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CEPTU®IKAT

OpraH 3 cepTudikauii cuctem ynpasniHHA
Yepkacbkoi ¢inii [ «MonTaBacraHgapTMeTponoria»
3acBigyye, Wo

CUCTEMA YNPABIJIIHHA AKICTHO

TOBAPUCTBA 3 OBMEXEHOIO BIANOBIAANBbHICTIO
«®PIPMA «TEXHOKOMIMJEKC»

KOpuauyHa agpeca:
Ykpaina, 03117, micto Kuis, npocnekT bepecreiicbkuit, 65;

Micue npoBagXeHHs AiANbHOCTI:

Ykpaita, 20700, Yepkacbka obnatTtb, micto Cmina, synuus lNepemornu, 39,
Ykpaina, 20704, Yepkacbka obnacTtb, micto CMmina, synuus Npomucnosa, 22
koa €4PIOY 19117325

CTOCOBHO

NPOEKTYyBaHHS Ta po3pobrieHHsl, BUPOGHULUTBA, cTepunisauii Ta peanisauii Bupobis MeanyHnx
Ta BMpo6iB NOGYTOBOro NPU3HAYEHHS: PyKaBUYOK XipypriYyHUX Ta OrfsgoBUX CTEPUSIbHUX (KOo4
JKMM 22.19.60-00.00), oaary i NOKpUTTIB onepauiiHuX MeauyHuMX Ta iX KOMNNeKTiB (Koau
JKMM 14.19.43-00.00, 14.19.23-93.00, 13.92.29-90.00, 14.19.32-00.00), 3acobis onepaujinHo-
nepeB’sAsyBanbHUX MeauyHux Ta ix Habopie (koa AKIMIM 21.20.24-20.00), nniBOK iHUM3HWX
onepaujiiiux TKderm® Ta onepauiiHux aHTUMIKpoOHMX Ta aHTubakTepianbHux TKflex®
ctepunbHux (kog [OKMM 21.20.24-20.00), opsry i MOKPWUTTIB 3aXUCHUX 3 MMIBKK
nonisiHinxnopuaHoi «CnasHa®» (kogu OKIMM 22.29.10, 22.29.29-50.00), cepBeTOK, PYLUHUKIB,
cKkaTepTMH Ta npocTupaan opHopasoBoro BukopuctaHHs «Clean Comfort®» (kogn KM
13.92.13-70.00, 13.92.14-70.00) 3rigHo 3 goaatkom 1 go ceptudikara

BignoBigae BMMoram

ACTY ISO 9001:2015
(1ISO 9001:2015, IDT)

Ceptudikat Ne UA.MQ.026-123-24
y Peectpi OpraHy 3 cepTudikauii cuctem ynpasniHHs
3apeecTpoBaHuin « 06 » BepecHa 2024 poky

KoHTponb BignoBigHOCTI cepTUIk , i M SORKICTIO BUMOram 3a3HaueHoro
o s o\, METo > .
CTaHAapTy 34IACHIOETLCA LUNAXOM fPOBE 5 DEpISEHHA A BROOBUX ayAUTIB

onogumup LLUYJIKA
npekTop Yepkacbkoi dinii
aBacTaH4apTMETPONOris»

Uepkacbka @inia  AepxaBHOro nignpuemcrsa TaBCh . HayKOBO-TEXHIYHUA  LIEHTP
cTaHgapTusauii, MeTponorii Ta ceptudikauii’ (Yepkace 17 «FlGqmra AHOapPTMETPONOTIA»)
18002, Ykpaina, M. Yepkacu, Byn. [orons, 278, Ten. (047

YuHHicTb cepTudikaty MOXHa nepesiputy 3a Ten. (0472) 33-30-42



OpraH 3 cepTudikadii cuctemM ynpasniHHs

Yepkacbkoi ¢inii 1 «MNontaBactaHgapTmeTponoria» /
Body on Certification of management systems
Cherkasy branch of SE “Poltavastandartmetrology”
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HNopatok oo ceptudikara Ha cucTemy ynpasrsiHHA AKIiCTIO /

Annex to the quality management system certificate

Ne UA.MQ.026-123-24 Bia / dated 06.09.2024

Dopatok 1/ Annex 1

HaiimeHyBaHHsi BUPOGY MeAU4HOrO
yKpaiHCbKOI MOBOIO /

Name of the medical device in Ukrainian

HakmeHyBaHHSA BUpOOYy MeanYHOro

aHrniucbKo MOBOIO /
Name of the medical device in English

| | O;sar Ta NOKpUTTA onepauiiHi MeauyHi Ta
X KOMNAEeKTM oAHOpPa3oBOro
BUKOPUCTaHHSA, CTePUNbHI/ HeCTepUnbHi
(xoam OKIM: 14.19.43-00.00, 14.19.23-
93.00, 13.92.29-90.00, 14.19.32-00.00)

Clothes and drapes surgical medical and
their sets, single use, sterile/non-sterile

1. | Ogsar meguuHuiA CTepunbHUA/ HECTEPUITbHUNA

Medical clothes, sterile/non-sterile

2. | MNMokputTs onepauiliHi CTEpUNbHI/HECTEPUIIbHI

Drapes for the surgical sterile/non-sterile

3. | KoMnnekTy nokpuTtTiB onepauiiHnx
XipypriYHux 3aranbHOro npusHavyeHHs
(cknag: NOKpUTTA onepawiiHi 3aranbHoro
NPW3HaYeHHs! Pi3HUX PO3MIpIB i B Pi3Hiii
KiNbKOCTi), CTEpUIIbHI/HECTEPUIbHI

Sets of drapes for operating rooms of general
purpose (composition: drapes of general
purpose operating room of different sizes and
in different quantities), sterile/non-sterile

4. | KoMmnnekTu nocTinbHOi 6inu3HM Ans NauieHTIB
(cknag: NoKpUTTA, NiAKOBAPU, HABOMOUKN
Pi3HMX PO3MIpiB i B Pi3Hili KifIbKOCTI),
CTepuUnbHi/HECTEPUIbHI

Sets of bed linen for patients (composition:
drapes, duvets, pillowcases of different sizes
and in different quantities), sterile/non-sterile

5. | Komnnektu ogAary Ta NOKpUTTIB onepauiitHnx
XipypriyHuX, CTepunbHi/HeECTEPUIbHI

Sets of clothes and drapes operations surgical,
sterile/non-sterile

Sets of medical clothes, sterile/non-sterile

6. | Komnnektu ogsary crepunbHi/HeCcTepusbHi

7. | Bupobu MeaunyHi JONOMDKHI (YOXI1, TpUMaui,
KULLIEHI Bi4HI, MiLLKn 36UparbHi, CTpiuKu,
NENOLLKA NOFMMHAI0YI Ta iHLLI)
CTEepWIbHI/HECTEPUIbHI

Medical auxiliary products (covers, holders,
side pockets, collection bags, tapes, absorbent
diapers and others), sterile/non-sterile

Il | 3acobu onepauiiHo — nepeB A3yBanbHi
MeAun4Hi Ta ix Ha6opu cTepunbHi/
HecTepunbHi (kog OKIMIM 21.20.24-20.00)

Medical surgical dressings and their sets,
sterile/non-sterile

lll | MniBku iHUKU3HI onepauiHi TKderm® Ta
onepauiitHi aHTUMIKpOOHi Ta
aHTubakTepianbHi TKflex® cTtepunbHi
(xoa OKIMM 21.20.24-20.00)

Incision surgical films TKderm ® and
surgical antlmlcroblal and antibacterial
films TKflex®, sterile

IV | PykaBuuku xipypriuHi Ta ornsifosi
ctepunbHi (kog OKMIM 22.19.60-00.00)

Surgical and examination gloves, sterile

V | Oasr i NOKpUTTS 3aXMUCHi 3 ntKu
nonisiHinxnopuaHoi «CnaeHa®»
(xoau OKMMN: 22.29.10, 22.29.29-50.00)

Clothes and protective covers of PVC film
«Slavna®»

VI | CepBeTku, pylIHUKU, CKATEPTUHM Ta
npocTupaana ogHopasoBoro
BUKopucTaHHs «Clean Comfort®»
(xoamn OKIIM: 13.92.13-70.00, 13.92.14-

70.00)

Disposable drapes, towels tablecloths and
sheets «Clean Comfort®»
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CERTIFICATE

Body on Certification of management systems
Cherkasy branch of SE “Poltavastandartmetrology”,
certifies that

QUALITY MANAGEMENT SYSTEM

OF THE LIMITED LIABILITY COMPANY
"FIRMA "TECHNOCOMPLEX"

Legal address:
Ukraine, 03117, Kyiv, 65 Beresteyskyi Avenue,

Place of business activity:

Ukraine, 20700, Cherkasy region, Smila, 39 Peremohy street,
Ukraine, 20704, Cherkasy region, Smila, 22 Promyslova street,
USREOU code 19117325

regarding

design and development, production, sterilization and sale of medical and household
products: surgical and examination sterile gloves (DKPP code 22.19.60-00.00); clothes
and surgical medical drapes and their sets (DKPP codes 14.19.43-00.00, 14.19.23-
93.00, 13.92.29-90.00, 14.19.32-00.00); surgical dressings and their sets (DKPP code
21.20.24-20.00); incision surgical films TKderm® and surgical sterile antimicrobial and
antibacterial TKflex® (DKPP code 21.20.24-20.00); clothes and protective covers of
PVC fiim "Slavna®" (DKPP codes 22.29.10, 22.29.29-50.00); disposable drapes,
towels, tablecloths and sheets "Clean Comfort®" (DKPP codes 13.92.13-70.00,
13.92.14-70.00) according to annex 1 to the certificate

meets the requirements of

ISO 9001:2015

Certificate Ne UA.MQ.026-123-24

In the Register of the Body on certification of management systems
Registered on « 06 » of September 2024

Valid until « 05 » of September 2027

Control of the certified quality management system compliance with the requirements of the

specified standard is carried out by conducting of peri mﬂh@e audits
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%Iodymyr Shulika

Cherkasy branch of State Enterprise "Poltava Regiona \; archrand-Fe. o4
Center of standardization, metrology and certification" (Sk "‘Pél’faavasba’ﬂ}?d tretrology”)
278 Gogolia str., Cherkasy, 18002, Ukraine, tel. (0472) 33-30 42% —

The validity of the certificate can be verified by the phone (0472) 33-30-42



