CIFTCILER
@

Orta Mahallesi ,Marifet Sokak, No: 15/1A Kartal / istanbul-Turkey

Tel: 490 (216) 45100 00 Fax: +90 (216) 452 00 00

EC DECLARATION OF
CONFORMITY

Medical Devices Directive 93/42/EEC

We,

CIFTCILER BIRLIK KAGITCILIK ANONIM SIRKETI
Herewith declare that Adult Diaper, Underpad and Pull Up Adult Pants for medical use

FLEXI LIFE (MEDIUM, LARGE, X LARGE)
FLEXI LIFE PLUS (MEDIUM, LARGE, X LARGE)

are produced in our manufacturing place,

CIFTCILER BIRLIK KAGITCILIK ANONIM SIRKETI
3.0rganize Sanayi Bolgesi, 10.Yol, No: 79
Sogutli Sakarya Turkey

according to harmonize standards,
TS EN ISO 13485:2016 -TS EN ISO 9001:2015 - TS EN ISO 22716:2007 ( GMP )
and according to

Medical Devices Directive 93 /42 /EEC Annex VII Declaration of Conformity Product
Classification: Class 1 (93/42/EEC Annex IX, Rule 1)

Digitally signed by Cojocaru Vera

Issued Date : 28.10.2019 Date: 2020.10.28 06:36:57 EET
Reason: MoldSign Signature
ISTANBUL Location: Moldova




GIFTGILER BIRLIK KAGITGILIK ANONIM SIRKETI

3. Organize Sanayi Bolgesi 10. Yol No:79 S5§itiil / Sakarya | TURKIYE

Tek Kullammiik Kullan-At Oriinleri (Streg Film, Aliminyum Folyo, Buzdolabi Pogeti, Pigirme
Kagds, Hidrofil Pamuk, Pamuklu Gubuk, Plastik Tabak, Kagik, Catal, Bardak, Cop Sis, Mum,
Naftalin, Cop Pogeti, Aliminyum Kaplar, Lavabo Agici, Temizlik Bezi, Pipet, Yatak Koruyucu
Ortii, Kaydirmaz Banth Yatak Koruyucu Ortil, Hasta Bezi, Emici Kiilot Hasta bezi, Bebek
Bezi, Alt Degigtirme Ortiist, Hayvan Aligtrma Pedi, Islak Haviu, Tuvalet Kagidi, Jumbo
Tuvalet Kagid, Haviu Kagit Isiak Mendil, Mendil Pegete, Muayene Masa Ortiisi, Dispenser
Pegete, Dispenser Havlu, Hareketli Haviy, igten Cekmeli Tuvalet Kagds, icten Cekmeli Haviu,
Klozet Kapak Ortiisil, Yara ve Cilt Temizieme Havlusu, Sag Yikama Bonesi, Polyester ve
Viskon Kumastan Temizlik Bezi, Tekstil Yiizeyli Hasta Bezi, Hasta Lifi, Viicut Temizleme
Haviusu, Viicut Yikama Kesesi, Perine Temizleme Haviusu ) Urefimi ve Satis:

Production and Sales of Disposable Products (Stretch Film, Aluminum Foil, Freezer Bag, Baking
Paper, Hydrophilic Cotton, Cotton Stick, Plastic Plate-Spoon-Fork-Glass ,Cup, Garbage Skewers,
Underpad, Non-Slip Underpad, Adult Diaper, Puil Up Aduit Diaper, Baby Diaper, Baby Diaper
Changing Mat, Dog Training Pad, Wet Towel, Toilet Paper, Jumbo Toilet Paper, Kitchen Towel,
Wet Wipes, Handkerchief, Napkin, Examination Table Cloth, Dispenser Napkin, Dispenser Towel,
Emotion Towel, Centerfeed Toilet Paper, Centerfeed Towel, Toilet Seat Cover Cloth, Wound and
Skin Cleaning Towel, Hair Wash Cap, Polyester and Viscose Cleaning Cloth, Textile Surface Adult
Diaper, Hygenic Fiber, Body Cleaning Towel, Perineal Area Cleaning Towel

TCS Beigelendirme tarafindan denetienmis ve uygulamakia oldugu lyi Uretim Uygulamalan
is audited by TCS Cerfification and applied Good Manufachuring Praciices meet the requiremends of

ISO 22716:2007 (GMP)

stmdatdmaasa@tdaiukmndauwﬁdad&@gﬁzlerm

standard for the following activities.

Sertifika No / Certificate No: GMP-00 30 180661-TR

Seriifika ik Yaymn Tarihi I 28.09.2018

Sertifika Son Basm'l"aiil 17.10.2019

! 28.09.2018-28.09.2021

’? Kocasinan Cad. Yanardag Sk. No: 9/11 Kiiciikbakkalkoy Atasehir / isianuul
\ T:0216 5735553 F: 0216 573 88 01 info@tcscert.com www.tcscert.caimi

Bu belge misterinin TCS prosediirlerine uydugu stirece rlidir.




GIFTCILER BIRLIK KAGITCILIK ANONIM SIRKETI

3. Organize Sanayi Bdigesi 10. Yol No:79 Sa§iitlii / Sakarya | TORKIYE

Tek Kullanimitk Kullan-At Uriinleri (Streg Film, Aliiminyum Folyo, Buzdolab: Pogeti, Pigirme

Kagjids, Hidrofil Pamuk, Pamukiu Cubuk, Plastik Tabak, Kagik, Catal, Bardak, Cop Sis, Mum,

Naftalin, Cop Poseti, Aliminyum Kaplar, Lavabo Agici, Temizlik Bezi, Pipet, Yatak Koruyucu

Ortii, Kaydirmaz Banth Yatak Koruyucu Ortil, Hasta Bezi, Emici Killot Hasta bezi, Bebek Bezi,
Alt Degistirme Ortiisii, Hayvan Alistrma Pedi, Islak Haviu, Tuvalet Kagids, Jumbo Tuvalet

Kagidi, Haviu Kagit Islak Mendil, Mendil, Pecete, Muayene Masa Ortiisii, Dispenser Pegete,

Dispenser Havlu, Hareketli Haviu, icten Celkmeli Tuvalet Kagid:, icten Cekmeli Haviu, Klozet
Kapak Ortiisil, Yara ve Cilt Temizieme Haviusu, Sag Yikama Bonesi, Polyester ve Viskon
Kumagtan Temizlik Bezi, Tekstil Yizeyli Hasta Bezi, Hasta Lifi, Viicut Temizleme Haviusu,

Viicut Yikama Kesesi, Perine Temizieme Haviusu ) Uretimi ve Sabisi

Production and Sales of Disposable Products (Stretch Film, Aluminum Foil, Freezer Bag, Baking
Underpad, Non-Slip Underpad, Adult Diaper, Pull Up Adult Diaper, Baby Diaper, Baby Diaper
Changing Mat, Dog Training Pad, Wet Towel, Toilet Paper, Jumbo Toilet Paper, Kiichen Towel, Wet
Wipes, Handkerchief, Napkin, Examination Table Cloth, Dispenser Napkin, Dispenser Towel,
Emotion Towel, Centerfeed Toilet Paper, Centerfeed Towel, Toilet Seat Cover Cloth, Wound and
Skin Cleaning Towel, Hair Wash Cap, Polyester and Viscose Cleaning Cloth, Textile Surface Aduit
Diaper, Hygenic Fiber, Body Cleaning Towel, Perineal Area Cleaning Towel

TCS Belgelendirme tarafindan denetienmis ve uygulamakia oldudu Kalile Yonetim Sisteminin
is audited by TCS Cesfification and applied Qualily Management System mee the requirements of

1ISO 9001:2015

standardina asa§idaki kapsamda uymakia oldugu gozlenmigtir.
standard for the following aciivities.

Sertifika No / Cerfificate No: QM-00 90 180661-TR

’? Kocasinan Cad. Yanardag Sk. No: 9/11 Kiiciikbakkalkoy Atasehir / Is

\ T:0216 573 5553 F: 0216 573 88 01 info@tcscert.com www.




> MINISTERUL SANATATII, MUNCHI : DOCUMENTATIE MEDICALA / Memumcxan aokymenTauss %
e e o igsggk?gé mPs:Tl:&sl- f;»w M3TC3 PM =R
= 7 COTMAﬂbHOﬂ 3AULUTLI PECIMYBUKM MONAOBA gz;m dN: ;.m'?;" &m:‘gnmum AP y«
3 AGENTIA NATIONALA PENTRU SANATATE PUBLICA Hornrareruiedh nefpamprad iy smpesrcssuasl | 5
HAUMOHANBHOE ATEHTCTBO OBLIECTBEHHO 3A0POBLA Certificat nr. LI-044 din 17.02.2018 valabil pana la 16.02.2022 =
S MD-2028, muh. Chisindu, str. Gheorghe. Asachi, 67-a Acreditat in s;sgemuli l;nassterulun Sanatatii, Muncii =
W e TR Lo LT e,
% MHHON uTn PecnyGnia =
E-mail: ansp@ansp.md; anticamera@ansp.md Cortifcat nr. 2203 din 24.10.2014, valabil pan la 24.10.2019 “
= AVIZ SANITAR p_ 85 %f///{%gp
= PENTRU PRODUSELE ALIMENTARE SI NEALIMENTARE Nr. S
: i Canumapnoe 3aKmouenue Ot NUUEesbiX U HENUUEEbIX NPOOYKMos
2 dinjom * :F » ot aJ/z. 2020 €
Prlnpnwmﬂavizsanitarseconﬁm\écépmduwu importul uﬂlmaqudesfacemproduselorlect/ﬁpacmmbr =
: u peanusayus npodyxyuu / obopydoeaHusi =
: HacmoswUM CAHUMAPHBIM 38KITIOHeHUeM NoomespXdaemcs, Ymo npou3sodcmeo, 8803, LUCONbL30BaHUe
Scutece, protector de pat V72
sunt conforme Regulamentului (lor) sanitar (e) / coomeemcmeyiom carumapromy (i) peanamermy (am) (se va indica "
denumirea completd a Regulamentuiui (lor) sanitar (e) / yxasame nonrHoe HaumeHosarue caHUMapHoO20 (bix) peznamexma (0s) ”
: HG nr.1207 din 02.11.2016, San PiN 42-125-4390-87
Organizatia-producéatoare/importatoare, tara de origine / opzanusauus npouse./Jumnopmep, cmpaHa MPOUCXOXOeHUs i :
= Turcia, CIFTCILER BIRLIK KAGITCILIK ANONIM SIRKETI
: Destinatarul avizului sanitar / nonyvamens canumapHo2o 3aKmoNeHus 2
ICS’"HEALTH FOREVER INTERNATIONAL” SRL, Moldova, Chisinau, str. M.Varlaam, 77
Ca temei pentru recunoasterea conformitatii produselor Regulamentului (lor) sanitar () mentionat (e) a servit / ?.;',-_‘
OcHogaHUEM O NMPUSHEHUS NMPOSYKULILU YKA3aHHOMY (biM) CAHUMEPHOMY (biM) peanameHmy (am) rociyxuno =
= Demers, contract nr.003/2020 din 01.01.2020, facturi, certificat de calitate, ISO,
= rapoarte a incercérilor de laborator nr.3703-3705 din 06.07.2020 i
(a enumera documentele de insofire, buletinele de analiza / nepevucnumMe CONPOEOAUMENsH+HLIE GOK., NPOMOKCNLI UCCned.) ‘ ':N_
Caracteristica sanitara a produselor / caHumapras xapakmepucmuia npodyKuuu. 4 * =
Parametrii (factorii) / nokasamenu (gpakmopei) Normativul sanitar / caHumapusil Hopmamue .
conform rapoartelor incercérilor de laborator nr.3703-3705 din 06.07.2020 2
. Domeniu de utilizare / Onacme npuMeHeHUs: intretinere
Conditiile necesare de utilizare, depozitare, transportare, masurile de securitate / Heo6xodumesie ycnosus h*
upoexu mepbl BesonacHocmu: =

importul, plasarea pe piata in conditiile respectarii leglslatlel in v1goare m Republica Moldova

AGENTIEI NATIONALE PENTRU SANATATE PUBL% %{ k

IW)

ANSP/HA03
000236 £ | o3 .

» i W o o e - o

tel 574 679




GIiFTCILER BIRLIK KAGITCILIK ANONIM SIRKETI

3. Organize Sanayi Bolgesi 10. Yol No:79 S&§iithii / Sakarya | TURKIYE

Tek Kullanimitk Kultan-At Driinleri (Streg Film, Aliiminyum Folyo, Buzdolabi Pogeti, Pigirme
Kagdi, Hidrofil Pamuk, Pamukiu Gubuk, Plastik Tabak, Kagik, Catal, Bardak, Cop Sis, Mum
Naftalin, Cop Poseti, Aliminyum Kaplar, Lavabo Agici, Temizlik Bezi, Pipet, Yatak Koruyucu
Ortii, Kaydirmaz Banth Yatak Koruyucu Ortil, Hasta Bezi, Emici Kiilot Hasta bezi, Bebek
Bezi, Alt Degistirme Ortiisii, Hayvan Astima Pedi, Istak Haviu, Tuvalet Kagidi, Jumbo
Tuvalet Kagidi, Haviu Kagit,istak Mendil, Mendil Pegete, Muayene Masa Ortiis, Dispenser
Pegete, Dispenser Haviu, Hareketli Haviu, icten Cekmeli Tuvalet Kaguds, igten Gekmeli
Havlu, Klozet Kapak Ortiisii, Yara ve Cilt Temizleme Haviusu, Sac Yikama Bonesi, Polyester
ve Viskon Kumastan Temizlik Bezi, Tekstil Yiizeyli Hasta Bezi, Hasta Lifi, Viicut Temizieme
Haviusu, Viicut Yikama Kesesi, Perine Temizieme Haviusu ) Uretimi ve Sabs:

Production and Sales of Disposable Products (Stretch Fiim, Aluminum Foil, Freezer Bag, Baking
Underpad, Non-Slip Underpad, Adult Diaper, Pull Up Aduit Diaper, Baby Diaper, Baby Diaper
Changing Mat, Dog Training Pad, Wet Towel, Toilet Paper, Jumbo Toilet Paper, Kiftchen Towel,
Wet Wipes, Handkerchief, Napkin, Examination Table Cloth, Dispenser Napkin, Dispenser Towel,
Emotion Towel, Centerfeed Toilet Paper, Centerfeed Towel, Toilet Seat Cover Cloth, Wound and
Skin Cleaning Towel, Hair Wash Cap, Polyester and Viscose Cleaning Cloth, Textile Surface Adult
Diaper, Hygenic Fiber, Body Cleaning Towel, Perineal Area Cleaning Towel

TCS Belgelendirme tarafindan denetlenmis ve uygulamakia oldugu Medikal Cihaz Yonetim Sisteminin
is audited by TCS Cerification and applied Medical Devices Management System meet the requirements of

1ISO 13485:2016

standardina aga§daki kapsamda uymakta oldufu gozienmigtir.

standard for the following activiies.

Sertifika No / Certificate No: MDM-00 90 180661-TR

Saiﬂ:a.(YaynTaill 28002018
Sertifika Son Basim Tarihi / 17.10.2019

Mevout inmenin Gegertik Pertyodu / 55 09 2018-28.09-2021

Kocasinan Cad. Yanardag Sk. No: 9/11 Kiiciikbakkalkoy Atasenir / istanuul
T:0216 573 5553 F: 0216 573 88 01 info@tcscert.com www.icsce !.com

Bu bel IQH mus tHInIF\ TCS pmwdurlerme uyduqu surece qewrhdu
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