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Republica Moldova, MD-2001, mun. Chisindiu, sir. s
ANJOf - i g fel.; +(3?322154¢37zass-aw fax o el
N A3101-08 /480 by e (373 22)850.080
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cod IBAN: MD10NBOOO000D000352 15845 la CD BNM
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CSMAINTER-FARMA® S.A.

MD-2028, mun. Chigindu, str. G renoble, 23
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INTER-FARMA® S.AL cod fiscal 1003600005263 detine codul IBAN
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Ucrainene, Lire Sterline §i Franci Elvetieni.

Contabil sef adjunct -

Sef Directie Monitorizarea Tr f\nnctul i Vitalie Bulgaru
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Anexa nr.7 la Instructiunea
aprokz¢a prin ordinul IFPS
nr. 400 din 14 martie 2014

CC 04 AE

CERTIFICAT

privind lipsa sau existenta restantelor fati de bugetul public national

Nr.
No

A1914030

1. Destinatar / Hoxyuarean

din

oT

28.03.2019

J. ACHIZITII PUBLICE

2, Date despre contribuabil / Muopmarms o nanoronnarensinske

Denumirea
Haumerosanne

Codul fiscal / Numirul de identificare
DuckansHbl ko / MaenTndukannonHblii nomep

|M-INTER-FARMA S.A.

1003600005263 |

Adresa sediului de baz3 (strada, numirul)

AZpPEC OCHOBROTO MECTOPACTIDRONKEHN A (YIMNE, HOMED)

Codul - Depumirea localitatii
Koa - HauMeHOBaHUE HACEAEHHOTO ITYHKTA

: iGrenoble nr.23

|0130-SECCENTRU _ | |

3. Atestarea lipsei sau existentei restantelor conform datelor Sistemului Informational Automatizat /
ITonrBepkaeHue OTCYTCTBUA KM HAMYKS HEJOHMKH COTTIACHO JaHHKIX ABTOMATHINPOBAHHO.i YIHhOpMaUMOHHOH

CucreMsl

0,00 lei/neit.

La data emiterii prezentului certificat restanta la bugetul public national constituie/ Ha naty
BEIJIaYM IAHHOMA CIPaBKH HEIOMMKA Nepe] HAMOHATHEIM MYOINYHEIM GIOKETOM COCTABNSET:

4. Valabil pini la / [eficTsurenen no 12.04.2019

S. Autentificarea organului fiscal / [ToaTRep)kieHHe HANOTOBOIO OpradHa

!
_Sef DDF ¢

L.§/ MII

Executor: «MWEQWdOI' V ;
MNuinele sl preaumds

Este extras din Sistemul Informational al SFS SIA ,Contul curent al contribuabilli i
cu aplicarea prevederilor pct. 82-83 Ordin IFPS nr.400 din 14.03.2014 (Monitorul Of¢

VIORICA CAUS

Numele 5y prenumele/Gasmnng v uns
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Nr "‘Denuﬁ{ir‘ea produselor Firma producitoare, Tara
"""" OB b o (HBHMBHUﬁan{MelnpOﬂyKTa) b e
1| Aspirator de saliva 15cm N100 /DISPOTECH : ___Dispotech, Ttalia
2 | Burete hemostatic steril Nr.24 10x10x10 mm ol _ Dispotech, Italia _
3 | Husa p-u fotol u stomatologic 33¢m x 25cm N1 L _ Dispotech, Italia
. 4 | Husa pentru fotoliu stomatologic din 2 componente Dispotech, Italia
G 5__| Manusi din nitril / Akzenta Dispotech, Italia
Manusi din lat 8,8, M, L, XL nepudrate
6 Manusg din latex X M,L, APy MAXTER, Malaysia
microtexturate MEDIC-DENT ;
, | Manusi din nitril albastre XS, S, M, L, XL nepudrate b
..... : : » : aysia
microtexturate MEDIC-DENT gl : 4
e Manusi din nitril verde XS, S, M, L, XL nepudrate | TN M P
__ | microtexturate MEDIC-DENT : e SOLUE
9 | MASCA in 3 straturi cu elastic DISPOTECH N50 Dispotech, Italia
10_| MINI-RULOU din vata Nr.1 300 g el _Dispotech, Italia
_11 | MINI-RULOU din vata Nr.2 300 g Dispotech, Italia
. AEDTOAT 4 ZAO Yaroslavli-Rezinotehnica,
12 | MUSAMA MEDICALA = | | Bederstam ot
3 _{ Rulou de pachete p-u steriliz. instrum, 100gim X 200m, Dispotech, Italia
14, ] -Rfiilou-:dépachetg}_p«u steriliz. instrum. 150mm X 200mm Dispotech, Italia
_15 | Rulou de pachete p-u steriliz, instrim. 200mm X 200m __Dispotech, Ialia
16 "-Ru]g)u de pachete p-u steriliz. instrum, 250mm X 200m. _ Dispotech, Italia
L7_| Rulou de pachete p-u steriliz. instrum. 50mm X 200m, Dispotech, Italia
_1'8 Rulou de pachete p-u steriliz. instrum, 75mm X 200m. Dispotech, Italia
19 SER_VETEL stomatologic 45cm X 33cm, 3straturi N500 Dispotech, Italia
20 SE;_(_VETEE stomatologic 50cm X 60cm ruloy cu legare Dispotech, Italia v
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pa@apoaﬁe de calitate, conformitate, aviz sanitar nr.1575 din 07 06.2017 :
snumera documentels de W% alizi / pepesicrume,

: snnt co»nforml Dnem»m Eumpene 93%42/]: C i sunt adml§,1
o esulm de sterilizare a mstrumentefor §1 matenalelor medicale




 Anexala AVIZUL SANITAR
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§71 din % iulie 2018

N ' Denumrrea

Firmﬁéhrﬁducﬁtoare, Tara

1. | AZOPIRAM pfu 1{)6 misolutie galg

2A0 “Medtest™, Federatia Rusa

Indicator pentru controlul sterilitatii 121705 N100O

A

1 ZAO "Medtest”, Federatia Rusa

. Indica‘tér_-:ﬁmtrir coﬁzrolui-‘s‘terili:mii__ i2 i?ﬁ@fi-‘N.l 000

| ZAO “Medtest”, Federatia Rusa

| Indicator pentru controkul sterilitatii 134718 N1000

- }ZAO “Medtest”, Federatia Rusa

¢ ZAO “Medtest”, Federatia Rusa

Indicator pentru controlul sterilitagii 134/4 N1000

#

ZAO “Mediest™, Federatia Rusa

2

3

4.

5. . | Indicator. r penti contrahul sterilitatii 134/20 N1000
o

7

8

Indicator pentru controlul sterilitaii 134/5 N1000

ZAQ Mudtest" Federatia Rusa

Indicator pentru controlul sterilitaii 13477 N16o0

1 ZAQ “Medtest”, Federatia Rusa

9. | ExTERN)

Indicator pentra conteotul sterilitatii prin aburi IKPS ~ 120/45 N1000

ZAO “Medtest™, Federatia Rusa

" | (EXTERN): -

16, “Indicator pentru contmlbi Q%ﬁlilﬂtu prm ahurl IKPS 132720 N1000

e ~ZAG "Medtes’t” ?ademtm Rusa

{INTERN) .

11 Indicator pemru contmlul stmhtﬁgu prm abun IKPS VN -

ZAO \hdtest” Federam Rusa

NI000 (INTERN)

12 Indicator Lm controlul »tmmazl; prin abun IKPS VN 1~ 132720

! ZAO “Medtest”, Federatia Rusa

| AEXTERN),

13, Indicutor pentru contrelu! sterilitalii prin aer IKPS = 180/60 N1000

| ZAO “Medtest”, Federatia Rusa

(INTER

14, | Indicator ntmtmmu!stcnmﬁm?;mmrﬂ(}’sVN:{}i

ZAQ “Medtést”, Federatia Rusa

15. | Pachel pentru sterilizare  90x250 N100

ZA0 “Medtest™, Federatia Rusa

Pachet pentru sterilizare 1005200 N 100

ZAO “Medtest”, Federatia Rusa

7 Pachet pentru sterilizare 150x250 N100

ZA0 “Medtg:st", Federatia Rusa

g, __P&cbet pentru sterilizare 2005330 N100

EAQ *Medtest”, Federatia Rusa

S 5 3
_ e t ;
§: & 5 Ed i s
ex. $t Constantinovici

0(22) 574679

Elena PALANCIUC




mMEI‘TECT Popma MNC-1

CAHKT - NDETEPEYPT

: : ; = . -8170,
3AO0 "MeaTect!, 191002, C.-TletepBypr, yn. Pasvesxas, 4.5, T/ (812) 672-2395, 710-8171, 710-8149, 710-8

MACNOPT COOTBETCTBUA
NhavikaTop xummnyeckui
AN KOHTPOMA BO3AYLUHON cTepunuaauun MKBC-"Mentect"-180/80
MKBC-180 (+3)°C ~ 60 MuH. (+5) MuH,

(Mapka, napameTpbl, pexuMesl)
HPIAM.932719.008 MNMC |

Knace ncnonrenus no FOCT 1SO 11140-1-2011 — 4 (MHoronepemMeHHbIe)

Homep roc. peructpauun Ne ©CP 2010/05854 oT 26.02.2010r. Cepus Ne | 151017
TY 9398-001-53262326-2009 daTta usrotosnenuns |10 2017
'::;0‘ Mokazarenu TpeGoBanus TY PesynbTaThl aHanusa
1 F= 3 y : 3
CooTBeTcTBME COCTaBa
1 Komnsiexry HT[] 1.3.1. COOTBeTCTBYET

5 CooTBeTcTBHE MapkupoBKY, 14. 1.5, cooTBeTcTBYyeT
yNaKkoBKu

121 9.2/3 124,125 198
CO'DTBETCTBHE BHelWHero BUAa 5 L ! ! ! !
3 UHAMKaTOpoB 1.2.7..1.2.10., N2 5 1211206422 13 coOTBeTCTBYeT

1.2.14.

YCTOAYMBOCTL K BO3AGHCTEBUIO
4 CTepunusyouux ¢aktopos B 1.2.17. CoOoTBETCTBYeT
YCnoBusAX OTCYTCTBMUA Napa

CooTBeTCTBME
| IKCNNyaTaAUMOHHLIX KAYECTB ;
9 UHOUKATOPOB B PernamMeHTHbIX 1.2.18, 1.2:18,, 1.2.21. cooTBeTCTBYeT
3HayeHusax
8 | Cpox roaHocTi 1.2.25.

. COOTBeTCTBYyeT
36 MecsaLes ¢ aaThl UaroToBREHNS y

Wenbitanus, nosepku NpoBeAeHbl B 06LeMe NpeabsSBUTenbCKIX NCNbLITaHUN

3aknoyeHue:

lpodykyus coomeememe yem HopmamueHsiM mpe6oeanusm, TY 9398-001-53262326—2009, rocr

1$0 11140-1.201 1, 200Ha k ucnons3zoeanuio a8 coomeemcmeuu ¢ HasHavYerueMm U obnacmuio
npumMeHerus.

P
g

;Y HavanbHuk XTY

IKomneKraumo B8 COOTBETCTBUN
; C 3aKas - Hapsaom nposepun
% HaqaanMK YNAKOBOYHOro yyacTtka

OTnyck paspewwun
Havanbhuk npousBoacTea

N\
_._w.___..-A.‘.-.-..v‘.....-_.vA.”“M-v.i




IE'ZMEATECT dopma NC-1

CARKT-NETEPETYPCT

3AQ "MeaTecT", 191002, C.-Nevepbypr, yn. Passeaxan, a.5, v./¢p: (812) 572-2395, 710-8171, 710-8149, 710-8170,

NACNOPT COOTBETCTBUA
UHavkaTop xumuueckuin
Ansa KoHTpons naposoi crepunusaiun UKMC-"Mearect'-132/20

UKNC-132 (£2)°C — 20 MUH. (+2) MMH.

(napameTpw pexuma)

HPWUM.932719,007MNC

Knacc ucnondexma no MOCT ISO 11140-1-2011 - 4 (MHoTONEpEMEHHbIe) 131617
Homep roc. peructpauumn Ne ®CP 2040/06854 oT 26.02.2010r. Cepua No
2017
TY 9398-001-53262326-2009 Oata warotosnenus | 1°
r’:ﬁ lMoka3aTenu TpeGoBaHun TY PesynbraThi aHanu3a
i 2 3 T - 3
1 E::;ﬁg::;B}r:;OCTaBa 1.3.1. COOTBETCTBYET
| 2 Mapkuposka 1.4. COOTBETCTBYET
CooTBeTCTBHE BHEWHErO BuAaa, 1.21,123.,124.-1.25,1.2.7,
8 OKpacku 3TarnoHa 1.2.13.,1.2.18., 1.2.21. sooTecTCuRyer
YeToHuMBOCTL K Bo3aeicTBUIO
4 CTepUnMaylouux (akTopos 1.2.17.,1.2.21. cooTBeTCTBYET
CootBercTBHE
5 SKCNAyaTaUOHHBbIX KaYecTs 1.2.1
WHAWKATOPOB B PErnaMeHTHLIX 2:18. cooTseTcTByeET
3HaYeHuAx
6 c 1.2.25.
pok rogHocTH 36 mecsiLeB ¢ gaTbl U3roTOBNEHUS coorbeveTayer

WeneiTanus, nosepku nposegens: s obveme npeALABUTENLCKUX MCABITAH M

Saknioverue:
npodykyus coomeememe yem HopmMamueHsIM mpeb6oeaHuam, 200Ha K UCTIONL308AHUI &
coomeemcmeuu ¢ HasHavyeHUuem u o6nacmeio npumMeHeHus,

Havanbruk XTY

KoMmnnekraumio B COOTBETCTBUU
C 3aKas - Hapsaom nposepun
Havanbhnk YNaKoBOMHOrG yuacTka

; ! Ornyck paspewinn
. HavaneHuk npoussogcrea




mMEnTECT ®opma MC-1

AHKT -NETEPEYPF

3AQ°"MBATECT". 181002, C.-Metep6ypr, yn. Pasvesxas, 4.5, 1./d: (812) 572-2395, 710-8171, 710-8149, 710-8170,

Knacc uenonHenus no FOCT ISO 11140-1-201 1—-4 (MHOI’O!‘IBpEMeHHbIe)

NMACITOPT COOTBETCTBUS

WHaukaTop xumnueckuit O/IHOpPas0BoOro NpuMeHeHus Ans KOHTPONs BO3AyLUHON
crepunusaLiun MKBC-BH/01 -"MeaTecT"-180/60

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

(mapka, NapameTpsl, pexumsi)

HPWM.932719.006 Nc

Homep roc. pernctpauun ®CP 2008/03222 ot 03.09.2008 . Cepua Ne | 060217
TY 9398-007-53262326-2008 Aara usrotoenewus | 02 2017
:::I Mokasarenu Tpe6oBauua TY Pesyneratel ananuaa -‘
1 " A 3 4
CooreeTtctBHe cocTaBa
1 Komnneky HT/] 1.3.1. COOTBETCTBYeET
2 CootBercrBUe MapKupoBku 1.4, cooTBeTCTBYeT

CooteercTeue BHewnero BUAa, :
3 MHAWKaTOPa, ynakosKy 121,123, 1.2.7-1.2.11.,1.2.47 CooTBeTCTRYyeT

4 YeToR4YMBOCTb K BO3OeHCTBUIO

CTepunmuylommux dakropos 1.2.12. cooTBeTcTByeT
Cooreercraue
IKCNNYaTaLMOHHLIX KayecTs
. UHAKKATOPOB B pernamenTHLIX 1213, 1.2.14, CoorBeTcTByeT
3HaYeHuax
6 Cpok rogHocTn 1.2.18.
1 . 36 mecaLes ¢ AaThl uaroTosneHus cooTBeTcTByeT

:SaKnroquMe:

npodyxyus coomeemcmeyem HOpMamugH
2011 200Ha i ucnonssoeanuro g coomeem:

biM mpebosanuam, Ty 9398—007-53262326-2008, FOCT ISO 11140-1.
*MBUU ¢ HasHaveHuem y o6nacmeio npumereHus,

Havanbuuk XTYy

M.A. BopoTHuukas

Komnnekraymio s cooTseTcTeun
C 3aKa3 - HapsiaoM nposepun
HavansHuk YNaKoBO4HOro yyacrka

7 Ornyek paspeluun
HavarnsHuk npousesogcTea




mMEEﬂTECT dopma MNC-1

CAWKT-NETEPBYPT

3A0 "MegTecT", 191002, C.-MevepBypr, yn. Pasveaxas, 4.5, T./¢.: (812) 572-2395, 710-8171, 710-8149, 710-8170,

NACNOPT COOTBETCTBUA
WHaukaTop XMMUYECKuit OgHOpPa3oBOro NpUMeHeHUs anst KOHTpons
napoBoW cTepunusauuu UKMNC-BH/01-"Mearect"-132/20

132 (+2)°C / 20 MUH. (+2) MUH.

(napameTpel pexuma)

HPWM.932719.005MC

Knacc ucnonHeHus no FOCT ISO 11140-1-2011 — 4 (MHOoronepeMeHHbie)

Homep roc. peructpaunm Ne @CP 2010/(09764 o1 30.12.2010r. Cepun Ne 130617
TY 9398-003-53262326-2006 J[arta uarotoBnexua 06 2017
Ne n/n Mokasarenyn Homepa nyHkTOB TpeGoBaHun TY Pe3ynbTaThl aHanusa
CooTBeTCTBME COCTaBa : -
1 komnnekty HTA 1.21.,123., 1.3.1.,1.5.2 cooTBeTCTBYET
2 Mapkuposaka 1.4. cooTBEeTCTBYyeT
CooTBeTCTBUE raGapuTHbLIX 124,125.,126.,127.,128.,1.2.9,
2 pasMepoe, BHSWHOro BUAa 1.2.10. COTBIOGITE yiowT
YCTOWYMBOCTL K BO3AEHCTBUIO '
4 cTepunusylowmnx ¢akTopos 8 1.2.17. cooTBeTCTBYET
YCNOBUSIX OTCYTCTBUA Napa
CooTtBeTcTBUE
BKCMNYaTALNOHHLIX KaYecTs )
5 MHAMKATOPOR B PErNaMeHTHLIX 1.2.14.,1.2.15,, 1.2.16 COOTBETCTBY®OT
3HAYEHUAX
1.2.21.
6 Cpok ro =
RkIpRiecTY 36 mecsUeB C AaTbl UArOTOBNEHUS s e

heneiTaHus, NOBEPKW NpoBedeHbl B 06veme NPEADBAEBNTENIbCKUX NCNBITAHUN

SakniougHue:

npo.qyxuvm COOTBETCTBYOT HOPMATUBHbLIM TpeGOBaHMHM, roAHa K UCNOJIb30BAHUIO B COOTBETCTBUU C
Ha3HavYeHUoOM U obnacTLio NPUMEHOHMUSA.

&% HavanbHuk XTY _

b M.A. BopoTHuukas
4 P

I‘r(omnnemaumo B COOTBETCTBUN
C 3aKaa - Hapsaom nposepun
HavanbHuk yNaKkoBOYHOro yyacTka

Crnyck paspewnn
HayvanbHuk npoussoacTea
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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 and 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 Hl is required.

Notified Body

Effective Date; 2017-03-07

Date: 2017~03-07

. Ige O
TOV Rheinland LGA Products GmbH - TillystraRe 2 - 90431 Niirnberg

TUV Rheinfand 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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TUVRheinland

TUV Rheinland TesilSy Y
LGA Products GmbH
TillystraRe 2, 90431 Niirnberg

Attachment to
8 Certificate
Registration No.: DD 60117020 0001 @
1: Report No.: 26300232 006 ’
_z Manufacturer: ZARYS International Group

i 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
- Sterile and non-sterile gauze swabs
(with or without X-ray thread)
- Sterile and non-sterile gauze lap sponges
i (with X-ray thread/ with X-ray chip)
5 - 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
- Sterile extension tubes for infusion pump

Date: 2018-01-25
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TUVRheinland

TUV Rheinland S S
LGA Products GmbH
Tillystralle 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 endotracheal tubes

- Sterile tracheostomy tubes

- Sterile breathing circuits

- Sterile catheter mounts

- Nan-sterile anaesthetic masks

- Sterile laryngeal masks

- Sterile oxygen masks

- Sterile Multi-Vent 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 stomach and duocdental tubes
- Sterile uroclogy catheters

- Sterile surgical suction sets

- Sterile surgical suction cannulas

- Sterile syringes for single use Notified Body o oducrg >, 5

¥ 4 y
Date: 2018-01-25 eu -:

Maciej Sciera‘l
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‘ ' TUVRheinland
|

TUV Rheinland e, s
LGA Products GmbH
Tillystralle 2, 90431 Niirnberg

Attachment to 2
Certificate |
Registration No.: DD 60117020 0001 i
Report No.: 26300232 006
Manufacturer: ZARYS International Group
Spolka z ngraniczona
odpowiedziainoscia
spolka komandytowa
ul. Pod Borem 18
41-808 Zabrze
8 Poland

Products included:

- Sterile insulin syringes

- Sterile tuberculin syringes
- Sterile hypodermic needles
- Sterile insulin pen needles
- Sterile blood lancets

- Sterile IV cannulas

- Sterile needle free valves
- Sterile surgical gloves

b Notified Body

| Date: 2018-01-25 \%ﬁ‘ WQWL .

Maciej Sciefa
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Attachment to
Certificate

Registration No.:

Report No.:

Manufacturer:

Products included:

TUV Rheinland
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

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

- Adhesive canmulla fixation dressings
- Adhesive wound dressings

- Eye pads
- Incise films

- Transparent film dressings

- Foam dressin

gs

- Absorbent wound dressings
- Surgical gowns

-~ Surgical drapes

- Sets of surgical drapes
~ Fluid collection pouches
~ Nelaton catheters

Date: 2018-01-25

Notified Body

bina hess

TUVRheinland

Doc. 4/6, Rev. 2

Maciej Sciera/
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TUVRheinland |
o TUV Rheinland R, S
| LGA Products GmbH |
TillystraBe 2, 90431 Niirnberg |
; Attachment to
| Certificate é
L Registration No.: DD 60117020 0001
: Report No.: 26300232 006
‘E ' 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
. ~ Cervical brushes
g - Urine bags
i - Tongue depressors
| - Guedel airways
- Intubation stylets
- Endotracheal tube holders
- Suction tubes
' - Withdrawal cannulas
| - Alginate dressings
i - Cannula stoppers
[ - Umbilical cord clamps

Notified Body

S boudee)

Maciej Scidra
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Attachment to
Certificate
Registration No.;
Report No.:

Manufacturer:

Sites included:

TOV Rheinland
LGA Products GmbH
Tillystrale 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 Internaticnal Group
Spolka z ograniczona odpowiedzialnoscia

spolka komandytowa

ul. Gustawa Eiffel‘ta 15

44-109 Gliwice
Poland

Activity: Production

Date: 2018-01-25

Doc.

TUVRheinland

6/6, Rev., 2




ERENLER MEDIKAL &
SANAYI TICARET LIMITED SIRKETI

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

with a 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

“Faltowing elewents of the standard are wecluciod”

CRIT RIS AR Y

EN ISO 13485:2016

Certificate No TV IG422
Initial Certification Date D June 2046

Certification Daie 102 November 2018

Expiration Date 09 Jane 2019

N}

General Manager

Kiwa Certification Services e,
ITOSB 9. Cadde No. 15 Tepesren Tuzla - [staribug - Turkey
Tel: + 90216 593 25 75 Fake - + 90 216 593 25 74
Web: www kiwa comitr E-mail; migkiva.com g
Cortificats is valid il explrativn date, subject to sy

el e coessind completion of periodic (%
TUR’K&&% BOS ND Please vontact alwrve surabers for dutaitod infornuation
YS-524A-AF4A
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MEDIK6EL

ERENLER MEDIKAL SAN. TIC. LTD. sTl.

Qs ET

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 Medica] 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 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 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
Date-Place: Istanbul-Turkey

Signature-Stamp:

. , . x\i;?’__" “Naqn E 7
IKITELLI ORG.SAN.BOL.FATIH SANAYI SiT. 3-B BLOCK No;s--r-ﬁ.:\sgxgs_',f._,umf ISTANBUL
TEL:+90 212486 0037  FAX:+9p 212 486 00 38
www.erenlermedikal.com iufu@erenlermndikuf.conur
Ikiteni v.D :354 015 19 62

FR-003/00/ 09.06.2011 REF.: PR-01{
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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 [

Conformity Assesment Route: Annex VII

Applicable EU Directives: 93/43/EEC Medical Devices Devices with amendment 2007/47/EC

Applicable Standards: EN [SO 15223-1:2016, 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 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
Date-Place: Istanbul-Turkey

Signature-Stamp:

IKITELLI ORG.SAN.BOL.FATIH SANAYI SIT. 3-B BLOCK NO:3-4 BASAKSEHIR / iSTANBEH:
TEL:+90 212486 0037  FAX:+90 212 486 00 38

www.erenlermedikal.com _info@erenlermedikal.com.tr
FR-003 /00 /09.06.2011 REF.: PR-011 Tkitelli V.D :354 015 10 62




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

Nr. 55 din 11 aprilie 2019

IMSP Spitalul raional Orhei
Catre grupul de lucru la Licitatia public nr.
ocds-b3wdp1-MD-1551859080955

DEMERS

Prin prezenta SA »M-INTER-FARMA”, garanteazi ca ;

- Termenul de valabilitate restant al consumabilelor si accesorii medicale oferite in cadrul COP (la

momentul livrérii) va constitui 80% din termenul total al produsului dar, nu zai mic de 12 luni;

- La solicitare se vor prezenta mostre.

Cu respect,

Director financiar SA “M- INTER-FA Morozov Maria




EC CERTIF ICATE
AT SERTIFIKA
According to Annex i of the Directive 93/42/EEC on Medical Devices
93/42/AT Tibbi Cihaz, Y8netmeligi Ek It ‘Ye gére

Full Quality Assurance System
Tam Kalite Giivences;

Certificate Number: 2195-MED-1412002

Sertifika Numaras;

Manufacturer: Nurteks Tekstil ve Medikal Sanayi Dig Ticaret Anonim Sirketi

Uretici Head Office Késklt Cesme Mah. Yen; Bagdat Cad. No:124 Gebze/Kocaeli
IMerkez: Tirkiye
Branch Office Orug Reis Mah. Tekstilkent Cad. Tekstilkent Sitesi B Blok
/Sube; No:12A/031/034 Esenler/Istanbyl Tirkiye

Product(s): Sterile Disposable Surgical Drape, Gown and Drape Sets

Uriin(ler)

Steril Tek Kullanimiik Cerrahi Ortt, Onlik ve Ortit Setleri

Sterile Disposable Powder an

d Powder-Free Surgical Latex Gloves
Steril Tek Kullanimhk Pudraly Vi

e Pudrasiz Cerrahi Lateks Eldiventer

Reference Report No: 2195-MED-1404008 » 2195-MED-1502010
Referans Rapor No

ik numarai Onaylanmig Kurulug Szutest, Yukarida belirtilen dreticinin 93/42/AT Tibbi Cihaz Yonetmeligi EK li(madde 4 harig) madde
3'lne gére bir kalita Yonetim sistemi uyguladigin, bu yénetim sisteminin YOnetmeligin sadece bahsi gegen Ordnln iretiminin gitvenlik ve steril
kosullarini- sagdlama ve devam ettirme ile jigil gerekliliklerin kargiladigin beyan eder. Onaylanan bu kalite yonetim sistemi 93/42/AT Tibbi Cihaz
Yonetmeligi EK Il, Madde 5 ‘e gore perivodik olaralk g6zetime ve habersiz saha denelimierine tabidir

UOrstic, trinferinin tasaniminda ve yapisinda

gereeklestirdigi Gnemii dedigikiikleri Szuteste bitdirmek zoruridadir

This EC certificate is valid till 2019-04-29,
Bu AT Sertifikas; 2019-04-29 tarihine kadar

geg:erﬂd!r._ :

O\
4 & f
Issue Date/Yayin Tarini: 2014-04-30 W Menmet ISIKLAR
Revision No./ Revizyon No.: 02 ¢ Geéneral Manager
Revision Date/ Revizyon Tarihi: 2016-07-28

Genel Midiir

FR.MED.33 R:03 SZUTEST Toknik Kanteo! ve Belgelendirme Hizmetiar Tie, Led. $i.
STUTEST Plaza, Nate Yolu Cd. Gam Sk, Wo:7 Urnraniye, ISTANBUL, TURKiVE
Teh $90 276 - 469 46 86 Fuaks: 49

0 216 469 44 &7 info@s:wwst.s:omm} Sewwiszutesh.oom.ir
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IEKSTIL VE MEDIKAL SAN.DIS
TiC.A.S. '

 ADDRESS:- KOSKLU CESME MAH.YENI BAGDAT CAD.NO:124
GEBZE-KOCAELI-TURKEY :

ATION SERVICES PVT. LTD.

Ceriify that the guulity management spstem of the above organisation has been
audited and found to-be in accordancewith the requirements of standard detailed below.

SO 13485:2012

RODUCTION OF DISPOSABLE; STERILE SURGICAL GOWNS AND DRAPES, NONSTERILE GOWNS
A DRAPES, SURGICAL GLOVES

SALE OF DISPOSABLE STERILE PRODUCTS; (SURGICAL GLOVES, WOODEN TONGUE DEPRESSOR,
;SURGICAE‘?BLAI}ES, FLOWMETER, INFUSION {SERUM)SET, URINE BAG, BLOOD TRANSFUSION SET,
SALE OF DISPOSABLE NONSTERILE PRODUCTS; (EXAMINATION GLOVES, PE GLOVES, MASK, CAPS,

sn“og; COVER, WOODEN TONGUE DEPRESSOR, UNDERPADS, GOWNS AND DRAPES, NON-WOVEN PP
FABRICS)

Certificate No:- QACS-13485-TUR-NTV-0633

. This certification was conducted in accordance with the QA Certification Services Pvt. Lid, auditing and
i Certification Procedures and itis remain valid subject to annual surveillance audits.

ate Issve Date : 9th January 2017 Certificate Expiry Date : 8th
Initial Registration: 9th January 2017 Certificate Expiry Date:-.
urther clarification regarding the scope of this certificate of IS¢  13485:2012 requirements may be obiained.
S by consuliing the organization = has

' ToCheck the certificate validity
 Refer Web:- (www.qacertification.asia) or ca
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