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CEPTUDIKAT

OpraH 3 cepTudikauii cuctem ynpassiHHA
Yepkacbkoi ¢inii AN «MonTtaBactaHgapTMeTponorisa»
3acBiguye, Wo

CUCTEMA YNPABIJIHHA AKICTIO

TOBAPUCTBA 3 OBMEXEHOIO BIAMNOBIAAJNBHICTIO
«DPIPMA «TEXHOKOMIJEKC»

KOpuanyHa agpeca:
YkpaiHa, 03117, micto Kuis, npocnekT bepecTteitcbkuit, 65;

Micue npoBagXeHHs AisiNbHOCTI:

Ykpaina, 20700, Yepkacbka obnattb, micto Cmina, synuus Nepemorn, 39,
YkpaiHa, 20704, Yepkacbka obnactb, micto Cmina, synuus lNpomucnosa, 22
kog €0PIOY 19117325

CTOCOBHO

NPOEKTYBaHHA Ta po3pobneHHs, BUpoOHMUTBA, cTepunisauii Ta peanisauii BUpobis MeanyHunx
Ta BUpo6iB No6yTOBOro NpU3HaYeHHs: A3epkan BariHanbHUX 0O4HOPA30BOro 3acToCyBaHHA (Ko
OKMM 32.50.13-79.00), HabopiB riHeKoNoriYHMX OrnsAoBMX OOHOPa30BOro 3aCTOCyBaHHA (KOA,
OKMM  32.50.13-79.00), wiTo4ok riHekonoriyHux uepsikanbHux (kog [AKMIN  32.50.13),
IHCTPYMEHTIB MaHinynsuinHuxX i 4ONoMikHUX BUPOBIB MeauyHux Ta ix Habopis ogHOPa3oBOro
3actocyBaHHs (kog AKMM 32.50.13-79.00), matepianis nakysBanbHUX ANs cTepunisauii Ta
30epiraHHa MeguyHux Bupobie «CnasHa®» (kog AKIM 22.22.19-90.00) 3rigHo 3 gogaTtkom 1
0o ceptudpikata

BiAnoBiAae BMMoram

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

Ceptudpikat Ne UA.MQ.026-124-24

y Peectpi OpraHy 3 cepTudikauii cuctem ynpasriHHA
3apeectpoBaHui « 06 » BepecHs 2024 poky
aivichni go « 05 » BepecHa 2027 poky

KOHTpOJ'Ib BiANOBIQHOCTI CepTMCbIKOBaHOI CMCTeM HABTIEH v"b iCTIO BUMOram 3a3Ha4yeHoro
CTaHAAPTY 34iCHIOETLCS LLUMAXOM NPJE ,quHﬂ &p bﬁ(@&%ﬁé&@éj}ﬁﬁgoswx ayauTis

i 7 \ o ‘/70 05'4‘9\\‘\\
V

‘/LL',g/r ¢ “:Bonomlmup LUYIIIKA
¢/ 40&//4 p: Sﬂhpem’op Yepkacbkoi dinii
Z 9 A « qmahaCTaHnameeTponorm»

Yepkacbka dpinis  paepxxaBHOro m.qn emcrea lorFEEBORKI periog ﬁgHuﬁ' HayKoBO- -TEXHIYHNIA LEHTP
cTaHpapTu3sadii, MeTponorii Ta ceptudikayi{Hepkacbks | A a\e’ra APTMETPONOrisi»)
18002, YkpaiHa, m. Yepkacu, Byn. lorons, 278, ten. (04723\33- 3&1237“3“ v«V\ /

YuHHicTb cepTUdikaTy MoxHa nepesipuTy 3a Ten. (0472) 33-36-42~



OpraH 3 cepTuikauii cuctem ynpasniHHA

Yepkacbkoi dinii [N «MontaBactaHgapTmeTponoris» /
Body on Certification of management systems
Cherkasy branch of SE “Poltavastandartmetrology”

Nopatok oo ceptudikaTa Ha cucTemy ynpasriHHA AKICTIO /
Annex to the quality management system certificate
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Ne UA.MQ.026-124-24 Bin / dated 06.09.2024

Hopatok 1/ Annex 1

HalimeHyBaHHA BUPOOYy MeAMYHOro
yKpaiHCbKOI0 MOBOIO /

Name of the medical device in Ukrainian

HaiimeHyBaHHA BUPOOY MeAMYHOrO
aHrmikcbKoKX MOBOIO /
Name of the medical device in
English

| [O3epkana BariHasibHi O4HOPa30BOro
3aCTOCYBaHHSA, CTepUNbHI/HECTEPUIbHI
(xon OKIMIN 32.50.13-79.00)

Vaginal speculums, single use,
sterile/non-sterile

] Ha6opwu riHekonoriyHi ornsaosi

O HOPa30BOro 3aCTOCYBaHHSA (B cknag
SAIKMX BXOAATH B Pi3Hi KOMNNeKTawii:
A3epKana BariHanbHi, WiTO4Ku
riHeKonoriuHi, IHCTpyMeHTH MaHinynauiiHi,
PYKaBUYKM OrNsiAOBI, MOKPUTTA riricHiuHi,
6axinu, ckno npeaMeTHe), CTepPUNbHI

(xoq OKIIM 32.50.13-79.00)

Disposable gynecological examination
sets (which include in different
configurations: vaginal speculums,
gynecological brushes, manipulation
tools, examination gloves, hygienic
covers, shoe covers, microscopy slides
IVD), sterile

] LLliToukM riHeKkonoriyHi uepBikanbHi,
CTepUnbHi
(xoa KN 32.50.13)

Gynecological cervical brushes, sterile

\Y) IHCTPYMEHTM MaHinynsAUiiHi | AONOMIKHI
BUpOGM MeaMuHI Ta ix HaGopwm
0AHOPa30BOro 3acTocyBaHHA (Habopwu, B
CKnag KX BXOAATb iIHCTPYMEHTH
MaHinynsyiiHi, cepBeTKM MapneBi, CIOHXi
MaprneBi, BUHTK MapneBi, NOKPUTTA
onepadiiHi AN BUKOPUCTAHHSA fAK
AOMNMOMDKHI MeAuYHi BUpo6m)
cTepunbHi/HeCTEepPUNbHi

(xoq OKIMMN 32.50.13-79.00)

Manipulation tools and auxiliary medical
products and their sets (sets that include
manipulation tools, gauze pads, cotton
wool ball, gauze bandages, surgical
drapes for use as auxiliary medical
devices) for single use, sterile/non-sterile

—

IHCTPYMEHTM MeauyHi MaHinynsauinHi

Medical manipulation instruments

2% Habopu marinynsuinHi (Habopu, B ckiiaj sikux
BXOASATb iHCTPYMEHTU MaHinynsuiiHi,
CepBETKU MapJIEBI, CNOHXi Mapnesi, GUHTY
Maprnesi, NOKPUTTA onepauinHi Ans
BUKOPUCTAHHS SIK [ONOMDKHI MeauyHi BUpobu)

Manipulation sets (sets that include
manipulation tools, gauze pads, cotton wool
ball, gauze bandages, surgical drapes for use
as auxiliary medical devices)

\) Marepianu nakyBanbHi Ans crepunisadii Ta
36epiraHHs Mean4YHUX BUpPOGIB «CnaBHa®»

(xop AKMN 22.22.19-90.00)

Packaging materials for sterilization and
storage of "Slavna®" medical products
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Volodymyr Shulika
,D,leeKTOp Yepkacbkoi dinii
ar‘:to aBacTaHgapTmeTponoria» /
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& |birector Cherkasy branch of

<

~SE/«Poltavastandartmetrology»
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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,
USREOQOU code 19117325

regarding

design and development, production, sterilization and sale of medical and household
products: vaginal speculums, single use (DKPP code 32.50.13-79.00); gynecological
examination sets, single use (DKPP code 32.50.13-79.00); gynecological cervical
brushes (DKPP code 32.50.13); disposable manipulation tools and auxiliary medical
products and their sets (DKPP code 32.50.13-79.00); packaging materials for
sterilization and storage of medical devices "Slavna®" (DKPP code 22.22.19-90.00)
according to annex 1 to the certificate

meets the requirements of

1ISO 9001:2015

Certificate Ne UA.MQ.026-124-24

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 cg -—,e... an Ice with the reqmrements of the
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65

Volodymyr Shulika
rector Cherkasy branch of
oltavastandartmetrology»

Center of standardization, metrology and certification »
278 Gogolia str., Cherkasy, 18002, Ukraine, tel. (0472) 33-3

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



