




















































































FDA REGISTRATION NUMBER: 3018011416
LAST VALIDATED: January 31, 2022
STATUS: Valid

Registrar Corp helps companies comply with U.S. FDA regulations.
Registrar Corp is not affiliated with the U.S. Food and Drug Administration.

Registration of a device establishment, assignment of a registration 
number, or listing of a medical device does not in any way denote 
approval of the establishment or its products by U.S. FDA.




U.S. AGENT AND OFFICIAL 
CORRESPONDENT

Registrar Corp
144 Research Drive
Hampton VA, USA 23666

 +1-757-224-0177
 info@registrarcorp.com
 www.registrarcorp.com


ESTABLISHMENT 
INFORMATION

Serifali Mahallesi Mevdudi Sokak No: 53 / 1
Umraniye
Istanbul, TR 34775

 90-216-7840793
 info@podimabilisim.com
 http://www.podimabilisim.com

VALID 2022 U.S. FDA Medical Device Establishment Registration

PODIMA MEDIKAL VE TEKSTIL SANAYI TICARET LIMITED SIRKETI

LISTINGS ON FILE WITH FDA

Device Name Product Code Status Last Validated

Non-Surgical Isolation 
Gown

OEA Valid January 30, 2022

Suit, Surgical FXO Valid January 30, 2022

Cap, Surgical FYF Valid January 30, 2022

https://www.registrarcorp.com
http://www.podimabilisim.com


FDA REGISTRATION NUMBER: 3018011416
LAST VALIDATED: January 31, 2022
STATUS: Valid

Registrar Corp helps companies comply with U.S. FDA regulations.
Registrar Corp is not affiliated with the U.S. Food and Drug Administration.

Device Name Product Code Status Last Validated

Face Mask Per 
Enforcement Policy For 
Face Masks And 
Respirators During The 
Declared Public Health 
Emergency

QKR Valid January 30, 2022

Cover, Shoe, Operating-
Room

FXP Valid January 30, 2022
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Notf ed Bodv Nuİnber: 2a41

Bc|gcNo / Ceftitrcate No
Belgel€ndirme Tarihi - Bir sonraki Beıge Tİrihi /
ceiirıİürtİon Date / CeltİJicdte Vıılidıly Daıe
lrelg€ Geç€Ililik Ta hi l l)ocumenı Val lİt},Perİoıı
tr'irma Unvanr ve Adresi /

Company Name and Adılress

Ürün Adt /Modeller / Pİo ılılct Nahıe / Moıleı,

Direktir| l Dıİectıw
Modüliı/Ka tegori / M/rllı, Ie / (htegqf!

Teknik Değerıendirme RıDor No/
Technic.ıl Evalaation Repo No

: 63-20-08-R02

,| 05 .04.2022-05 .12.2025
|5yly5Years

l45 _ sv_l46 - sv_l47 - SV_l48 - sV_149
2016/425 REGULATIoN
B MODüLü/ KATEGoRi ]II
MoDlJ1,1: R .., (:A7,|icoltY l11

PoDiMA MEDiKAr VE TEKSTiL sAN. Tic. LTD, ŞTi,
Yukan Dudullu Mahallesi Bayrak Caddesi No: 30 Daile: l30
Ünuarıiye 34775 istaııbut / Tüıkiye

SUViCOM SV-],10- SV-14l - SV-142 _ sV-l43 _ SV_t44 _ sV_

I MNA 63-20-08-R02
İjıiinTipi l Pıoılua Iypİ:

- EN lso 13688:2013 Koru},ııcu giyecekler - Cenel özellik|el l Pnlecliw cloühing - Generul fequircmenl|
- EN 13034:2005+4 1 :2009 Slvr Kirnyasallara Karş Koru}ucu Giysi (Tip PB 6-8) / Pratecliıe cloıhing Agoiüı

LiElid Chemicals (TJ,pe PB 6-8)
- EN 14605:2005+A1:2009 Koru}tcrı Giyeceklel - Sıv1 Kimyasaı Maddelere Karş1 (Tip PB 3-B, Tip PB 4-B) /

Prolecliıe cbıhfug agdjnsİ liqui.J chemicals (Ilpe PB 3-B, T)pe PB 4-B)
- EN 14126:200:] Koıuyıcu Giyecekler - Patojen orgaırianalaı a KarŞ / I'fote(li\'e Cloühing - Perlbnı.ünce

.. Re4uifementİ AndTeStİ Methodİ l|of Proıecl^,e (:loıhing Aga jnsı ]nfecıiw Agent.\
Uriinün Malzeme Bilgisi l Pfoıluct Mateİİürl lııIoüariorr: sUVlcoM sV-140- sV-141 - sV-142 - sV-143 - sv-l,t4 -
SV-l45 - sv-l46 - sV-147 - SV-148 - sV-149 model iininleri kaplamalt kutİaş kullandarak imal edllrniş1iİ./ SLJqCoM
SV-l10- Sı/-l1] - SV-l12 - SI/-l13 - SV-141 - Sr/-]15, SV-116 - SV ]17 , SV,]18 - SV-149 moclel pro.1uclrİ are
ına üu lb L tured uİ i ng c a a ıed Ja br i c.
Revizyon üed€n7 ier.§o n İof feljiİion: K,Jllanllan standatla.tn tadhleri eklenmiştii / Rel.l.§e

MNA Laboratuvarlan san, Tk.Ltd ,Şti
Adres: (üçükbakkalkijy Mah allesi Yenidoğan cad,N o:21 Ataşeh i' i5ta.bııl

Tel: 0216 574 07 03 Faks: 0216 575 13 31 ggg.!]]!qbu:ç9!1

|/olkııı,4KIN
05.04.202

0kan,,IKLL
05.04.2022

U Folm oo2/Rev.o5lo3.o9.2o21

AB Tip Inceleme Sertifikası
EU Type-Examination Certificate

rnno



ğmno
Notified 8ody Number| 2841

ATTACHMENTS (63-20-0&R02)

To certit, the PPE product at Category ItI level, C2 or D module is accoınpanied by applying oıe of
the confoümi§, assessment ınethods along with the EU Type Exaİnination (Module B).

Mod€t : SUVICOM sv-l40-sV-141 _ sv_t42 _sV_143 - sv-l44 - SV-145 - sV_t46 - sV_]47 - sV-
148 - SV_l49

PPE produced as a sing]e unit to fit aİ individDal user. all the necessary instructions fuI martufacfu.ing
such PPE on the basis ofthe approvedbasic ınodel:

ırNA ıaboİatuvar|aı sa n. Ti., Ltd ,Şti
Adres: küçükbaıkaıköy Mahallesi Y€nldoğan cad.No:21 Ataşehü/ lstanbul

Tel:0216 574 07 08 Faks:0216 57513 31v{{aw r.nalab.com
u Fo.m{o2lRer,o5l0a,09,2o21

PaBe1l2

PPli sPU(]lFICAT,loN

PB 3-B, Type PB 4-B. TyDe PB 6-8

NaoHj 3. H,So!: 3

Resistance To Pen€lİation By Liquid

wct Bactelial penclration

Phi_Xl74 Bacteri

]vl^RKING

MANUFACTURER: PoDiMA MEDiKAL VE TEKSTiL sAN. TiC. LTD. ŞTİ,

PPE Tl?E|
- EN Iso 13688|2013 Protective clothing - Geıeİal Iequirğments
- EN l3034|2005+Al:2009 P.otective olothing against liquid chernicals (Twe PB 6-8)
- EN 14605:2005+A1|2009 Protective clothitrg against liquid chemicals (Type PB 3-B, Type PB

4-B)
- EN 14126:2003 Protective clothing - Performaııce requirernents and tests methods fol

protective clothi[g against infective agents

MoDELı stJVlCoM Sv-t40- sv_l4t - sv_l42 - sv-l43 - Sv_l44 _ sV-145 - sV-146 _ sV-147 -
sv_ı48 _ sv-149
PRoDUCT SIZE: S; M, L, )«-, 2)o-, 3)<L, 4xL



,ğmno
Notified Body Nurnber: 2841

MNA L,4BoRAToRlEs sAN, TlC. t,TD.. ŞTi decl€*e§ th€ı the above-m€Dtioned p.oduct lı€€t§ tlıe
Iequilernents of the directive accoİdirıg to the EU Directive 20161425, the safeiy of the ploduct is
covered by the conditions and use specified in this certificate and in üe techİical file.

MNA Laboratuvarlan san. Tic.Ltd .Şti
Adres: Küçük6akkalköy Mahallesi Yenidoğan cad.No:21 Ataşehn/ i§tanbu l

Tel: 0216 574 07 08 f.ks:021657513 3ı www.mnalab,com
u:lom{o2^ev,o5;ö8]ö9]2o21

Page2/2

A,f T^CH l\,l F.NTs (6:1-20-08-R02)

EN ISO ]3688:20]3

14605:2005+ At:2009 (Type 3_B, 4-B)

::l]]::;:::-^,,,*",,, c€ [E. W @
NB 2841

"Flalfuİabl€ ınatefial. Keep away froın fiıe." Type PB 3-B, T}pe PB 4_B, Type PB 6_8
"Do not re-use"

P{iOllt jCl, PICTl ]R Es

SUVICoMsv-l40_sv_l4t-sV_142-SV-l43-sv-l44-sV-t45_sV-146-sV_147-sv-l48
- sv_l49

I)oCtJM oN,I,s IN,IHE TECHNtCAL IüLE
- Ba§üc Hea]th Sal'el], Iicqtıiielnenls
- Risk Assessrİent
- 'fesı llepor,ıs
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ı
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Çı mnO lllNA LABoRATUVARLARl

s uBmfuv^RuRl s^N rlc !ro. şr| TEclJNlcAL EVALuATloN REPoRT {63-20-08-R02)

Report No

Repoİt Date

Applicatlon No

:63-20-08-R02

: 05.o4.2022

: 63-20-08

1. CoMPANYlNFoRMATloNl
PoDiMA MEDiKAı"VE TEKsTitsAN. Tic. tTD, şTi.
Yukan Dudırlıu MahallesiBayrak caddesiNo| 30 Dairei 130 Ümraniye 34775 ista n bul / Türkiye
Tel: +905333221100

2. PPE lNFoRMATloN:
Disposable non-sterile gown,

PPE TYPE IDENT|FlcATloN
EN lso 13688:2013 Protective clothing - Generaı İequirements
EN 13034;2005+41:2009 Protective clothing against liquid chemicals (Type PB 6-8)
EN 14605:2005+A1:2009 Protective.tothing against lıquid chemicats (Type PB 3-B, Type PB4-B)
EN 14126:2003 Protective c|othıng - Performance requirements and tests methods for pİotectiv€ clothing
again5t infective agents
PPE PICTURES

sUVlcoMsV-140-sV-141-sV-142-sV-143_sv_lıı4-sV"145-sV-146"sV-147-sV-148-5V-149
PPE DlM€NsloNs:
sUVlcoM sV-140- sV-141 - sV-142 _ sV-143 - sV,144 - sV-145 - sV-146 - sV-147 - sV-148 - sV-149 model
coverallhas been found to be produced using S-M-L_XL-2XL-3XI-4XL size.
PP€ PRooUcT MATERİAL lNFoRMATloN:
The product is made of coated fabric.

3.

4.

5.

6.

U_FRM 056.REV,00 YAYlN İARlHi:20.11.2o19

Pager/3



Çı mnO MNA LABORATUVARLARl

,n^ u6orıllAiuR sAn .]c !ro. şrl. TEcHNlcAL EVALuATloN REPoRT (63_20-o8-Ro2)

7. Es§ENTIAI HEALTH AND 5AF€TY REQUlRrMENTs
. Protective clothıng doesn't contain any sharp or hard edges or rough surfaces.

. wearer donned and removed without any difficulties and clothing fits perfectly.

. The cloth:ng doesn't obstruct blood.irculation ın any part ofthe body.

. The clothing design at armhotes and arotch ale appropİiately proportioned and position6d.

. sufJicientclosure arrangementsgıven in thec|othingand allthe closures systems fUnctioning propeİly.

' The coverage of prctection zones of pİotective material is maintained duİing movements as extreme

as it i5 anticipated a userwould make.

' wearer doesn't observe any difİiculties while standing, sitting, waıking, stair climbin8, raising both

hands above the head and bending over and picking up a small objects,

. while movements the protective materialcovers body area suffi.iently.

. No difficulties in putting on and removing other items of PPE such as gloves and boots.

8. ANALYsls AND EVALUAT|oNS:

EN lso 13688:2013

TEsT REsuLT P€RFORMANCE
[€VEL

EVALUATloN

pH Value 6,73 3,5_9,5 PAss

:N 13034;2005+A1:2009, EN 14605:2005+A1:2009

TEsI REsULT PERFORMANCE
l"€VEı

EVALuATioN

Abrasion resistance >10cycles

>10 cycle5

>10 cycles

>10 cycles

1 (>10 cyc{e) PA5s

38,14
2 (>20N) PAss

Tensile strength 47,99
1(>30N) PAss

puncture resistance 6,2o
1(>5N) PASS

Repeİlencyto ıiquids H2504:98,4

NaoH:98,6

3 (>goN)

3 (>90N}
PAss

Resistance to p€netration by liquids H2s04: 0,9

NaoH:0,7

3 {<t%)

3 |<Lyo)
PAss

U-FRM,os6.REV,@.YAYlN TARil]i|2o.11,2o19

Page2 / 3



MNA LABORATUVARLARlrnno
üu uBRıUvk*| 5§, rlc. LrD, 6r|, TEcHNlcAL EVALuATloN REPoRT (63-2o_o8-R02)

seam strength 65,94
2 (>50N) PAss

Resistance to penetration byjet of
liquid 0et test) lJ cm'

3 times the
maxjmum

calibration stain
PAss

Flex caacking resistance >500 cYcles
11>500 cycle) pA5s

perrneation No leakage (/o40 NaoH 30 min)
2 (>30 min) PAs5

tN 14126:20o1
TEsT REsULT PERFORMANCE

t€VEL
EVALUATloN

Penetration by blood borne pathogens
{Bacte.iophage)

0 (PFU/ml)
see the table below

3 (3,5 kPa} PAss

TEsT REsULT PERFORMANCE
LEVEt

EVALUATloN

Resistance to wet bacterial penetration Total penetration 0,19 %

see the table below
1{ts15 min) PAss

TEsT REsULT PERFORMANCE
ıEVEL

EVAtuATıoN

Dry microbial penetration 2,04 Jog cfu 1 (2<log cfus3) PASs

9. DEclsloN PRoPosAL
AnalysisandexaminationssUVlcoMsv-14o-sv-141-sV-142-sV-143-sV-144-sV-145-sV-146-sV-147-sV-148-
sV-149 modeı coded personal prote.tıve equipmentj EN lso 13688:2013, EN 13034:2oo5+A1:2oo9, EN
14605:2005+A1:2009, EN 14126:2003 standards are evaluated. lt is recommended to be certified atthe performance
levels specified as a resu!t oftechnical evaluations.

10. ATTACHMENTS
. Basic Health safety Requirements
. Risk Assessment
. Test Reports(M-2020-004s1)
. lJser lnstrıJction

Reaso. fo, İevision

CONTROLLER

slNG

DATC

: Reıase dates of used

: VoL(AN AKlN

:05.04,2021

has been added.

U F^M{56.nEV oo.YAYlN TARih i:2o.11.2o19

Page 3 /3
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EU DECLARATION OF CONFORMITY 

in conformance to the European Economic Commission  
(EU) 2017/745 Medical Devices Regulation / Class I

This declaration of conformity is issued under the sole responsiblity of PODİMA MEDİKAL 
VE TEKSTİL SAN. TİC. LTD. ŞTİ. We hereby declare that the medical device specified below meet 
the provision of the Regulation (EU) 2017/745 for medical devices.

MANUFACTURER: PODİMA MEDİKAL VE TEKSTİL SAN. TİC. LTD. ŞTİ.  
YUKARI DUDULLU MAH. BAYRAK CAD. NO: 30 / 130 ÜMRANİYE 
34775 İSTANBUL / TURKEY 

DESCRIPTION: 

SPECIFIATION: 

DISPOSABLE GOWN 

STERILE AND NON-STERILE 

SV-140 – SV-141 – SV-142 – SV-143 – SV-144 – SV-145 – SV-146 – 
SV-147 – SV-148 – SV-149  

ITEM NUMBERS: 

TRADE MARK: 

DIRECTIVES: 

RELATED STANDARTS: 

European Regulation (EU) 2017/745 Medical Devices 
Regulation establishing technical requirements for 
medical devices, in effective wording. 

BASIC UDI-DI NUMBER:
868305212SV-140SERIESQX

EN 13795-1:2019 Surgical Clothing And Drapes - Requirements And 
Test Methods - Part 1: Surgical Drapes And Gowns 

EN 13795-2:2019 Surgical Clothing And Drapes - Requirements And 
Test Methods - Part 2: Clean Air Suits 
The manufacturer declares that the device was classified to class I 
by rule 1 according to Annex VIII of the above regulation. The 
conformity assessment was performed according to Annex II and III 
of the above regulation.

This medical device may be used safely for sanitary clothing.

Issue Place and Date: 

Istanbul,20.01.2022

www.podimamedikal.com 

info@podimamedikal.com 

Name and Position of the authorized 
person: Mehmet Ali Özkan / Owner

http://www.podimamedikal.com/
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