) 572-2395, 710-8171, 710-8149, 710-8170,

MNACMNOPT COOTBETCTBUA

UHAMKATOP XMMUUECKNA OQHOPa3oBoro npUMeHeHnsi AN KOHTPONA
napoBoO# CTepunn3aunu WKMNC-BH/01-"MearecT"-120/45

120 (+2)°C / 45 MuH. (+3) MWH.

(napamerpsl pekima)

HPIM_832719.005MNC

Knace vucnonHenns no FTOCT 1ISO 11140-1-2011 -4 (mHOronepemMentble)

0 6
Homep roc. peructpauny Ne ®CP 2010/09764 ot 30.12.2010r. Cepvia Ne A
TY 9398-003-53262326-2006 [ata naroTosnexus | 112016
ﬂo.l;aaarenu. Homepa nyHKToB TpeGoganun TY Pe3yniraTbl aHanus3a
—_— - 5 S i R O 3 e e il i
1 CogQupeTETBUesCogHaBa 120w, LTI, T8I, 1812 cooTBeTCTBYET
| xomnnexTy HTO
2 MapkupoBKa 1.4. COOTBETCTBYET
3 CoorseTcraue rabapurHbIX 124.,1.25,126,127.,128, com'BéTCTB o
pa3mepoB, BHelWHero Bnaa 1.2.9.,1.2.10. y
YCTOWYMBOCTb K BO3AEACTBMIO '
4 CTEPUNU3Y IOIWLKUX (PAKTOPOB B 1 2 coorBeTrcTByeT
YCIOBUAX OTCYTCTBMUSA napa
CoorseTcTBME =y
3KCNNyaTaunOHHbLIX KaYecTs
) HHOMKATOPOB. 6 PECHAMBHTHSIX 12.14.,1.2.15,, 1.2.16 COOTBETCTBYyET
. 3HAMEHWAX I D PN = - e
1221,
9 Crok EDAROCTN 36 MeCcHLEB C AaTbl M3rOTOBNEHUs CleiuiEuemEyer

WcnbiTaHua, NOBEPKN NpoBefeHbl B 06bemMe NpeAbRABUTENbCKUX UCNLITAHUH

3aknoyeHne:

Mpoayxums COOTBETCTBYET HOPMaTUBHbLIM TPeDoBaHNMAM, rOAHA K UCNONL30BaHUI0
Ha3HaYeHuem ¥ o0NacTbi0 MPUMEHEHHA.

HavanoHuk XTY

B COOTBETCTBUMN C

M.A. BopoTHuukas

Komnnekrauyuio B COOTBETCTBUN
€ 3aKa3 - HapsAoM NpoBepun
HauanbHuk ynakoBoYHOro y4acTka

o

OTnyck paspeLun
HauanbHuK Npon3soacTBa




MEEHTECT ®opma NC-1

CANKT-NETEPEYPT

3A0 "Meavect”, 191002, C.-Tlerepbypr, yn. Faswesxasn, 4.5, 7./d: (812) 572-2385, "710-8171. "710-8149, 710-8170,

NMACNOPT COOTBETCTBUA
NHOnkaTop XMMUHECKUA OOHOPa30BOro NPUMEHEHUS
AN KOHTPOMS NPOLECCOB CTEPUNN3aLINN

"Menrvect"-134°C/5 muH
HPVIM.932821.005 MC

Knacc ucnonnerus no FOCT ISO 11140-1-2011 — 4 (MHoronepemeHHsIe)

Homep roc. pervctpaummn Ne®CP 2008/05786 ot 30.09.2009 Cepuviss Ne | 151017
TY 9398-008-53262326-2009 fata narotosneHus | 10 2017
Ne nin MokasaTtenu TpeGoBaHua TY PesynbTathl aHanusa
y CooTBeTcTBUE BHEWHEro BUAa 121.,1.23,125,129,1.211,, cooTmeTcTByeT
UHAWKaTopa 1.2.18.
CooTBeTCcTBME COCTaBa
2 ynaxoBku, komnnekty HTA, 1.3, 1486, 147 COOTHETCTBYET
MapPKMPOBKMU
CooTBeTCcTEUE UBETOBOMN
3 raMmbl TEpPMOUHANKATOPHON U 1.2.20,, 1.2.24. CoOTBeTCTBYeET

UBETOBOMN MeTOK HHOMKaTOopa

CooTBeTcTBHE B yCNOBHUAX
rapaHTUPOBaHHOrO
.2.24, T T
4 AOCCTUKEHWA KOHEYHOTO 1243 Ca el
COCTOAHUS

MpoBepka HecooTBeTCTBHSA B

CNOBUAX HEAOCTHIKEHUS
5 }(’ouequoro ctfcronuua £ 1.2.25., 1.2.27. COOTEETCTBYyeT

HacbIWEHHOM nNape
MNposepka kecooTBeTcTBMS B

8 Y B HEnOCTM GHi 1222,1.2.26 cooTBeTcTBYeET
KOHEYHOrO COCTOSIHUSI B CyXOM A
ropsiueM Bozayxe
7 Cpok rogHocTM 1.2.32.
P A 36 mecsues ¢ AaThbl M3roToRNeHUs SOooTEeTETRY LT

MCI"IblTalHVIﬂ, noBepku nposeneHbl B obreme npuemMo-caaTtoyHbIX UCNbITaHURA

3aknveHmne:

Mpodyxkuus coomeemcmeyem HOpMamMueHsIM mpeboesanusm, TY 9398-008-53262326-2009, rocr

ISO 11140-1-2011, 206Ha K ucnonb3oeanuro e coomeememeuu ¢ Ha3naveHuem u obnacmeio
npumMeHeHus.

HavyansHuk XTY

Komnnexrauuio B cooTeTcTamm
C 3akas3 - HapsRoM nposepun
HavankHuk ynakosouxoro yyacTka

% Otnyex paspewun
’ . HavanbHuk NnponsBoAcCTBa




EﬂME‘lTECT st e : R B s

CANKY - NETEPEVFT

3A0 "MeaTect", 191002, C.-Metepbypr, yn. Pasvesxas, 4.5, 1./¢: (812) 572-2395, 710-6171, 710-8149, 710-8170,

MACNOPT COOTBETCTBUS
NHaukaTop xumudeckuin
ANA KOHTPON#A BO3AYLWIHOM CTepUnu3aLm MKBC-"MeaTect"-180/60

UKBC-180 (+3)°C - 60 mum. (+5) MuH,

(Mapka, napameTpoi, PEXUMbI)

HPWUM.932719.008 MG

Krace nenonHenns no TOCT 1SO 11 140-1-2011 - 4 (MHoronepemeHHbIe)

Homep roc. pervctpaumy Ne ®CP 2010/06854 ot 26.02.2010r. - Cepus Ne | 551114

TY 9398-001-53262326-2009 HaTa warotosnenusa |11 2014

, l':fl Mokasatenn TpeboBatua TY Pesynbrarhl ananuaa
: PR e i - e

4 | CoorBercTBUe cocTaBa

KoMNTeKTy HTA 1.3.1. cooTBeTCcTBYeT
| CoormetcTBUE Ma;;x'ﬁi‘iii‘diajku, : i '
2 ynaKosin . 14 1.8 COOTBETCTBYET
: A 121,423 104: 408 198
CootBercTane BHewHero Buaa i : : !
3 MHAWKAaTOPOB - 1271210, 120092142 1213, cooTBeTCcTBYyET

1.2.14,

YCTOAYMBOCTS K Bo3AeNcTBMIO |
4 'crepun'u“:;yiow,ﬁx:i(ﬁax'ropoB B T2 CoOOTBETCTBYET
. yChOBMHK;_OTCjVTCT_BMH napa

CootBeTCTRBME
| 3KCANYaTaUMOHHBIX KauecTs
o MHAUKATOPOB B PerNameHTHLIX 1.2.18., 1218, 1.2.21. - cooTBeTcTBYyeT
3HaYeHUAX
6 | CpokrogHocTti o 1.2.25,

3 COOTBeTCTBYET
36 Mecses ¢ aatel U3roToBNeHus &I e

McneiTanus, nosepku nposegeHb s OBLeMe NPeaBLABUTENLCKUX UGN bITAH W

3aknoYeHne:

Mpodykyus coomeememe yem HopmamusHbim mpeboearusm, TY 9398-001-‘5,3262326-2009, rocr

1SO 11140-1-2011, 200Ha K ucnons3oeanuio 'coomeemcmS_'Uu‘c HaszHaveHueM u o6nacmbio
npumeHeHusn.

’
¥

N e
Havanbnuk XTY L ‘*’3,-;;3 M.A. BopoTHulkas

KomnnekTauo s cootseTcTamm
C 3aKaa - Hapaaom rposepu
Havanshuk ynakosoumoro yuacrka

\\ ~ Otnyek paspeiwnn

e ST RE HavaneHuk npoussopcrea

T A e e e S L




BT U AT e T e ——
mIM-E«ﬂTE“I LTg > e ~ ®opMa MC-1
a

NKTAHETEP‘G‘!F?

3AO ‘MPATecr 191002, €. -f']_'g-."_‘rep__ﬁypr, yn. Paabemkan, A5, T./¢>,‘ (812) 57’2-2395. 710-8171, 710-8149, 710-8170,

I'IACI"TOPT COOTBETCTBMH
VIHnMKaTOp XUMUYeCcKun 0AHOpasoBoro npuMeHeHus ans KOHTponﬂ
napoBow cTepunusauun UKMC-BH/01- -"MeArect"-132/20

132 (£2)°C / 20 muH. {+2) MuH.

-(napamerpul pewmima)
HPWIM.932719.008MC

Knace ucnonHeHus no MOCT 1SO 11140-1-2011 -4 (MHOronepeMeHHble)

Homep roc. peructpaunn Ne ©CP 2010/09764 ot 30.12.2010r- Cepua Ne | SS1114
TY 9398-003-53262326-2006 fara narotosnenus 1012014
Ne n/n MNokasatenu Homepa nynktos TpeGosanui TY Peaynbratel ananuaa _]
{7 L i i 3 : 4
| CooreeTcTBME COCTaBa
i 1 komnnexTy HT/ 124,123,184, 152 COOTBETCTBYyET
2 Mapxuposka - 1.4, COOTBETCTBYET
CootBetcTBHE raGapnmblx 12,81 7125, 11218, 1217, 1.2 8,129,
3 PaIMepoB, BHeWHero BuAa 1. 2 10, CoQmECVOTLG
YCTORYMBOCTL K Bo3geHCTBHIO
4 CTepUnMaytowmnx thakTopor B i 1.2.17. COOTBETCTBYET
YyCnoBuAx orcyTCTBLm napa
: ZECoorae{prBue |
IKCMIYaTALMORHbIX KavecTB | A i :
5 | WHauKaTopos B pemaMeHTHblx 1214, 1215, 1216 COOTBEeTCTBYeT
. 3H3H6E{HE§ o
6 Cpok roarocTu 12.21. COOTBETCTBYET
36 MecRLEeB ¢ gaTh! M3roToBMIEHU

WenbiTalua, nosepku nposefeHbi B oGbeme NPEABLABNTENECKUX UCNbLITAHM

3akniouenne:;

Mpoaykuwus cootsercTeyeT HopmaTuEHmM Tpéﬁoaauunm, rofHa K MCNONbIacBaHNUI0 B GOOTEETCTBUM ¢
Ha3Hadennem n 06NacTbio NPUMEHEHNS, e

Havanenuk XTY

;c*aakaa - HapsaoM Nposepun
HavansHui YN2KOBOYHOrO yuacTka

;"\§ Komn I'IeKTaLMKJ B COOTB&TC‘I BUN

(.

b? {
/ / o7 ({ \ Oﬁrnympaspeumn

z/ BT T Hayanshuk npowssogctaa




CERTIFICATE

This is to certify that

Geksa-netkanie materiali, LLC

Tsentralnaya str., 3
143405 Goljovo village
Krasnogorskiy district
Moscow region
Russian Federation

with the organizational units/sites as listed in the annex

has implemented and maintains a Quality Management System.

Scope:

Development, design and production of sterile and nonsterile disposable medical linen of
various application, sterile and nonsterile disposable medical clothes of various application,
sterile and nonsterile disposable medical instruments of various application, sterile and
nonsterile disposable personal protective equipment of medical purpose.

Through an audit, documented in a report, it was verified that the management system
fulfills the requirements of the following standard:

GOST ISO 13485 - 2011 (ISO 13485 : 2003)

&P‘H‘ :'4&
Certificate registration no. 31100767 MP23 <) A

Valid from 2016-12-26 5 ®
Valid until 2019-12-25 Q £
Date of certification 2016-12-26 Ty

POCC RU 31106 04MKIO

00O SSU DE KU ES

Mikhail Zalunaev
Managing Director

: L
Accredited Body: 000 SSU DEKUES, Respublikanskaya str. 3, 150003 Yaroslavl, RUss|ah-Fageration 1/2
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THE INTERNATIONAL CERTIFICATION .NETWOF{K

CERTIFICATE

IQNet and
DQS GmbH Deutsche Gesellschaft zur Zertifizierung von Managementsystemen

hereby certify that the company
Geksa-netkanie materiali, LLC

Tsentralnaya str., 3
143405 Goljovo village
Krasnogorskiy district
Moscow region
Russian Federation

with the organizational units/sites as listed in the annex
has implemented and maintains a Quality Management System.

Scope:

Development, design and production of sterile and nonsterile disposable medical linen of various application, sterile and nonsterile
disposable medical clothes of various application, sterile and nonsterile disposable medical instruments of various application,
sterile and nonsterile disposable personal protective equipment of medical purpose; laminated and nonlaminated, single-layered
and multi-layered, with impregnation and without impregnation, rolled polymer woven, nonwoven and geocell materials of
industrial-use including for ensuring of vapor moisture proofing in construction of roofs, walls, floor structures, for soil constructions
stabilization materials, for road construction and different light industry sectors as well as nonwoven materials for solving of the
problems of agricultural sector, gardening, crop growing and vegetable growing.

Through an audit, documented in a report, it was verified that the management system
fulfills the requirements of the following standard:

ISO 9001 : 2015

Valid from 2016-12-26
Valid until 2019-12-25
Date of certification 2016-12-26

Registration number: DE-31100767 QM15

Michael Drechsel owos
President of IQNet Managing Director of DQS Griabr{
IQNet Partners**: '

AENOR Spain AFNOR Certification France AIB-Vingotte International Belgium APCER 'Pprt gaf i

CISQ faly CQC China CQM China CQS Czech Republic Cro Cert Croatia DQS Holding Smik G
FCAV Brazil FONDONORMA Venezuela ICONTEC Colombia IMNC Mexico Inspecta Certification’ "J‘ :
IRAM Argentina JQA Japan KFQ Korea MIRTEC Greece MSZT Hungary Nemko AS Norway NSA| Agland PRR
Quality Austria Austria RR Russia SIGE México Sl fsrael SIQ Slovenia SIRIM QAS Interfiatipral Wa/zys:
SQS Switzerland SRAC Romania TEST St Petersburg Russia TSE Turkey YU'QS"__'S#éi'fBEa__,':‘-,__J

IQNet is represented in the USA by: AFNOR Certification, CISQ, DQS Holding GmbH and NSA!inc..—

" This attestation is directly linked to the IQNet Partner's original certificate and shall not be used as a stand-alone document
** The list of IQNet partners is valid at the time of issue of this certificate. Updated information is available under www.ignet-certification.com



ZERTIFIKAT / Certificate

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

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

Van Qostveen Medical B. V.

Herenweg 269
3648 CH Wilnis
The Netherlands

ein Qualitatsmanagementsystem nach der Norm DIN EN ISO 13486 : 2012/ EN I1SO 13485 : 2012 + AC 2012 -
Medizinprodukte - Qualitdtsmanagementsysteme - Anforderungen fiir regulatorische Zwecke - eingefihnt hat und aufrechterhalt,
Dieses Zertifikat stelit 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/
EN SO 13485 : 2012 + AC ! 2012 - Medical devices - ualty menagement systems - Requirements for regulatary purposes.
This certificate is not an authorisation to affix the CE mark.

Geltungsbereich / Scope

Entwicklung, Herstellung und Vertrieb von Skalpellklingen, Skalpelien, Bluttransfusionssets,
Blutlanzetten, elektronischen Blutdruckmessgeriten, Kondomen, Trachealtuben, Foley Ballons
Kathetern, chirurgischen Handschuhen, Infusionssets, Intravenésen Kathetern, Nadein,
Paraffingaze, Intravendsem Infusionsbesteck Kopfhautvenen, Spritzen komplett mit Kaniilen,
Tuberkulinspritzen, Insulinspritzen, Digitalen Thermometern, 3-Wege-Hahnen, 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 Gloves, Infusion Sets, Intravenous Catheters, Needles, Paraffin Gauze, Scalp Vein
Infusion Sets, Syringes complete with Needle, Tuberculin Syringes, Insulin Syringes, Digital
Thermometers, Three Way Stopcocks, Aneroid Sph ygmomanometers, Thermometers,
Examination Gloves, Syringes, Urine Bags,

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

bis / until  2019-03-31
ﬂ x y/w (bis 2019-07-29 bei Umstellung auf EN 1SO 13485:2015)
5 L

{unlll 2619-07-29 i casa of Upgrade to EN iSQ 13485:2016)
Zertifiziarungsstelle fiir Medizinprodukte Edition 2

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

TOV NCRD CERT GmbH Langemarckstralle 20 45141 Essen www.tuev-nord-cert,de
Benannte Stelle Kenn-Nr. 0044 / Notified Body ID. No. 0044

(( pAKKS
T Deutsche
Wl Akkreditierungsstalle
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 to ISO 8001:2015)
Initial certification 2004

éaﬁo

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 ig
subject to regular surveillance audits.

TUV NORD CERT GmbH LangemarckstraRe 20 45141 Essen

AR
(( DAKKS
Qﬁi&@“’“ . Deutsche
S Akkreditierungsstelle
D-ZM-12007-01-01




EG-Zertifikat /| EC-Certificate

P *r
£ Bh@ x Trinr |

gem. 93/42/EWG Anhang Il ohne(4) [ @acc. 93/42/EEC Annex Il without (4

Hiermit wird bescheinigt; dass die Firma / This certifies, {hat the company

Van Oostveen Medical B. V.

Herenweg 269
3648 CH Wilnis
The Netherlands

fir die Produkte / die Kategorie: Liste der Produkte siehe Aniage 1
for the products / product category: List of products see annex 1

Skalpellklingen, Skalpelle, Biuttransfusionsbestecke, Blutlanzetten, elektronische Blutdruckmessgerite,
Kondome, Tracheaituben, Foley Ballon Katheter, chirurgische Handsehuhe, Untersuchungshandschuhe,
Urinbeutel, Infusionssets, Intravendse Katheter, Nadeln, Paraffingaze, Intravendses Infusionshasteck,
Kopfhautvene, Spritzen komplett mit Kaniile, Tuberkulinspritzen, Insulinspritzen, digitale Thermometer,
3-Wege-Hahne, Aneroid Blutdruckmessgetrite.

Blades, Scalpels, Blood Administration Sets, Blood Lancets, Electronic Sphygmomanomsters, Condoms,
Tracheal Tubes, Foley Balloon Catheters, Surgical Gloves, Examination Gloves, Urine Bags, Infusion Sets,
Intravenous Catheters, Needles, Paraffin Gauze, Scalp Vein Infusion Sets, Syringes complete with Needie,
Tubercuiin Syringes, Insulin Syringes, Digital Thermometers, Three Way Stopcocks, Aneroid
‘Sphygmomanometers.

ein Qualitatssicherungssystem flr die Ausiegung, die Fertigung und die Endkontrolle der genannten Produkte nach Maligabe
des Anhang Il (ohne Abschnitt 4) der Richtlinie 83/42/EWG anwendet. Zusatzlich zur CE-Kennzeichnung muss die Kennummer
der Benannten Stelle angebracht werden, Die Gultigkeit dieses Zertifikats beruht auf der Aufrechterhaltung des Qualltats-
sicherungssystems in Ubereinstimmung mit den Anforderungen der Richtlinie und seiner Uberwachung durch die Benannte
Stells gem. Anhang Il Abschnitt 5. Das Zertifikat ist unter keinen Umstanden {ibertragbar.

has established a quality system for design, production and final testing acc, to:the requirements of Annex if (without section 4)
of the directive 93/42/EEC. Additional to the CE-marking the notification number of the Notified Bodly has to be affixed. The
validity of this certificate is based or the maintenance of the quality systeny in accordance with the requirements of the dirsctive
and lis surveillance by the Notified Body according Annex Ii section 5. The cerlificate may not be transferred under any
circumsiances.

Reg.-Ni./ Reg.-Mo. 04 232 041335 Giltigkeit/ Valiaiy
Bericht Nr. / Report No. 3518 0387, 3518 0368 von / from 2016-07-30
3548 0369 bis / until  2019-07-28

2' Edition 2
3 ™ ij P
- ¥
Zerlifizierungsstelle fir Medizinprodukte Essen, 2016-07-21

Certification body for medical davices

TUV NORD CERT GmbH Langemarckstrate 20 45141 Essen

Benarnte Stelle Kenn-Nr. 0044 / Notffied Body ID. No. 0044
** #"ﬁ(ﬁ Bam't'&arq&#ﬂ%&mln by

Madwinpadintn
ﬁ-ﬁrggﬁ?& ZLG-B§-236.10.16




ANLAGE/ANNEX

Anlage 1, Blatt 2 von 5
Annex 1, page 2 of 5

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

Produkie 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: Fir Produkte der Klasse | sterll beschrankt sich das Zedifizierungsverfahren auf die Aspekie der Herstellungs-
schritte in Zusammenhang mit der Sterilisation und der Aufrechterhaltung der Sterilitit.

Neote: For products of class | sterite the certiffcation process is restricled lo the sspects of manufactire concerned
with sacuring and maintaining sterile cenditions.

Bericht Nr. / Report.No. 3518 0367, 3518 0368, Giiltigkeit / Validity
3518 0369 von [ fromh 2016-07-30
Edition 2

Ao

Zertifizierungsstelle fiir Medizinprodukte Essen, 2018-07-21
Certification body for medical devices

TOV NORD CERT GrmbH Langsmarckstrafie 20 45141 Essen  www.tuev-nord-cert.de madical@tuev-nord.de

Benannte Stelle Ketin-Nr. 0044 / Notified Body ID. No. D044

*ﬁ*ﬁ g, Gonennt auenDovgosted by
#r Y Zantatele do Linder &
W@« U oorea

%’ de e g

ﬁx& *frw 71.G-BS-236.10.16




TuUVNORD

ANLAGE/ANNEX

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

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

Produkte der Klasse la UMDNS
Products of class lia

Intravenéses Infusionsbesteck, allgemeine Verwendung 12157
Intravenous Administration Sets, General Purpose

Katheter, intravenous, peripher 10-727
Catheters, Intravenous, Peripheral

Intravenoses Infusionsbesteck Kopfhautvene 17-825
Intravenous Administration Sets, Scalp Vein

Nadein, hypodermisch 12-745
Needles hypodermic

Verband, nichthaftend 11325

Dressing, Nonadherent

Spritzen 2- oder 3 teilig mit montierter oder integrierter Nade! 13-922
Syringes 2- or 3-parts with mounted or integrated needie

Spritze, Tuberkulin 13.945
Syringes, Tuberculin
Spritze, Insulin 13-941

Syringes, Insultin

Bericht Nr. / Report Ne. 3518 0367, 3518 0368, Gultigkeit / Validity
3518 0369 von / from 2016-07-30
Edition 2

Zertifizierungsstelle flir Medizinprodukte Essen, 2016.07-21
Certification body for medical devices

TUV NORD CERT GmbH Langemaickstrale 20 45141 Essen  www.tuev-nord-cert.de  medical@tuey-nord.de

Benarinta Stelle Kenn-Nr. 0044 / Notified Body 1D. No. 0044

*ﬁ'“ﬁ‘% - Semiont durehiDesigiited by

r e Zsniralsiebe der Linder &
r g& * Hir Sasundhelasshuiz g
Bl Arzraimitiein und

* r Mesipmorodukion

‘%% *&* 2L.G-85-236.10.16




T e

EC CERTIFICATE

AT SERTIFIKA

According to Annex I of the Directive 93/42/EEC on Medical Devices
93/42/AT Tibbi Cihaz, Yénetmeligi Ek IFye gére

Full Quality Assurance System
Tam Kalite Giivencesi

Certificate Number: 2195-MED-1412002

Sertifika Numarasi

Manufacturer: Nurteks Tekstil ve Medikal Sanayi Dig Ticaret Anonim Sirketi
Uretici Head Office Késkli GCesme Mah. Yeni Bagddat Cad. No:124 Gebze/Kocaeli
/Merkez: Tirkiye
Branch Office Oru¢ Reis Mah. Tekstilkent Cad. Tekstilkent Sitesi B Blok
I$ube: No:12A/031/034 Esenler/lstanbuyl Turkiye
Product(s): Sterile Disposable Surgical Drape, Gown and Drape Sets
Urtin(ler) Steril Tek Kullanimiik Cerrahi Ortti, Oniiik ve Ortir Setleri
Sterile Disposable Powder and Powder-Free Surgical Latex Gloves
Steril Tek Kullanimik Pudrall ve Pudrasiz Cerrahi Lateks Elcvenler
Reference Report No: 2195-MED-1404008 2195-MED-1502010
Referans Rapor No

Onaylanmg Kurulug Szutest, yukarida belirtilen dreticinin 93/42/AT Tibbi Cihaz Yonetmeligi EK ll{madde 4 harig) madde
3line. gére bir kalite Yonetim sistemi uyguladiGini, bu yénetim sistemninin Yonetmeligin sadece bahsj gegen Urindn uretiminin givenlitc ve sterii
kogullannt saglama ve devam ettirm

e ile ilgili gerekiilikierin kargiladiginy beyan eder. Onaylanan bu kalite yonelim sistemi, 93/42/AT Tibbi Cihaz
deem!fﬁf EK I, Madde 5% gdre periyodik olarak 96zelime ve habersiz saha denetimlerine tabidir
Uretici, dranler

inin tasariminda ve yapisinda gercekleslirdigi tnemii dedisikiikleri Szutest's bildirmek zoruriiadir.

This EC certificate is valig till 2019-04-29.
Bu AT Sertifikas) 2019-04-29 tarihine kadar gegerlidir,

.;.’?"@W?;"\ s " =
P ok
& i @‘,{‘\.‘ ' i &y
TN
Issue Date/Yayin Tarini: 2014-04-30 & ‘4 \ 3 "\_ Jehmet ISIKLAR
Revision No/ Revizyon No.: (2 z = g}, p Géneral Manager
Revision Date/ Revizyon Tarini: 201 6-07-28 /] Genel Midiir
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i

FR.MED.33 R:03 SZUTEST Teknik Kanig
STYEsT Plaza, Noto Yalu. C
Tk b0 2T6 - 449 46 46  Faks:

I've Belgolendirmes Hismstlas Tie. Lad. $.
o Coen 5. Moy Umraiye, is;?amsyi, TURKIYE

90 26 469 46 57 Info@smuest.com.ir.| swwwisrulesh.com i
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RTEKS TEKSTIL VE MEDIKAL SAN.DIS
TiC.A.S. ‘

~ ADDRESS:- KOSKLU GESME MAH.YENI BAGDAT CAD.NO: 124
GEBZE-KOCAELI-TURKEY ;

Q4 CERTIFICATION SERVICES PVT. LTD.

Certify that the quality management system of the above organisation has been
audited and found to be in accordancewith the requirements of standard detailed below.

ISO 13485:2012

ODUCTION OF DISPOSABLE; STERILE SURGICAL GOWNS AND DRAPES, NONSTERILE GOWNS
AND DRAPES, SURGICAL GLOVES

SALE OF DISPOSABLE STERILE PRODUCTS; (SURGICAL GLOVES, WOODEN TONGUE DEPRESSOR,

SURGICAL BLADES, FLOWMETER, INFUSION (SERUM)SET. URINE BAG, BLOOD TRANSFUSION SET,
LOOD LANCET)

SALE OF DISPOSABLE NONSTERILE PRODUCTS; (EXAMINATION GLOVES, PE GLOVES, MASK, CAPS,
SHOE CO'
e

@

. COVER, WOODEN TONGUE DEPRESSOR, UNDERPADS, GOWNS AND DRAPES, NON-WOVEN pp
)

Certificate No:- QACS-1 3485-TUR-NTV-0633

 This certification was conducted in accordance with the QA Certification Services Pvt. Ltd, auditing and

- Certification procedures and it is remain valid subject to annual surveillance qudits.

Certificate Issue Date ; 9th January 2017  Certificate Expiry Date : 8th ?,(e;p;gg:y_gpzq

Dat ;_;iifafi R’egiétifaa?jan; 9th January 2017 Certificate Expiry Date:-3 ._Yé:éks

Fﬂﬂheg"’daﬁf}cation Fegarding the scope of this eertificate of 180 13‘:&85:23)]2;17@@;;‘;111@;@ may be Qlji;ﬁine{i‘ -
: SR by consulting the orgamization?: -~ . T e T e




=

ek g i Wi T i i

TUV Rheinland
LGA Products GmbH
Tillystrale 2, 90431 Niirnberg

Attachment to

Certificate

Registration No.: DD 60117020 0001

Report No.: 26300232 006
Manufacturer: ZARYS International Group

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

Products included:

Sterile and non-sterile cutting gauze

- Non-sterile dressing gauze

Date: 2018-01-25

Sterile and non-sterile gauze swabs

(with or without X-ray thread)

Sterile and non-sterile gauze lap sponges
{with X-ray thread/ with X-ray chip)
Sterile and non-sterile gauze balls

(with or without X-ray thread)

Sterile and non-sterile gauze rolls

(with or without X-ray thread)

Sterile and non-sterile non-woven swabs
(with or without X-ray thread)

Sterile paraffin gauze dressings

Sterile three-way stopcocks

Sterile transfusion sets for single use
Sterile infusion sets for single use
Sterxile extension tubes for infusion pump

TUVRheinland

Doc. 1/6, Rev, 2
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TUV Rheinland

LGA Products GmbH
TillystraRe 2, 90431 Niirnberg

Attachment to

Certificate

Registration No.: DD 60117020 0001

Report No.: 28300232 006
Manufacturer:; ZARYS International Group

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

Poland

Products included:

Sterile endotracheal tubes
Sterile tracheostomy tubes
Sterile breathing circuits
Sterile catheter mounts
Non-sterile anaesthetic masks
Sterile laryngeal masks

Sterile oxygen masks

Sterile Multi-vVent masks
Sterile non-rebreath masks
Sterile nebulizer masks

Sterile nasal oxygen cannulas
Sterile nebulizer sets

Sterile oxygen tubing

Sterile suction catheters
Sterile abdominal drains
Sterile feeding tubes

Sterile steomach and ducdental tubes
Sterile urology catheters
Sterile surgical suction sets
Sterile surgical suction cannulas
Sterile syringes for single use

Date: 2018-01-25

Notified Body

Ly {]mu :

P

TUVRheinla r?d

Doc. 2/6, Rev. 2

Maciej Scie r?
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TUV Rheinland o8

LGA Products GmbH
Tillystrafle 2, 90431 Niirnberg

Attachment to

Certificate

Registration No.: DD 60117020 0001

Report No.: 26300232 006
Manufacturer: ZARYS International Group

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

Poland

Products included:

- Sterile
- Sterile
- Sterile
- Sterile
- Sterile
- Sterile
- Bterile
- Sterile

y |
Date: 2018-01-25 éﬁ’m% ;

insulin syringes
tuberculin syringes
hypodermic needles
insulin pen needles
blood lancets

IV cannulas

needle free valves
surgical gloves

Notified Body

TUVRheinland

3/6, Rev. 2

Maciej Sciefa

B e



TUVRheinland
TUV Rheinland Plir S Tokee
LGA Products GmbH

Tillystrae 2, 90431 Niirnberg

Attachment to

Certificate

Registration No.: DD 60117020 0001
Report No.: 26300232 006
Manufacturer;

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

Products included:

ZARYS International Group

For the following medical devices the scope covers
only the aspects of manufacture concerned with
securing and maintaining sterile conditions:

- Adhesive cannulla fixation dressings
- Adhesive wound dressings

-~ Eye pads

-~ Incise films

- Transparent film dressings
- Foam dressings

- Absorbent wound dressings
- Surgical gowns

- Surgical drapes

- Sets of surgical drapes

- Fluid collection pouches

- Nelaton catheters

Date: 2018-01-25

Notified Body

6{ Wk 4%(,\ :

Maciej Sciera
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i TUVRheinland |
| TUV Rheinland Doc. 5/6, Rev. 2

i LGA Products GmbH
| ' TillystraBe 2, 90431 Niirnberg
|

; Attachment to !
Certificate ;
3 Registration No.: DD 60117020 0001 3
; Report No.: 26300232 006
' Manufacturer: ZARYS International Group
' Spolka z ograniczona

odpowiedzialnoscia

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

Products included:

For the following medical devices the scope covers only
the aspects of manufacture concerned with securing and :
maintaining sterile conditions:

- Vaginal speculums

- Cexvical brushes

| - Urine bags

| - Tongue depressors

- Guedel airways

- Intubation stylets

- Endotracheal tube holders
- Suction tubes

-~ Withdrawal cannulas

- Alginate dressings

- Cannula stoppexs

- Umbilical cord clamps
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Attachment to
Certificate

Registration No.:

Report No.:

Manufacturer:

Sites included:

TUV Rheinland Doc.

LGA Products GmbH
TillystraBe 2, 90431 Niirnberg

DD 60117020 0001
26300232 006

ZARYS International Group
Spolka z ograniczona
odpowiedzialnoscia
spolka komandytowa

ul. Pod Borem 18

41-808 Zabrze

Poland

ZARYS International Group
Spelka z ograniczona odpowiedzialnoscia

spolka komandytowa

ul. Gustawa Eiffelt'as 15

44-109 Gliwice
Poland

Activity: Production

Date: 2018-01-25

W 8
TUVRheinland

6/6, Rev. 2
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EC Certificate TUVRheinland
Directive 93/42/EEC Annex V
Production Quality Assurance

Medical Devices

Registration No.: DD 60117020 0001
Report No.: 26300232 005

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

Products: (see attachments for products ang sites included)

Replaces EC Certificate, Registration No.: DD 60100191 0001

Expiry Date: 2019-06-08

The Notified Body hereby declares 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 system, which is subject to periodic surveillance, defined by Annex V, section 4 of the
aforementioned directive. For placing on the market of class ilb and class I devices covered by this
certificate an EC type-examination certificate according to Annex lll is required.

Notified Body

Effective Date: 2017-03-07

Date: 2017-03-07

o

Dr. K. K

luge

TUV Rheinland LGA Products GmbH - TillystraBe 2 - 90431 Niirnberg

TUV Rheinland LGA Products GmbH is a Notified Body according to Directive 93/42/EEC
concerning medical devices with the identification number 0197
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ERENLER ME
SANAYI TICARET LiN

IKITELLI ORG. SAN. BOL. FATIH SAN. SIT. 3B BLOK
BASAKSEHIR - [ISTANBUL — TURKEY

with & scope of

PRODUCTION OF MEDICAL CHART PAPERS AND VIDEO
THERMAL PRINTER PAPERS, AFTER SALES SERVICES

FOR INTENSIVE CARE DEVICES

Medical devices - Quality management systems - Requirements for
regulatory purposes

“Following elenents of the standard ave pectudeod”

TIN RS IR

EN ISO 13485:2016

Certiftonte No C M 422
Initial Certification Date MO Jupe 20104
Certification Date 1 02 November 2018

Expiration Date 09 dane 2019

General Manager

Kiwa Centifieation Services Inc,

TTOSB 9. Cadde No. 15 Tepetren Tuzla - Letanbul - Turkey

Tel:+ 90 216 593 23 7% Faks  + 90 215 593 25 4

Web: www biwacomtr E-mail: wmforikiwancomar 4

Certificare 13 valid i5lf expiration date, subject to succossfil completion of periodic I

Please cantact abwve sumbers [y dewiled informadion
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ERENLER MEDIKAL SAN. Tlc. LTD. sTI.

EC Declaration 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 93/42/EC
with amendment 2007/47/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 amendment 2007/47/EC

Applicable Standards: EN ISO 15223-1:2016, EN 104] 12009, EN ISO 14971:2012, EN ISO
13485:2012

Manufacturer: Erenler Medikal Co., Ltd

Ikitelli O.S. B. Fatih San. Sites; 3B Blok No: 3/4 3449- 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

Date-Place: Istanbul-Turkey

N\ ;
IKITELL} ORG.SAN.BOL.FATIH SANAYI SiT. 3.5 BLOCK NO:3-3BASA SF,J-HR?/lSTANBUL

TEL:+90 212 486 00 37 FAX:+90 212 486 00 38
www.erenlermedikal.com inI’ofﬁ.‘erentermediknl.cum.tr
FR-003/00/09.06.2011 REF.: PR-0 { ikitelli V.D ;354 01510 62




I E ERENLER
MEDIKAL

ERENLER MEDIKAL SAN. TiC. LTD. $Ti.

EC Declaration 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 93/42/EC
with amendment 2007/47/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 amendment 2007/47/EC

Applicable Standards: EN ISO 15223-1:201 6, EN 1041:2009, EN ISO 14971 :2012, EN ISO
13485:2012

Manufacturer: Erenler Medikal Co., Ltd

Ikitelli O.S. B. Fatih San. Sitesi 3B Blok No: 3/4 3449(0- 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
Date-Place: Istanbul-Turkey

Signature-Stamp:

IKITELLI ORG.SAN.BOL.FATIH SANAYI SIT. 3-B BLOCK NO:3-4 BASAKSEHIR / ISTANE
TEL:+90 212 486 00 37 FAX:;+90 212 486 00 38

www.erenlermedikal.com _info@erenlermedikal.com.ir
—_— et e erenicrmedikal.con.tr

FR-003/00/09.06.2011 REF.: PR-011 Tkitelli V.D :354 015 10 62




S A M-INTER-FARMA

IDNO 1003600005263 Cod OKPO 37020536 Cod TVA 0207934
MD 2025, Chigindu, strada Grenoble 23
Tel 00 373 22/90-40-06, 90-40-07, 90-40-05

Nr. 55 din 17 aprilie 2019

IMSP Spi.alul Raional Singerei
Catre grupul de lucru la Licitatia publici nr.
ocds-b3wdp1-MD-1554447333992

DECLARATIA

Prin prezenta SA ,M-IN TER-FARMA”, garanteazi ci :
- termenul de valabilitate articolelor parafarmaceutice conform necesitafilor IMSP Spitalul Raional
Singerei pentru anul 2019 ce au termen de valabilitate, la momentul livre'lrii?‘ u va fi mai mic decét
12 Tuni sau 75% din termenul de valabilitate total a] produsului;
- la solicitare va prezenta Instructiuni de la producitor i mostre a bunurilor, ofertite in cadrul
LP ocds-b3wdp1-MD-1554447333992 privind achizitionarea “Articole parafarmaceutice conform

necesitatilor IMSP Spitalul Raional Singerei pentru anul 2019” in termenen de 5 zile.

Cu respect,

Director financiar SA “M- INTER-FARMA” Morozov Maria
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