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EXTRAS

din Reg;_istrul%d.e“-”s?t t al persoanelor juridice

or. 17469 din 01.11.2017

- Denumirea completi: SOCIETATEA PE A_.C_T_IUNI «M-INTER-FARMA» .
- Denumirea prescurtati; ?(M%INTER-FARMA» S.A..
- Forma juridicd de organizare: Societate pe Actiuni.
Numdrul de identificare de stat si codul fiscal: 1003600005263.
Data inregistrarii de stat: 12.05.1994. '
Sediul: MD-2028, str. Grenoble, 23, mun.Chisiniu, Republica Moldova.
Obiectul principal de activitate:
1 Practica medicali; :
2 Comertul cu ridicata al produselor agricole brute si animalelor vii;
3 Comertul cu aminuntul al produselor farmaceutice;
4 Comertul cu ridicata al produselor farmaceutice;
S Activitatea farmaceutica;
6 Alte activitati de asistenti medicali;
7 Comertul cu amanuntul in magazine nespecializate, cu vinzare predominanti de
produse alimentare, biuturi si produse din tutun;
8 Practica stomatologicii;
9 Comertul cu ridicata al parfumurilor si produselor cosmetice; -_
10 Importul, fabricarea, comercializarea, asistenta tehnica i (sau) reparatia
~ dispozitivelor medicale si (sau) a opticii;
11 Importul §i (sau) fabricarea, depozitarea, comercializarea angro a substantelor si
materialelor chimice, toxice, articolelor si produselor chimice de menaj.
Capitalul social: 5160000 lei. ' i
Administrator: MATEI VASILF,

_ Prezer_:tx_{l_ extras este eliberat in telﬁé;iijxl art. 34 al Legii nr. 220-X VI din 19 octombrie 2007 privind
 Inregistrarea de. stat a persoanelor juridice si a intreprinzitorilor individuali §i confirma datele din
Registrul de stat la data de: 01:11.2017. . - ‘

Specialist principal

ecl Clichici Elena
tel. 022-266-256 "




Anexa nor.7 la Instructiunea
aprobati prin ordinul IFPS
nr. 400 din 14 martie 2014

CC 04 AE

CERTIFICAT
privind lipsa sau existenta restantelor fata de bugetul public national

Nr. | A1906132 din i 11.02.2019
Ne oT |

1. Destinatar / Honyuarens

[ACHIZITIl PUBLICE " | " |

2. Date despre contribuabil / Magopmaumi o HAJIOTOIUIATENBIIHKE

Codul fiscal / Numarul de identificare

Denumirea
HaumeHosaHne DOuckansiuil kor / MnentHdiRaMoRABI HOMED
[M-INTER-FARMA S.A. 1003600005263 }

Codul - Denumirea localitatii

Adresa sediului de baza (strada, numirul)
Kon - HanmMeRosatHe HACeIeHHOTD TYHETE

AJIpec DCHOBHOTO MECTOPBCTIOA0MEHHA (vnuua, HOMED)

[Grenoblenr23 “ [0130-SEC.CENTRU B

elor conform datelor Sistemului Informational Automatizat /

3. Atestavea lipsei sau existentei restant
TToaTBepraeHte OTCYTCTEUS MW HAMUHS HEAOMMKH COTIIAcHO NAaHHBIX ABTOMATH3HPOBAHHOH HndopMalMoHHoH

CHCTEMBI

La data emiterii prezentului certificat restanta la bugetul public national constituie/ Ha paty
REIIAYH AHHOW CIPABKH HEIOMMKA Nepe/l HAUOHAJIBHEIM myGuMuHBIM GIO/KETOM COCTABIIACT:

0,00 lei/neh.

4. Valabil pini la / JleficTBuTeNCH 10 26.02.2019

5, Autentificarea organului fiscal / [TogTepXacHUE HAOFOBOTO Oprana

Vi
CENTRU __ P VIORICA CAUS

Semmatura it Numele 5t prenumde a4 1

F11:02.2019 ora 11:24:02
77/399, 28.03.2014
il 45, NgTA0,00)

i in Sistemu\I Infomaationai al SFS SIA ,Contul curent al contribuabilul
cu aplicarea prevederilor pct. 82-83 Ordin IFPS nr.400 din 14.03.2014 (Monitorul Oficia




Banca Comerciald .ENERGBANK" Sociefate pe Acfiun!
Molgowa, MD-2001, mun. ChisinGu, str. ng‘ampe ' 23
tel.: +(373 22) 544-377, 858-000; fax: +(37322) mﬁfﬁ

N 43/01-08 (430 L +(373 22) 544377, 35600
din«.£9 » B Tossssa00e130, cod T 0202040
i » G 2017 cod IBAN: MO#M&%%

; Capttal social - 100 000 000 lel MD

“M—TNTER-FARM A% SA.

MD-2028, mun. Chigindu, str. Grenoble, 23

ancii ENLEGMD22). conlirma ¢ "M-

SENERGBANK™ S A, (codul b
codul IRAN

1003600005263 detine
Ruble Rusc. Hrivace

Prin prezenta B.C.
cod fiscal

INTER-FARMA™ S.AL
in Lei MD. Dotari SUA, EURO.

Mm?moaoo_oﬂozzi«stsz%m5

Ucrainene, Lire Sterline si Franci Elvetieni,

Contabil sef adjunct -
Vitalic Bulgaru

Sef Directiec Monitorizarea Tranzactii

o Gujimavashi Lamnse

i 22R3K-020
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ivsi normativ. .
dotarea mcape’ lor umtétu farmaceutlce, reglm‘; 11

 sanitaro-epidemiolo

f % As:steri:;aamz me:dscameme de bund cahtate. -
: 'fgmfrucem, de;‘mzz&m s comercxahzaru medlcamentelor falsnﬁcate

(contraficute) si CU:fenpcnul de

21 are a prejurilor la medicamente.
: g:once si pmhotmpe'pen‘u'u consum individual numai cu refete medicale speciale.
Tl ﬂsau institutiei farmaceutice ¢ de cétre fam}&czss (dlrlgmte) $1

: mmu medii §i calificarca

' lite de Ministerul Sanatatii; in ' 1tutn lc medi Te pubhcc din localitatile rurale in
asmén‘;‘a fannaceuucé activitatea farmaceuttci i cadrul filialelor de categoriaa 1l-a ale fa:ﬁ’&éc‘h{er,
cratori medicali care posedd cunostm;e practice in domeniul far maceutic.

9. A@;gprarea mfarmam G atorilor, in mod complet, corect si prec:s asupra caracteristicilor produselor

| :farmaccuuce przvff litatea 5l inofensivitatea medicamentelor,
. L :aru medacamentcior ﬁtﬁq‘eﬂectarea acestora in circuitul Sistemului informational

"medlcamentelor si ehbcrﬁm §u’sau péstrﬁru medicamentelor fara etichete cu fi Tsie

m%» 2

_ 11 stpunerea despa;xi
- spatu juate Tn locatiune,
 sAndtatii, care corespund cem;etor actelaf E@gﬁi&ﬂ
* Activitatea licentiata se desfiisoard pe adresa:
; mun. Chlgmﬁu str, Grenoble, 23 (farmacsst»ém

psxhotrope o
g_***ﬁt**#*tt**#*%*@*#é%******'

apartm cu drept de propnetate privata sau in alte
its rﬁgubllcé, cu gen de activitate in domeniul ocrotirii -
‘atgve“‘v’ig\wgoam privind partenmaml pubhc privat
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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 15223-1:2016, EN 1041:2009, EN I1SO 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: [stanbul-Turkey

Signature-Stamp:

IKITELLI ORG.SAN.BOL.FATIH SANAY] SIT. 3-B BLOCK NO:3-4 BASAKSEHIR / ISTANBUL

TEL:+90 212 486 00 37  FAX:+90 212 486 00 38
www.erenlermedikal.com info@erenlermedikal.com.tr
FR-003/00/09.06.2011 REF.: PR-011 ikitelli V.D :354 01510 62




YS-524A-AF4A

ERENLER MEDIKAL :
SANAYI TICARET LIMITED SIRKET]

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

with a sgope 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 elewments of thre standard are excluded”
R R L Rl i B

EN ISO 13485:2016

Certificate No c M 10422

Initial Certification Date > 10 June 2016

Certification Date : 02 November 20]13’?:76{ 5 ¢

Expiration Date

MQJQM,]

General Manager

L a0
5/ ‘} ﬁer_\

Kiwa Certification Services Inc.
ITGSB 9. Cadde No. 15 Tepetren Tuzla - Istanb] - Tuskey
Tel: + 90 216 593 25 75 Faks - + 90 216 593 25 74
Web: www kiva com.tr E-mail* nfodikivg com g
Certificate is valid til expiration date, subject ta successful completion of periodical surveillance audits.
Please contact above numbers for detailed information

Last Modified: 2 November 2018 - R 02



THE REPUBLIC OF TURKEY

MINISTRY OF HEALTH
(Turkish Medieines and Medical Devices Agency)

TC.Seihk Bakanhy

AR N
H TR e

Date of' issue : 22 April 2016

TO WHOM IT MAY CONCERN

HEALTH CERTIFICATE
Free Sales Certificate

Medical devices, which are in the scope of Medical Devices Directives, listed additional page(“s)E
supplied to the market by “NURTEKS TEKSTIL VE MEDIKAL SAN. DIS TicC. AS. (K.CESME M. YENI

BAGDAT C. No:124 GEBZE/KOCAELI/TURKIYE)” are freely sold in the Turkey and European Union and
exported to other countries.

This certificate expires after 12 months from the date of issue.

Sincerely Yours

Head ofMie’§c n\ei )

Ya Iclﬂ‘u ‘

& Tkish Medicines and Medical Devices Agency 06520 Cankaya-Ankara-TURK] YE
§q Phone:+903122183000 Fax: +90 312 218 30 59

g Note:Please determine the section code, reference number and date in Your answers hiip:




PRODUCT LIST

BRQCHE

Barcode Label Name Trade Name GMDN Code  Ref. Number
8698898290447 PATIENT GOWN SHORT SLEEVE ¢ SIZI: X-SMALL) BROCHE 35092
. ; N 8698898260454 PATIENT GOWN LONG SLEEVE ( SIZE X-SMALL}  BROCHE 35092
8698898290836 SURGICAL UNIVERSAL SET- [)Iél’_(;).SABLFi BROCHE 35531
fl 8698898290843 SURGICAL LAPARASCOPY SET - DISPOSABLE BROCHE 35531
| 869889829001 | SURGICAL ANGIOGRAPHY SET - DISPOSABLE BROCHE 35531
{ 8698898290959 SURGICAL CAESAREAN SET= DISPOSABLE BROCHE 35531
d 8693808290973 SURGICAL DEL]\;’['{RY SET-IMSPOSABLE BROCHE 35531
8698898291017 SURGICAL TULR. SET - ISPOSABLE BROCHE 35531
3698898291024 SURGICAL EN.T. SET - DISPOSABLE BROCHE 3553j
8698893291048 SURGICAL ARTH i{OSC‘.QPY SET WITH BROCHE 35531
LATEX - DISPOSABLE
8698898291062 SURGIAL HUP SET WITH LATEX - DISPOSABLE BROCHE 35531
8698898291086 STANDARD SURGICAL GOWN - DISPOSABLE BROCHE 35778
£698898291 109 REINFORCED STERILE SURGICAL BROCHE 35778
GOWN - DISPOSABLE
4698898201185 SURGICAL DENTAL IMPLANT SET- DISPOSABLE BROCHE 15531
$698898291367 SURGICAL ARTHROSCOPY SET"WITIL BROCHE 35531 24015503100
| POUCHE- DISPOSABLE
f 8608808201611 'SURG ICAL OPHTALMIC SET - i)ISPOSABLE BROCHE 35531
8698898291659 SURGICAL GYNAECOLOGY SET - DISPOSABLE BROCHE 35531 24015556100
8698898291697 SURGICAL AN(HOGRAPHY SET-1 - DISPOSABLE ~ BROCH 35531
i 8698898292496 STERILE LATEX SURGICAL GLOVES POWDER BROCHE 40548 TGSTELPSIZ65
FREE { SIZE : 6,5 )
8098898292502 STERILE LATEX SURGICAL GLOVES . POWDER BROCHE 40548 TGSTELPSIZZ0
FREE ( SIZE: 7)
(| 5608898292519 STERILE LATEX SURGICAL GLOVES . POWDER BROCHE 40348 TGSTELPSIZTS
FREE ( SIZE: 7,5 )
8698898292526 STERILE LATEX SURGICAL GLOVES - POWDER BROCHE 4035438 TGSTELPSIZS0
FREE ( SIZE: 8 )
8698898292533 STERILE LATEX SURGICAL GLOVES - POWDER BROCHE 40548 TGSTELPSIZZS
FREE (SIZE : 8,5 )
' 3698898292861 STANDARD SURGICAL GOWN - DISPOSABLE { BROCHE IST7R
SIZE MEDIUM )
8698898202878 STANDARD SURGICAL GOWN - DISPOSABLI { BROCHE 38778
SIZE LARGE ) 3
8693898202885 STANDARD SURGICAL GOWN - DISPOSABLE { BROCHE 35778
SIZE X-LARGE)
8698898202892 STANDARD SURGICAL GOWN - DISPOSABLE ( BROCHE 35778
SIZE XX-LARGE )
3698898292915 REINFORCED STERILE SURGICAL GOWN - BROCHI): 35778
DISPOSABLE (SIZE MEDIUM )
1 8698898292922 REINFORCED STERILE SURGICAL GOWN - BROCHE 33178
DISPOSABLE (SIZE LARGE )
8698898292939 REINFORCED STERILE SURGICAL GOWN -- BROCHE
DISPOSABLE (SIZE X-LARGE: )
36088982931 34 NON-STERILE WELCOME SET

E




s

PRODUCT LIST
Label Name Trade Name GMDN Code  Ref. Number
REINFORCED S$TERILE SURGICAL GOWN .- BROCHE 335778
DISPOSABLE { SIZI: XX-LLARGE )
PATIENT GOWN SHORT SLEEVE ( SIZE SMALL j BROCHE 35092
0" . -
[ ’ 8698868293219 PATIENT GOWN SHORT SLEEVE ( SIZ_E MEDIUM }  BROCHE 35092
8698898293226 PATIENT GOWN SHORT SLEEVE ( SIZE LARGE) BROCHE 35092
| N 698898293233 PATIENT GOWN SHORT SLEEVE (SIZE X-LARGEY  BROCHE 35092
] 8698898093240 PATIENT GOWN SIIORT SLEFEV. E(SIZE XX-LARGE BROCHE 35092
1 f
: §698898293257 PATIENT GOWN LONG SLEE\’E( SIZE SMALL) B.RO_CJII’S 35092
698898293264 PATIENT GOWN LONG SLEEVE { SIZE MEDIUM ) BROCHE 15002
" 8698898293271 PATIENT GOWN LONG SLEEVE { SIZE LARGE ) BROCHE 35092
I s698598003288 PATIENT GOWN LONG SLEEVE ( SIZE X-LARGE)  BROCHE: 25092
P 698898243295 PATIENT GOWN LONG SLEEVE ( SIZE XX -LARGE BROCHE 35092
|2 )
B End Of Product List
22 April 2016

Yalgin SOYSAL, MD.

Head of Meddgﬁé’gl -hé\'iice_.epa rtment
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THE REPUBLIC OF TURKEY

MINISTRY OF HEALTH
(Turkish Medicines and Medical Devices Agency)

Turkish Medicines and Medical Devices Agency 06520 Cankaya-Ankara-TURKIYE
Phone:+90 312 218 30 00 Fax: +90 312 218 30 59

Note: Please determine the section code, reference number and date in your answers htip:A

I o 4L A 0]

\Wwww litck.govtr

Date of issue : 22 April 2016
}4 TO WHOM IT MAY CONCERN
' HEALTH CERTIFICATE
W Free Sales Certificate
B Medical devices, which are in the scope of Medical Devices Ditectives, listed additional page(s),
supplied to the market by “NURTEKS TEK§TiL VE MEDIKAL SAN. DIS TiC. AS. (K.CESME M. YENI
1  BAGDAT C. No:124 GEBZE/KOCAELI/TURKIYE)” are freely sold in the Turkey and European Union and
§  exported to other countries.
N
} This certificate expires after 12 months from the date of issue.
% Sincerely Yours
B
[
B

) Yalgm SOYSAL, MD.

g Head of Medical»ﬁé@iug@epamihem
B e
F

} ..
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PRODUCT LIST

GLOVE - POWDER FREE - IVORY (SIZE MEDIUM )

Head of Mg,

Barcode Label Name Trade Name GMDN Code  Ref. Number
8698898290010 NON-STERILE EXAMINATION G LOVE -POWDER ( BROCHI: 34020 BNSTELPLIXS
SIZE X-SMALL)
% 8698898290027 NON-STERILE EXAMINATION GLOVE: - POWDER ( BROCUE 34020 BNSTELPLIS
b SIZE SMALL)
-8 4 8698898290034 NON-STERILE EXAMINATION GLOVE - POWDER  BROCHE 34020 BNSTELPLIM
( SIZE MEDIUM)
N 3698898290041 NON-STERILE EXAMINATION GLOVE - POWDER ( BROCHE 34020 BNSTELPLIL
SIZE LARGE)
8698898290058 NON-STERILE BEXAMINATION GLOVE - POWDER ( BROCHE 34020 BNSTLLPLIXL
SIZE X-LARGE)
W 3698898290045 NON-STERIL.E EXAMINATION GLOVE - POWDER  BROCHE 34020
] FREE { SIZE X-SMALL)
3698898290072 N()N-STERU.E_ EXAMINATION GLOVE - POWDER BROCHE 34020
FREE ( SIZE SMALL)
. 8698898290089 NON-STER!LE EXAMINATION GLOVE - POWDER BROCHLE 34020
I'REE ( SIZE MEDIUM)
§698893290096 NON-STERILE EXAMINATION GLOVE - POWDER BROCHE 34020
FREE ( SIZE LARGE)
R 8698898290102 NON-STERILE EXAMINATION GLOVE - POWDER  BROCHE 34020
FREE ( SIZE X-LARGE}
b4 S698%9R290119 NON-STERILE WOODIEN TONGUE DEPRESSOR BROCHE 14066
8698898290133 SOFT BAR CAP 21 INCH - GOREEN BROCHE 32207
8698898290140 SOFTBAR CAP 2] INCH - Wi ITL BROCII: 32297
8698898290317 SHOE COVER 2,3 GR MACHINE BROCHZ 16897
3698898290430 STERILE WOOBEN TONGUE DEPRESSOR BROCHE 14066
8698898290652 NON-STERILE NITRILE EXAMINATION BROCHE 40546
GLOVE - POWDER FREL - BLUE (SIZE SMALL j
g 8698898290669 NON-STERILE NITRILE EXAMINAFION BROCHE 40546
GLOVE - POWDER FREE ~ BLUE (SIZE MEDIUM )
: 3698898290676 NON-STERILE NFIRILE EXAMINATION BROCHE 40546
GLOVE - POWDER FRER - BLUE (SIZE LARGE)
§698898291451 STERILE SURGICAL BLADE NO - 10 BROCHi: 12235
) §69889829146% STERILE SURGICAL BLADE NO - 11 BROCHE: 12235
| 8698898291475 STERILE SURGICAL BLADE NO: |2 BROCHE 12235
8698898291482 STERILE SURGICAL BLABE NO - |5 BROCHI: 12235
8698898291409 STERILE SURGICAL BLADI NO : I8 BROCHE 12235
8698898291505 STERILE SURGICAL BLADE NO:20 BROCHE 12238
8698898291512 STERILE SURGICAL BLADE NO:21 BROCHE 12235
3698898291529 STERILE SURGICAL RLADE NO: 22 BROCHL 12335
8698898291536 STERILE SURGICAL BLADENO: 23 BROCHE 12235
3698898291543 STERILE SURGICAL BLADE NO .24 BROCHE 12235
8698598291550 STERI.E SURGICAL BLADENO : 25 BROCHE 12235
e S6Y8K98291680 STERILE BLOOD LANCET BROCHE 37466
4 S6988UR29215) STERILE FLOWMETER BROCHE Hojo
869889820268 STERILE INFUSION SET BROCHE 36244
8698408292205 NON-STERILE NITRILE EXAMINATION BROCHE
GLOVE - P(}\V;)[‘:R_FREE - IVORY {SIZE SMALL)
8698898292212 NON-STERILE NITRILE EXAMINATION BROCHY:

SwZswZs




PRODUCT LIST
'_ Barcode Label Name¢ Trade Nanje _ GMDN Code  Ref. Nuniher

R698808292220 NON-STERILE NITRILE EXAMINATION BROCHE 401346
GLOVE - POWDER FREE - IVORY (SIZE LARGE )

R6Y8R98202267 NON-STERILE NITRILE EXAMINATION BROQCHE 40546
GLOVE - POWDER FREE - IVORY {SIZE X-SMALL )

2 8698898292274 NON-STERILE NITRILE EXAMINATION BROCHE 40546
GLOVE - POWDER FREE - IVORY (SIZE X-LARGE )

869889820231 NON-STERILE NITRILE EXAMEBSATION BROCHE 4346
GLOVE - POWDER FREE - BLUE (SIZE X-LARGE )

| 8698898292373 (BLOOD TRANSFUSION SET) BROCHE O agsey BSKVS105

869889829244 STERILE LATEX SURGICAL GLOVE - POWDER ( BROCHE 40548 TGSTELPLI&S
SIZE:6,5)

SIZE

2695898292465 STERILE LATEX SURGICAL GLOVE - POWDER{  BROCHE 40548 TGSTELPLITS
SIZE:7,5)

L 8698898292458 STERILE LATEX SURGICAL GLOVE - POWDER ( BROCHE 40548 TGSTELPLI70
) 2. 1)

8698898292472 STERILE LATEX SURGICAL GLOVE - POWDER ( BROCHE 40348 TGSTELPLISO
SIZE: §)

Ll 8698398292480 STERILE LATEX SURGICAL GLOVE - POWDER ( BROCHE 40548 . TGSTELPLISS
SIZE:85)

8698898292649 STERILE LATEX SURGICAL GLOVE - POWDER { BROCHE 40548 TNSTELPLIGS
; SIZE:6,5)

g 8698898292656 STERILE LATEX SURGICAL GLOVE - POWOER ( BROCHE 40548 TNSTELPLIZ0
SIZE:T)

8698898292663 STERILE LATEX SURGICAL GLOVE - POWDER ( BROCHE 40548 TNSTELPLI?S
SIZE:7.5)

4 5698898292670 STERILE LATEX SURGICAL GLOVE, - POWDER ( BROCHE
SIZE:§)

TNSTELPLISY

] S69SR98292687 STERILE LATEX SURGICAL GLOVE - POWDER { BROCHE 40548

TNSTELPLISS
SIZE:85)

8698898293110 STERILE LATEX SURGICAL GLOVE - POWDER ( BROCHE 40548

TGSTELPLIG)
SIZE:6)

End Of Product List
.22 Abril 2016
SEUe
Ya[gxn;&S(jY’SAL«, MD. .
Head of Medicaldevi "ggﬁfgnlcnt g
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~ Reactivii de dxag,nostm sunt conform1 Dn'ectw | Eurg
- pentru controlul procesului de stenhz&re a mstrumentelor 51




S

il

Anexa la AVIZUL SANITAR nr. §%4 din % iulie 2018

N Denumirea - Firma produciitoare, Tara
1. | AZOPIRAM p/u 100 ml solutie gata ZA0 “Medtest”, Federatia Rusa
°',) Indicator pengru Qﬂxli_fcalul sterilithtil 121788 NG00 ZAO “Medtest”, Federatia Rusa
3. | Tndicator pentru contralul sterilitafii 121720 N1000 ZAO “Mediest”, Federatia Rusa
4, | Indicator pentru controhul sterilitagii 134/18 N 1000 ZAD *Medtest”, Federatia Rusa
5. | Indicator pentrti controlul Sterilititii 134/20 N1000 - ZAO “Medtest”, Federatia Rusa
6. Indicator pentru controlul sterilitatii 134/4 N1000 ZAO *Mediest™, Federatia Rusa
7. | Indicator pentru controlul sterilititii 134/3 N1000 ZAQO “Medtest™, Federatia Rusa
8. | Indicstor pentru controbul sterilitatii 134/7 N1000 ZAQ “Medtest”, Federatia Rusa
Indicator pentru controlul sterilithlit prin aburi IKPS ~ 120443 NT0O00 ZAOD “Muedtest”, Federatia Rusa
9. (EXTERN) i
s 10 Indicator pentrwcontrolil steu ltatu prm abun KPS 132720 N} 600 | ZAO “Medtest”, Pederatin Rusa
o EEXTTERNY il a : ot Wi
1 Indicatar pmtm controlul stcmhtétu prin ahur} KPS VN ~ 120/45 N1000 ZAD "Medtest”, Federatia Rusa
* | (INTERN) .- >
12 Indicator pcmm wm.mlul sterilithii pnn abun IKPS VN /01 - 132720 ZAQ “Medtest”, Federatia Rusa
© | NT1000 (fN’}“% RN)
1'3 Indicator pentru controbul steriliediii prin acr KPS - 180760 Nli)()(? | ZAO “Medtest”™, Federatia Rusa
T H{EXTERN) : 5 :
4 | Indicaterpentrut cagmoi ul sterilitdtii prin aer IKPS YN/ - I‘%()/( 0 NIGOO | ZAO “Medtest”, Federatia Rusa
M1 ovrERN '
15. | Pachet pentru stenhzam B0x230 N10G ZA0 “Medtest”, Federatia Rusa
(6 Pachet pentru sterilizare 100x200 N100 ZAQ “Medtest”, Federatia Rusa
07 Pachet pentru sterilizare 150x2350 N 100 ZAO “Medtest”, Federatia Rusa
i8

. | Pachet pentru sterilizare 2006330 N100

- ZAQ “Medtest”, Pederatia Rusa

O
e

ex. St Constantinovici i o
0(22) 574679 :

s
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f MEn'rECT ®opma MC-1

7 5
CAHKT -NDETEPEYPT

3A0 "Megrtect”, 191002, C.-l'leTepﬁyp{_,_yn"[’q;;b_ggxaﬁ. A.5, 7./t (812) 572-2395, 710-8171, 710-8149, 710-8170,

MACMNOPT COOTBETCTBUSA
MHavkaTop xummndeckuii
ANA KOHTPOMA BO3AYLUHOW cTepunusaunn MKBC-"MeaTect"'-180/60
UKBC-180 (+3)°C -- 60 MuH. (+5) MUH.

(Mapka, napameTpel, pexuMsl)
HPWUM.932719.008 MNC

Knacc ucnonrenus ro FOCT ISO 11140-1-2011 — 4 (MHoronepeMeHHb(e)

Homep roc. peructpauun Ne ®CP 2010/06854 ot 26.02.2010r. Cepus Ne | 151017
TY 9398-001-53262326-2009 Aata usrotosnenus |10 2017
:,'191 Mokasarenu Tpe6osanus TY Pesynurathl aHanusa
1 : ) ; 3 4
CooTBeTcTBMUE cocTaBa ’
1 KoMnAekTy HTA 1.3.1. COOTBeTCTBYyeT

2 COOTBGTCTEMG MapKUpoOBKu,

ynaKkoBKu 14,15 COOTBETCTBYyeT

1.2.1,,1.2.3,, 124,125,128,
1.2/,,1.2.10, 12111212, 1.2.13,, CooTBeTCTBYeT
1.2.14,

3 CooreercTBue BHewWwHero Buaa
HHAWKaTOpOB

YCTOHYMBOCTE k BO3ACHCTEUIO

4 CTepununsyroummnx akropos B 1.2.17. COOTBEeTCTBYyeT
YCNOBHSAX OTCYTCTBMA napa

CooTtBeTcTBME
IKCNMYyaTaAUMOHHLIX KaYecTs ;

5 WHOMKATOPOB B PernaMeRTHLIX 12,98, 1.2.18., 1.2.21. COOTBETCTBYOT
3HaYeHUAX

6 Cpox roanocTy 1.2.25. COOTBETCTBYeT

36 mecaues ¢ aaThl U3roTOBNEHUS

UcnbitaHus, NOBEPKN NpoBegeHsl B 06bemMe NPEABABUTENBCKUX UCNbITAHW

3aknwoyeHune:

fIpodykyus coomeememe yem HopMamueHbIM mpe6osarusim, TY 9398’-001-53262326-2009, rocr
I1SO 1 1140-1-2011, 200Ha k ucrnions3oeaHuro 8 coomeememeuy ¢ Ha3HayeHueM U obnacmuio
ApuMeHeHus.

S Havansuuk XTY

g\\‘\\ Komnnekraumio B cooTseTctsum
b % C 3aKas - HapAAROM NpoBepurn
%. HavaneHuk ynakosouroro yyacrtka
=4 A & N Omnyex paspewnn
- . HavanbHuk npovssogcTea

%




WMEATEC‘T ®opma NC-1

CANKT-NETEPSBYPT

3A0 "MeaTecT", 191002, C.-Nevepbypr, yn. Pazseaxas, 8.5 t./: (812) 57.2..-2395, 710-8171, 710-8149, 710-8170,

NACMNOPT COOTBETCTBUA
MHguvkaTtop xumu4eckni
[NS KOHTpONsa NapoBoit cTepunnsaumu UKMC-"Mearect'-132/20

UKNMC-132 (+2)°C -- 20 MuH. (+2) MUH.

(napameTpbl pexuma)

HPWM.932719.007NC

Knacc ucnondexuns no FOCT ISO 11140-1-2011 — 4 (MHOronepeMeHHbie) ==
Howmep roc. peructpauun Ne ®CP 2010/06854 ot 26.02.2010r. Cepua Ne |
10 2017
TY 9398-001-53262326-2009 Nata usrotosnenus | 1020
Ne [
=7 MokasaTenu TpeGoBaHur TY PesynbTarbl aHanusa
1 2 _ 3 ; 4
CooTBeTCcTBME COCTaBa
1 komnnekry HTI 1.3.1. cooTBeTCTBYET
2 MapkurpoBka 1.4, COOTBeTCTBYeT
CooTeeTcTBME BHEWHETO BUAa, 1.21.,1238,1.24.-125,127.,
3 | oxpacxw sranoua 1.2.13, 1.2.18., 1.2.21. coyraeTcuny ey
YcTOHUYMBOCTb K BO3OEHCTBUIO
4 cTepunuM3yiowux dhakropos 1.2.17.,1.2.21. cooTBETCTBYET
CooTBeTCcTBHE
5 3KCNAYaTaLUUOHHbLIX Ka4ecTB 1218 o
MHOMKATOPOB B PErNaMeHTHbIX F s DOmBICTemBYAT
3HaYeHUAX
1.2.25.
6 Cpok roatocTy 36 MecsitieB ¢ AaThl U3rOTOBNEHMS GORFBsTSRENET

WcneiTanus, nosepku nposeaeHsl B 06bveme NPEABLABUTENbLCKUX UCNbITAHWUI

3aknioveHwve;

npodykyus coomeemcmeyem HopMamueHsIM mpe6oeaHusm,

200Ha K UCNONL308aHUI0 6
coomeemcmeuu ¢ HasHaYeHUGM U 061aCMbIO NPUMEHeHUs!.

Havtanbruk XTY

KoMnnekrauwio B cooteeTcTBUM
C 3aKas - HapsZ1oM Nposepun
HauanbHuk ynakosouHoro yuactka

/..,_:' 2 i Otnyck paspetunn
; HadanbHuk nponasogcraa




VMMELOTECT ®opma NC-1

g r
3AO°"?\/I“e;TTe:T'.'.T1‘9'1‘065, C.-Metepbypr, yn. Pasnwesxan, 4.5, 1./d: (812) 572-2395, 710-8171, 710-8148, 710-8170,

NMACMNOPT COOTBETCTBUA

WHankaTop Xummyeckuin o4HopasoBoro NPUMEHEHNR ANA KOHTPONS BO3AYLIHOW
crepunusauun MKBC-BH/01-"MegTtect"-180/60

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

(Mapka, napameTpbl, pexumbl)

HPVM.932719.006 MC

Knacc ncnonveHus no FOCT ISO 11140-1-2011 — 4 (MHOronepemeHHbIe)

Homep roc. peructpauum ®CP 2008/03222 ot 03.09.2008 r. Cepus N2 (060217
TY 9388-007-53262326-2008 Hata usrotoeneHus | 02 2017
':f' Mokasarenwu Tpe6oBanus TY PesynbTaTsl aHanusa
CootBeTcTBME CocTaBa
1 koMnnekry HTJ 1.3.1. cooTBeTCTBYET
2 CooTtsetcTBUE MapKupoBKK 1.4, CooTBEeTCTBYET

CootseTcTBMe BHewHero Buaa, ; ‘ ,
3 WHAMKATOPa, YNaKOBKH 121,123, 1271211, 1.247. COOTBETCTBYET

4 YCTOM4YMBOCTD K BO3ENCTRBHIO

cTepunusyromwux gaktopor 1212 SRTRICGREger
CoofBeTcTBue
JKCMNNyaTauMoOHHbIX Ka4ecTs
5 HHAUKATOPOB B PernamenTHbIX 1213, 1.2.14. COOTBeTCTBYeT
3HavyeHuAx
6 Cpok rogHocTH i.2:18. CooTBeTCTBYeT
36 MecsLeB ¢ aaTs! WU3roToBNEHUR

Wenbitanna, nosepku nposeseHs: s o6beMe NpeALABUTENbCKAX UCNLITAHMUI

3aknoyeHue:
npodykyus coomeemcme

yom HOpMamusHbim mpe6oeanuam, TY 9398-007-53262326-2008, I'OCT ISO 11140-1-
2011 200Ha x ucnonssoea

Huio 8 coomeemcemeauu C Ha3HavyeHueM u obnacmeio npumeMeHus.

HauanbHuk XTY

M.A. BopoTHuukas

Komnnekraywio s COOTBEYCTEBUN
C 3aKas - HapsiaoM Nposepun
HauankHuk ynakosouHoro yqacTka

W.H. Heyaera

FE N T

Ortnyck paspewmn
Havansxuxk npounsesogcTea

e 0 AR A0



mMEnTECT dopma NC-1

CAHMKT-NEYEPEBYPT

3A0 "MeaTecT", 191002, C.-Mevepbypr, yn. Paavesxasn, A.5, T./d.: (812) 672-2395, 710-8171, 710-8149, 710-8170,

MACMNOPT COOTBETCTBUA
WHaUKaTOP XMMHYECKU OQAHOPA30BOro NpuMeHeHUs ans KOHTpOnS
napoBOW CTepunu3auuu WKMC-BH/01-"Mearect"-132/20

132 (£2)°C / 20 MUH. (+2) MUH.

(napaMeTpbl pexuma)

HPWM.932719.005NC

Knacc ucnonHenus no MOCT ISO 11140-1-2011 - 4 (MHOrONEepeMeHHsI€)

30617
Howmep roc. perncrpaummn Ne @CP 2010/09764 ot 30.12.2010r. Cepust Ne 1306
TY 9398-003-53262326-2006 [aTa narotossieHun 062017
Ne n/n Moxasartenu Homepa NyHKTOB TpeGoBaHui TY PesynbraThl aHanusa
- 5 - 5 : iy
CooTBeTCTBME cocTaBa : g 4
1 xomnnexry HTA, 121, 1.23,131..152 cooTBeTcTBYeT
2 MapkvpoBka 1.4. cooTBeTCTBYET
3 CoorBeTcTBUA raBapuTHLIX 1.2.4.,1.25.,1.26,127., 128,129, COOTBOTCTBYET
pa3MepoB, BHeWHero BUAA 1.2.10.
YCTOWMUBOCThL K BO3JeUCTBUIO
4 CTepUNU3yIoinX akTopos 8 1.2.17. cooTBeTCTBYET
YCNOBUAX OTCYTCTBUA Napa
CooTBeTCTBUE
IKCrUTyaTauUoOHHbIX KavecTs
5 WHAMKATOPOB B PETNAMEHTHBIX 1.2.14.,1.2.15.,1.2.16 COOTBETCTBYOT
3Ha4eHUAX
1.2.21
c .
6 FQReFGARoRTY 36 mecsALes ¢ 4aTb! UIrOTOBAIEHUA s

McnbiTaHUA, NOBEPKW NpoBeAEHbl B o6veMe NpefAbABUTENBCKUX ncnblTaHun

3akniodeHne:

Npoayxkuua coorseTCTBYET HOPMaTUBHLIM TPQGOBaHMﬂM, rogHa K UCnosib3OBaHUIO B COOTBOTCTBUN C
Ha3HayeHueM u obnacTsio NPUMEHOHMNH.

HavanbHuk XTY 'f- M.A. BopoTHWuUKas

Komnnekraumio B cOOTBETCTBUM
C 3aKa3 - HapsAoM NPoBEpPUn
HauanLHrk ynakoBo4HOro yuactka

Ornyck paspewnn
HauanbHwk npoussoacrtea




kV/‘MEnTECT . ] dopma NC-1

CAHKT-NETEFPEYFRT

3A0 "MeaTect", 191002, C.-Neveplbypr, yn. Pazwueaxan, A5, T _(81_2) 572-2398, _710-8171. 710-8149, 710-8170,

MACMNOPT COOTBETCTBUA

NHOMKaTOP XMMUHECKNIA OQHOPa3oBOro NPUMEHEHN ONA KOHTpOsi
napoBO# CTEpUIA3aunu UKMC-BH/01-"MeaTecT'*-120/45

120 (+2)°C [ 45 mMuH. (+3) MUH.

(napameTpul pemxnma)

HPKMM.832719.005MC

Knace ucnonnerus no FOCT 1ISO 11140-1-2011 — 4 (MHOroNEpPEMEHHbBIE)

031116
Homep roc. peructpauun Ne ®CP 2010/09764 ot 30.12.2010r. Cepua Ne
TY 9398-003-53262326-2006 [ava nsroTosneHus | 112016
Ndkaaa‘renu : Homepa nyﬁxroa rpeGoBanun TY Pe3ynuTaTbl aHanusa
: - : e : 5 — e T e e
i CoorReTeTBHR-COCTABA 2.0 T2, 18 1E2 cooTBeTcTByeT
xomnnexkty HTQ
2 MapKkupOBKa 1.4. COOTBETCTBYET
Cooraercfane raﬁapwruw;;w_ 1.2..4.,M‘| 2.5, 126127 ‘128_ "
C pa3MepoB, BHEWHEro Buaa 1.2.9.,1.2.10. COPEeTSTENaT
YCTORYMBOCTb K BO3ACACTBUIO |
4 CTEpUNM3YIOWUX PAKTOPOS B 1297 cooTBeTCTByeT
yCNOBUAX OTCYTCTBUSA Napa
CooTBeTCTBME { ' T )
IKCNAyaTauMOHHbLIX Ka4ecrTs { ’
5 HHAWKATOPOR. 6 PernamenTHEIX | 1:2.14,, 1.2.48;, 1.2.16 cooTBevrcyByeTv
3HAYEHURAX | IRE— —_
L
6 Cpok rogHoCTH " 1.2.:24.

cooTBEeTC (<]
36 mecsLeB ¢ AaTbl U3roTOBNEHWUSH s i

|

MenbITaHus, MOBEPKM NpoBeAEeHbl B oGbeme NpeabaBUTENbCKUX NCTBITaHUA

3aknyenne:

NpoayKuMsA COOTBETCYBYET HOPMATMBHbLIM TPeGOBaHNAM, FOAHa K UCNONL3OBAHNIO B COOTBETCTBUN C
HazHaYeHueM 1 oBnacTbL NPUMeHEeHUs.

M.A. BopoTHuukas

HavanbHuk XTY

Komnnexraumnio B COOTBETCTBUN
¢ 3aKka3 - HapAAoM MNpoBepus
HayanbHyk ynakoBoMHOTO yYacTka

OTnyck paapewmn
HavanbHuk npoussoacTea




mMEnTECT ®opma NC-1

cha MaKaT - MhEnT ERJE Y Par

3A0 "MeaTecr", 191002, C.-TeTepbypr, yn. Pasvesxan, a.5, 1./¢: (812) 572-2395, 710-8171, 710-81.49, 710-8170,

NACMOPT COOTBETCTBUA

WUHaukaTop xumunyeckmni OoAHOpPa3oBoOrc NpUMeHeHns
AnA KOHTponA npoyeccos cTepmnnmsaunm

"Meanrtect"-134°C/5 MmuH
HPWM.932821.005 11C

Knacc ucnonxexus no FOCT ISO 11140-1-2011 — 4 (MHoronepeMeHHble)

Homep roc. pernctpaumm Ne®dCP 2009/05786 ot 30.09.2009 Cepuist No | 151017
TY 9398-008-53262326-2009 Data nsrotosneHus 1020|7
Ne n/n Mokasartenu TpeGoranus TY Pe3ynbTaTsl aHanusa
1" CooTBeTCTBUE BHEUIHEro BUAA 1211, 1.2:351.2.5,, 1.2.9;; 1:211., Ty
MHAWKaTOpa 1.2.18.
CooTBeTCTBME COCTaBA
2 ynakoBku, xomnnekty HTQ, 13,148, 147 COOTBETCTBYyeT
MapKUPOBKK
CooTBeTCTEME UBETOBOM
3 raMMbl TEPMOMHAUKATOPHOWK W 1.2.20., 1.2.24. COOTBeTCTRBYET

LBEeTOBOMW MeTOK WHANKaTOpa

| CooTBeTcTaue B ycnoBmuax
rapaHTUpoOBaHHOTrO
L. L4, T CTB
4 AOCTUXEHUA KOHEeYHOro 1224 FopmEm yer
COCTOAHUA

 MpoBepka HecooTBeTCTEMA B
CNOBUAX HEAOCTUIKEHUA
E y
KOHEYHOrO COCTORHMS B 1.2.25,, 1.2.27. COOTBeTCTBYeT

HacbiWleHHOM nape

Mposepka HecooTBeTCTBMS B

CITOBUAX HeJOCTUXKEHMS
6 Yy
KOHEYHOFO COCTOAHUS B CyXOM 1.222,1.2.26. cooTBeTCTBYET
ropsuem Bo3nyxe
7 Cpok roanocTu 1.2.32. '
P A 36 MecsLeB ¢ [aTb! U3roTORNSHUS GOOMBSrEIRYeT

Nenbitanus, nosepkn nposegens: s O0beMe NpNemMo-caaTouHbIX UCTBITAHUN

3aknoveHue:

lpodykyus coomeemcmeyem HOpMamueHbIM mpeb6oeariusm, TY 9398—008—53262326-2009, rocr

1SO 11140-1-201 1, 200Ha Kk ucnonbaosanuso g coomeememeuu ¢ HasHaveHuem u obnacmeio
npumMeHeHus.

HavaneHuk XTY

KoMnnekTaunio s COOTBETCTBUM
€ 3aKas - HapsgoM Nposepun
Havansruk ynakoBoYHoro yyacrtka

y ' % Otnyex paspewnn
", HavansHuk npomssogcrsa




S

mMEnTECT i | i | ®opma MNC-1

CAHKY .- METEPEY P

3AQ "MegrTect’, 191002, C.-MeTepbypr, yn, Pasvesxasn, 4.5, 7./¢; (812) 672-2395, 710-8171, 710-8149, 710-8170,

MACMOPT COOTBETCTBUSA
HgukaTop xuMudeckini
ANSA KOHTPONA BO3AYLWHOW cTepunin3aLnm NKBC-"Mearect -180/60
MKBC-180 (£3)°C — 60 MuH. (+5) MuH.

(Mapka, napametpsl, pexumel)

HPIM.932719.008 rnc

Knacc ucnonHenns no FOCT 1SO 114 145:’31:'-.2-2,)0'1 '1’:."‘—"-4 (MHoronepeMeHHbIe)

Howmep roc. peructpaumn Ne ®CP 2010/06854 ot 26.02.2010r. Cepua Ne | 551114
TY 9398-001-53262326-2009 HAaTa usrotosneHna |11 2014
!
% r?ﬁ MNokasatenwu TpeGoBaHua TY PesynbTaThl aHannaa
S - = _ -
- CooTBeTCTBHUE COCTaBa : :
| komnrekry HTQ . 1.3.1. COOTBeTCTBYET
2 CoovBetcTaUe Mapkiposk, . 1.4., 1.5 COOTBEeTCTBYET
YyNaKoBKM _ :
| 121,123,124, 125,126,
CooTeercraue BHewHero emaa Lo : ‘ ' ‘ ,
3 WHAKKaTOPOB 12, 1.2 10;, 1‘.]221114,‘1.2.12,, 12498, cooTBevcTByeT

YETORYMBOCTE K BO3AEHCTRMIO
4 CTepuNn3youix hakvTopos s . 1.2.17.

! COOTBETCIByeT
| YyCrosusx oTCyTCTBUA napa

CooTtBercTBUE

| 3KCNAYaTAUMOHHBIX KAYeCTB
£l 8 2.18.,1.219., 1221, 1
% WHAWKATOPOR B PErNaMeHTHLIX 1.2.18.,1.219., 1.2.21 cCooTBeYCTBYeT
[ | 3HaveHnRX -

B Cpok rogHoeTn o 1.2.25. COOTBEeTCTBYET
E ' . 36 MecAues ¢ faTsl 3roToBNEHUS : y

we'd ;

NenbiTakns, nosepku nposegersl B o6beme NPEeABABUTENBCKUX NCNLITAHWIA

3aKmoYeHne:

lpodykyus coomeememeyem HOpMamueHbIM mpe6osaHuam, TY 9398-001-53262326-2009, FOCT
/SO 11140-1-2011, 200Ha k ucnons306aHuIO € cooma emcmeuu ¢ HazHaveHueM u 061acmuio
NpUMeHeHUsI,

y ;91“-"’-"

B
Y

HayaneHuk XTY LA "‘r’/ M.A. BopotHuykas

Komnnexrauuio B cootseTcTama
' c_:'a"axgga_ - HaPRAOM Nposepus e
HavaneHuk ynakosoyroro yuactka

< Otnyck paspelun - ;%‘;f:_\}fa,”
. HavankHuk npoussogcTea : 4




CANKT-HETEPEYFF

3A0 "MegTect”,

191002 C.- I'le'repﬁypr yn Paabeamaﬁ A5, T/cb

(812) 572-2395 710-8171,

710-8149,

ﬂA

CMNOPT CO.TBETCTBM%

ViH;:mcaTop XUMUYECKUIA OAHOPAa30BOro NPUMeHEeHUS Ans KOHTpOnS
napoBown ctepunusauuu UKMNC-BH/01-"MeaTecT"-132/20

§;2 (izl C /20 MuHn. (+2) MUH.

Knacc ucnornHeHus no FTOCT ISO 1114

S R

(napamerpba p‘éﬁi\ua)
HPVWI-‘;93271 9:005MNC

0-1-2011 - 4 (MHOronepeMeHHbIe)

Homep roc. perctpaumn Ne ®CP 2010/09764 oT 30.12.2010r.

TY 9398-003-53262326-2006

Hata narotosneHuns

Popma MNC-1

710-8170,

CepMﬂ Ne 551114

1012014

Ne n/n

MNoxasatenu Homepa nyHkTOB TpeGoBaHumn TY PeaynsTatel ananusa
1 2 T i q
CoorBeTtcTBUE COCTaBa ;
1 KoMnnekTy HTI 1.2, 123,031,152 COOTBETCTBYET
2 Mapkupogxka 1.4, cooTBercrByeT
CootercTBMe raGapuTHeIX L2 28 12ie 4207 11280 1.2.0:
3 pasMepoB, BHeWHEro BuAa 1.2.10. coorBeTCcTBYET
YeToiuusocTe K BO3ReHCTBHIO
4 CTepUNU3YOW X hakTopoB B 1.2.17. COOTBETCTBYET
YCINOBHAX OTcchTsuﬂ napa
CoorsercTBUE
IKCNNyaTaLUOHHBIX KavecTs : e
5_ | MHAMKATOPOB B PErNaMeHTHEIX 1.2.14,1.2.15, 12,16 COOTBeTCTBYET
| 3HaYeHunx
1.2.21,
5] Cpok rogrocTun . '
P “ 36 MecsUEB ¢ AaTb) UITOTOBIEHUS HSFTUETETS yiof

WeneiTanng, noeepku nposegersl 8 06beme NPEeABABUTENBCKUX UCNBITAHWU

3akmoverue:

Mpoaykuua coorsercrayer HOPMaTUBHBLIM T

Ha3HaveHueM 1 0BNACTLIO NPUMEHEHHS.

- € 3aKas - HapAgom npoaepwn '
“ Hauam:HMK YNaKoBOUHOrO yyacTka

- Otnyek paspelmn
i;HaqaanMK npon3eoacTsa

HavanbHuk XTY

peBoBaHUAM, ToaHa K UCMONLI0BAHMIC B COOTBETCTBUN C

Komnnek"raumo B comaem‘rsmm




g ®
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 i

Poland L

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 an; 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 b and class Il devices covered by this
certificate an EC type-examination certificate according to Annex Il is required.

Notified Body
Effective Date: 2017-03-07

Date: 2017-03-07

TUV Rheinland LGA Products GmbH - TillystraBe 2 - 90431 Niirnberg

TOV Rheinland LGA Products GmbH is a Notified B

according to Directive 93/42/EEC 5
concerning medical devices with:t '

tification number 0197,




S

TUVRheinland

TUV Rheinland R R B
LGA Products GmbH
TillystraBe 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

- Sterile and nen-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)

- 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

- SBterile infusion sets for single use

- Sterile extension tubes for infusion pump

Date: 2018-01-25




“ I {g)
TUVRheinland

TUV Rheinland D e
LGA Products GmbH
TillystraBe 2, 90431 Niirnberg

Attachment to |
Certificate
Registration No.: DD 60117020 0001 i
Report No.: 26300232 006 i
Manufacturer: ZARYS International Group

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

Poland

Products included:

- Sterile endotracheal tubes

- Sterile tracheostomy tubes

- Sterile breathiny circuits

- Sterile catheter mounts

- Non-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 gets |
- Sterile oxygen tubing !
- Sterile suction catheters

- Sterile abdominal drains

- Sterile feeding tubes

- Sterile stomach and duodental tubes
- Sterile uroclogy catheters

- Sterile surgical suction sets

= Sterile surgical suction cannulas

- Sterile syringes for singk&ﬁ#m'T?
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Certificate
Registration No.:
Report No.:

Manufacturer;

Products included:

- SBterile insulin
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ZARYS International Group
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spolka komandytowa

ul. Pod Borem 18

41-808 Zabrze

Poland

syringes

- Sterile tuberculin syringes
~ Sterile hypodermic needles

- Sterile imsulin

pert needles

- 8terile blood lancets

- 8terile IV cannulas

- Sterile needle free valves
- Sterile surgical gloves

Date: 2018-01-25
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LGA Products GmbH
TillystraBRe 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:

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 f£ilm dressings
- Foam dressings

- Absorbent wound dressings
- Surgical gowns

- Surgical drapes

- Sets of surgical drapes

- Fluid collection pouches

- Nelaton catheters
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LGA Products GmbH
TillystraBe 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:

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

- Vaginal speculums

- Cervical brushes

- Urine bags

- Tongue depressors

- Guedel airways

- Intubation stylets

- Endotracheal tube holders
- Buction tubes

- Withdrawal cannulas

- Alginate dressings

- Cannula stoppers

- Umbilical cord clamps

Date: 2018-01-25
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LGA Products GmbH
TillystraBBe 2, 90431 Nurnberg

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

Sites included:

ZARYS International Group

Spolka z ograniczona odpowiedzialnoscia
spolka komandytowa

ul. Gustawa Eiffel'a 15

44-109 Gliwice

Poland

Activity: Production

Date: 2018-01-25
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