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Disposable Surgical Gown
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SiZE LENGHT
S-M 115 cm
L-XL 120 cm

* Non Sterile

* 40 gr. Non woven SMS material
* Long sleeve, open back, knee length gown 2XL-3XL 125 cm
* No liquid leakage
* Ribbed manchett
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Do not iron Do not machine dry Do not bleach Do not wash Do not dry clean Single use



PP Spundond Nonwoven Fabric Technical Data Sheet

Product Spunbond Nonwoven (SMS Type)
Content %100 Polypropylene

Denier <4

Maximum Width 3200mm

Number of Beams 3-4

Grammage Tolerance +/-5%

Application Disposable medical Textile products

production, medical film production

Weight Tensile Strenght N/5cm Elongation % Water
MD CD MD CD Column
40 GSM 63< 35< 55< 55< 280<
ISO 13485:2016

ISO 9001:2015 m
1SO 10002:2018 Iso r
1SO 14001:2015 N , | , o/

ISO 45001:2018



CERTIFICATE OF REGISTRATION

This certifies thai:

| IDEA MODA KONFEKSIYON SAN, TIC, LTD. STI

| Siracevizler Cad. Guvenc Sck No.3 Bomonti Ismerkezi

Kat 2, D:18-23 Sisli

Istanbul , TR 34381

is registered with the U.S. Feod and Drug Administration for FY 2020 pursuant to Title 21, 807 et seq. of the
Lnited States Cade of Federal Regulations:

| Establishment Qwner/Operator Number: 10074087
i Device Classification Name: SUIT, SURGICAL

Product Code: FXO
| Regulation Number: §78.4040
| Official Correspondent Registrar Corp
|| and 115, Agent: 144 Research Drive, Hampton, Virginia,
23666, USA

Telephone: +1-757-224-0177 « Fax:
+1-757-224-0179

Regisirar Corp will confirm that spch regisiration remains effective wpon requesi and preseniotion of this
| certificate wntil the end of the year stated abave, wriess said regisiration is lerminated after issuance of Wis
| certificate, Registrar Corp makes no olher representationy or wareaniies, nor doey (s certifivate make any
| representations or warranties fo any person or entity other than the named certificate hotder, for whose sole
henefit it iy issued, This certifivale does not denote endarsement or approval of the eertificate-holder's device
o eslabiishment B the U.S. Food and Drug Admintstration, Registrar Corp assumes po (ability (o any person
| o enidty in connection with the foregoing,

Pursuant i 2] CFR 80739, "Registration of @ device establishment ov assignment of a registration nunber
| cloes nat i any way denoie approval of the establishment or its products. Any representation that creales an
| fnpression of official approval because of registeation or possession of o regispration number Iy misleading
el constifues mistranding.

and Drig Adminisiraiion recognize o ceriificare of registration. Regisirg C
Food and Drug Adminisiration.

Registrar I:oﬁp /3

144 Research Drive, Hampton, Virginia, 23666, USA werntive Divector
Telephone: +1-757-224-0177 » Fax: +1-757-224-0179 Registrar Corp
info@registrarcorp.com ¢ www.registrarcorp.com Dated: _IH{GY 26, 2070

| The US. Fowd and Drug Administrafion does noi issue a certificate af registration, nor does the U8

CE005-2020 Fegistar Top.
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ZHIKAYNES

Qertifika

Certificate

iDEA MODA KONFEKSIYON SANAYi TICARET LIMITED SIRKETi

ISO 13485:2016

Kapsam/ Scope
TEKSTIL VE TEKSTIL PROMOSYON URUNLERI, DI§ GIYiM ESYASI iIMALATI, DOKUMA,
ORME{TRIKAI) VE TIG i5i [KROSE], VB KUMASTAN OLANLAR [KABAN, PALTO, CEKET,
PANTOLON, TAKIM ELBISE, DOPIVES, ANORAK, YAGMURLUK, GECE KIYAFETI VB. )
CERRAHI , TIBBi VE ORTOPEDIK ALET VE CIHAZLARIN TOPTAN TICARETI

PRODUCTION OF TEXTILE AND TEXTILE PROMOTION PRODUCTS, WOVEN WEAR, WEARING,
KNITTING [TRICOTAGE) AND JEWELRY (KROSE], ETC. SHOES, PALO, JACKET, TROUSERS,
TOOL DRESS, DIPPERS, ANORAK, RAINFALL, NIGHT CLOTHES ETC.

SURGICAL, MEDMCAL AND ORTHOPEDIC TOOLS AND DEVICES WHOLESALE TRADE

KAYNES BELGELENDIRME

IKAYNES

Qertifika

Certificate

iDEA MODA KONFEKSIYON SANAYi TICARET LIMITED SIRKETI

ISO 9001:2015

Kapsam/ Scope
TEKSTIL VE TEKSTIL PROMOSYON URUNLERI, DI§ GIYiM ESYASI iIMALATI, DOKUMA,
ORME{TRIKAI) VE TIG 51 [KROSE], VB KUMASTAN OLANLAR (KABAN, PALTO, CEKET,
PANTOLON, TAKIM ELBISE, DOPIVES, ANORAK, YAGMURLUK, GECE KIYAFETI VB. )
CERRAHI , TIBBi VE ORTOPEDIK ALET VE CIHAZLARIN TOPTAN TiCARETI

PRODUCTION OF TEXTILE AND TEXTILE PROMOTION PRODUCTS, WOVEN WEAR, WEARING,
KNITTING [TRICOTAGE) AND JEWELRY (KROSE], ETC. SHOES, PALO, JACKET, TROUSERS,
TOOL DRESS, DIPPERS, ANORAK, RAINFALL, NIGHT CLOTHES ETC.

SURGICAL, MEDICAL AND ORTHOPEDIC TOOLS AND DEVICES WHOLESALE TRADE
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Q&ertifika

Certificate

iDEA MODA KONFEKSIYON SANAYI TICARET LIMITED SIRKETI

ISO 10002:2018

Kapsam/ Scope

TEKSTIL VE TEKSTIL PROMOSYON URUMLERI, D15 GIYIM ESYASI IVMIALATI, DOKUMA,
BRME[TRIKAI) VE TIE 151 (KROSE), VB KUMASTAN OLANLAR [KABAN, PALTD, CEKET,
PANTOLON, TAKIM ELBISE, DOPIYES, ANORAK, YAGMURLUK, GECE KIYAFETI VB, )

CERRAHI, TIBBI VE ORTOPEDK ALET VE CIHAZLARIN TOFTAN TICARETI

PRODUCTION OF TEXTILE AND TEXTILE PROMOTION PRODUCTS, WOVEN WEAR, WEARING,
KNITTING (TRICOTAGE) AND JEWELRY {KROSE), ETC. SHOES, PALD, JACKET, TROUSERS,
TOOL DRESS, DIPFERS, ANORAK, RAINFALL, NIGHT CLOTHES ETC.

SURGICAL, MEDICAL AND ORTHOPEDIC TOOLS AND DEWICES WHOLE SALE TRADE

Belge Nof Lertification Number Y- 3020-076
Il Kawt Tarihi 009, 082020
Basam Tarihi 114.04.2020

Goegarlilik tarihi 10.08.2021

Balgelendirre Mol | Lo fification Minager

Efitien Belgelendieme Dam Ltdl, SH,

YNES BELGELENDIRME

ertififea

Certificate

IDEA MODA KONFEKSIYON SANAYI TICARET LIMITED SIRKETI

1SO 14001:2015

Kapsam/ Scope

TEKSTILVE TEXSTIL PROMOSYON BRONLER, D15 GIviM ESYASI IMALATI, DOKUMA,
ORME[TRIKAI) VE TIG I51 [KROSE), W8 KUMASTAN DLANLAR (KABAN, PALTO, CEKET,
PANTDLON, TAKIM ELBISE, DOPIYES, ANORAK, YAGMURLUK, GECE KIYAFETIVE. )

CERRAHI, T18BE vE ORTOPEDIK ALET VE CIHAZLARIN TOPTAN TICARETI

PRODUCTION OF TEXTILE AND TEXTILE PROMOTION PRODUCTS, WOVEN WEAR, WEARING
KNITTING (TRICOTAGE) AND JEWELRY (KROSE), ETC. SHOES, PALO, JACKET, TROUSERS,
TOOL DRESS, DIPPERS, ANGRAK, RAINFALL, NIGHT CLOTHES ETC.

SURGICAL, MEDICAL AND ORTHOPEDIC TOGLS AND DEVICES WHOLESALE TRADE

Beige Nof Certification Number Y520 201879
[ Kamt Tarihi 11082020
Bazam Tarihi 14.08.3030

Geperlilik tarihi 10082021

Balgelendirme MOdE | Contification Manager

Effitim Dan Ltd, 5.
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Qbertifiba

Certificate

IDEA MODA KONFEKSIYON SANAYI TICARET LIMITED SIRKETI

1SO 45001:2018

Kapsam/ Scope

TEKSTILVE TEKSTIL PROMOSYON BRUNLERI, DIS GIYIM ESYAS| IVALATI, DOKUMA,
BRAME[TRIKAL) VE TId [$] {KROSE), WB KUMASTAN OLANLAR (KABAN, PALTO, CEKET,
PANTOLON, TAKIM ELBISE, DOPIVES, ANORAK, YAGMURLUK, GECE KIVAFETI VB. }

CERFAHI , T16 61 VE ORTOPEDIK ALET VE CIHAZLARIN TOFTAN TICARETI

PRODUCTION OF TEXTILE AND TEXTILE PROMGTION PROBUCTS, WOVEN WEAR, WEARING,
KNITTING (TRICOTAGE) AND JEWELRY [KROSE), ETC. SHOES, PALO, JACKET, TROUSERS,
TOOL DRESS, DIPFERS, ANORAK, RAINFALL, MIGHT CLOTHES ETC.

SURGICAL, MEDICAL AND ORTHOPEDIC TOOLS AND DEVICES WHOLESALE TRADE

Belge Na/ Certification Number
B Kasat Taribi
Basem Tarihi

Geperlilik tarihi

Belgelendirme Midia | Cortificazion Manager

Efitim Belgelendirme Dan Ltd. 8.






