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CEPTUDOUKAT KAYECTBA U CTEPHJILHOCTH
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Lot no. Size Ref. No. Lotsize | Delivered quantity | Manuf. date Expiry s
15790-01 a0 80001 600 wT. 600 mt. 2018-08 2023-07
15790-01 3.5 80035 1 500 wT. 1 500 T, 2018-08 2023-07
15790-01 4.0 « 80002 1 500 T, 1 500 wT. 2018-08 2023-07
- 15790-01 4,5 80003 1 500 m. . 1 500 m. 2013-08 2023-07
15790-01 5,0 80004 1 500 nrr. I 500 wmr. 2018-08 2023-07
15790-01 5,5 RO00S 1 200 w. 1 200 w1, 2018-08 2023-07
15790-01 6,0 80006 1 500 wir. 1 500 mr, 2018-08 2023-07
15790-01 6,5 80007 1 500 mr. 1 500 pr, 2018-08 2023-07
15790-01" | 7.0 80008 14 200 . 14 200 orT. 2018-08 2023-07
1 15790-01 7.5 30009 16 200 wr. 16 200 1. 2018-08 2023-07
V[ 15790-01 8,0 80010 7 700 mr. 7 700 1w, 2018-08 2023-07
| 15790-01 8,5 80011 500 m. 500 1. 2018-08 2023-07
15790-01 9,0 80012 200 wr. 200 . 2018-08 2023-07
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TROGE

HAMBURG

Aeknapauisa npo sianosigHicTb N2UA/03/Troge

Declaration of conformity NOUA/03/Troge

TexHiYHOMY pernaMeHTy LWOAO0 MegUUHUX BUpo6is, 3aTBepaxeHoMy MNocTaHOBO Ka6ivety MiHicTpis Ykpainu N2753

Big 2 xoBTHA 2013 p.

Technical regulations on Medical devices, approved by Decree of Cabinet of Ministers of Ukraine N°753 on 2 October 2013

3aranbHa HasBa MeMUYHHNX
Bupo6iB:

Commeon name of medical devices:
Nepenik MmeanuHnx BUpoGis:
List of medical devices:
BUpo6HUK:

Manufacturer:

YnoBHOBaXeHUH npefcTaBHUK
B YKpaiHi:
Authorized representative in Ukraine:

Knacudikauis

Classification

Mpoueaypa ouiHkn
BignosigHocTi:
Conformity Assessment Route:

NMpwu3aHayeHnii oprax 3
ouiHKM BignosigHocTi Ta
noro ineHtTudikauiinunii kog
Conformity assessment body with its
identification number:

Ceptudikar oUiHkmu
BignoBigHOCTI:
Certificate of Conformity Assessment:

EHpoTpaxeanbHi Tpy6kn TRO-PULMOFLOW
Endotracheal tubes TRO-PULMOFLOW

Aus. flogaTtok 1 ao uiei Aeknapauii npo sianosiaxicTb
See Annex 1 to the Declaration of conformity

TROGE MEDICAL GmbH,

Milchstrasse 19, 20148 Hamburg, Germany

Tpor'e Megikan Im6r,
Minsxwrtpacce 19, 20148 rambypr, HiMeuuuHa

TOB «KPATIA MEATEXHIKA»,

Byn. barrosyTiBcbka, 6yn.17-21, M. Kuis, 04107, YkpaiHa.
Ten.: 0 800 21-52-32, E-mail: uarep@cratia.ua

LLC "CRATIA MEDTECKNIKA"

17-21, Baggoutivska Str., Kyiv, 04107, Ukraine.

Tel.: 0 800 21-52-32, E-mail: uarep@cratia.ua

Knac IIa (MyHkT 12, JoaaTok 2, TexHiuHoro pernaMeHTy wono
MeauyHux Bupobis, 3aTBepaxeHoro [locTaHOBOIO KabiHeTy
MiHicTpis Ykpaiiu N2753 Big 2 woBTHs 2013 poky)

Class Ifa (Clause 12 Annex 2, of Technical regufation on Medical devices
approved by Decree of Cabinet of Ministers of Ukraine N°753 on 2 October
2013)

Aoparok 3 TexHiYHOro perniameHTy LWOAO MEeANYHUX BUpobiB,
3aTBepAxeHoro MNocTaHoBol KabiHeTy MiHicTpis YkpaiHu N2753
BiA 2 xoBTHA 2013 p.

Annex 3 of Technical regulation on Medical devices approved by Decree of
Cabinet of Ministers of Ukraine N°753 on 2 October 2013

ToBapucTBo 3 06MeXeHoI0 BiANOBigaNbHICTIO

«YKpaiHCbKuWii HaykoBuit IHCTUTYT CepTudikauii»

Limited Liability Company " Ukrainian Research Institute of Certification "
UA.TR.116

CepTudikaT ouiHkm BignosigHocTi PR.206-17 Big 6/04/2017

TepMiH 4if 4o 05/04/2022
Certificate assessment of conformity PR.206-17 from 06/04/2017 to
05/04/2022

UA.TR.116

Troge Medical GmbH AEKNAPYE BMKOHAHHS OCHOBHUX BUMOT LWOAO MeAnYHOro Bupoby, ariaHo foaatky 1
TexHIYHOro pernaMeHTy WOA0 MEAUYHUX Bupobis, 3aTBepmkeHoro MNocraHoBoio KabiHeTy MiHicTpie Ykpainu N° 753 Big 2
WOBTHA 2013 p Ta Hece BigNoOBIAanLHICTL 3a iHopmMauio HaBeaeHy y Aeknapauii npo signosigHicTs.

Troge Medical GmbH declares the fulfiliment of basic requirements for medical devices, according to Annex 1 of

Technical regulations on Medical devices,
and is responsible for the information gi

Micue Bugaui: Fram6ypr, Himeuunna
Hamburg, Germany

HBICAL GMBH
-20148 Hamburg™ Tel. 4418 44- 0

Place of issue:
TR

Milchstr. 19

approved by Decree of Cabinet of Ministers of Ukraine N°753 on 2 October 2013

ven in the declaration of conformity.

OiAcHa go: 05-04-2022
Valid until: 05-04-2022

Ynpasnsounii aupekrop Tomac Tinbruep
Managing Director  Tomac Tinerxep

Mianuc ynosHoBa>xeHoi ocobu
Signature of Authorized person

HazBsa nocagu, NIB
Position, Full Name

AaTta: 06-04-2017
Date: 06-04-2017

HomMep: N2UA/03/Troge
Number: N°UA/03/Troge

Cropivka 1i3 3
Page 1 of 3

Pepakyisa: 1

Version: 1
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HAMBURG

Aeknapauin npo signosigHicrs N°UA/03/Troge
Declaration of conformity N°UA/03/Troge

Hoaarox 1
Annex 1
Ne Homep za Hazsa moaudikauii meguuHoro Hasesa moaudikauii MeguuHoro
Karanorom BUpoby aHrniicbkoro MoBOIO BMpo6y ykpaiHCbKOIO MOBOIO
gﬁﬁ?ﬁ Name of medical device in English Name of medical device in Ukrainian
1 80001 Endotracheal Tube TRO-PULMOFLOW EHpoTpaxeantHa Tpy6Ka 3 MaHeTolo
cuffed N2 3.0 TRO-PULMOFLOW N¢ 3.0
2. 80002 Endotracheal Tube TRO-PULMOFLOW EHpoTpaxeansHa Tpy6Ka 3 MaHxeTolo
cuffed N? 4.0 TRO-PULMOFLOW N? 4.0
3. 80003 Endotracheal Tube TRO-PULMOFLOW EHAaoTpaxeanbHa Tpy6Ka 3 MaHxeTolo
cuffed N? 4.5 TRO-PULMOFLOW N? 4.5
4, 80004 Endotracheal Tube TRO-PULMOFLOW EHpoTpaxeansHa Tpy6ka 3 MaHxeTo
cuffed N2 5.0 TRO-PULMOFLOW N¢ 5.0
3. 80005 Endotracheal Tube TRO-PULMOFLOW EHpoTpaxeantHa TpybKa 3 MaHkeTolo
cuffed N2 5.5 TRO-PULMOFLOW N¢ 5.5
6. 80006 Endotracheal Tube TRO-PULMOFLOW EHaoTpaxeanbHa Tpybka 3 MaHxeTowo
cuffed N? 6.0 TRO-PULMOFLOW N? 6.0
7. 80007 Endotracheal Tube TRO-PULMOFLOW EHnoTpaxeanbHa Tpy6Ka 3 MaHeTolo
cuffed N? 6.5 TRO-PULMOFLOW N? 6.5
8. 80008 Endotracheal Tubes TRO-PULMOFLOW EHAoTpaxeanbHa Tpybka 3 MaHxeTol
cuffed N2 7.0 TRO-PULMOFLOW N¢ 7.0 :
9. 80009 Endotracheal Tube TRO-PULMOFLOW EHgoTpaxeanbHa Tpy6Ka 3 MaHxeTolo
cuffed N2 7.5 TRO-PULMOFLOW N? 7.5
10. 80010 Endotracheal Tube TRO-PULMOFLOW EHpoTpaxeanbHa Tpy6ka 3 MaHxeTolo
cuffed N° 8.0 TRO-PULMOFLOW N¢ 8.0
11. 80011 Endotracheal Tube TRO-PULMOFLOW EHaoTpaxeanbHa Tpy6ka 3 MaHKeTow
cuffed N¢ 8.5 TRO-PULMOFLOW N? 8.5
12, 80012 Endotracheal Tube TRO-PULMOFLOW EHOoTpaxeantHa Tpybka 3 MaHXeTol
cuffed N? 9.0 TRO-PULMOFLOW N° 9.0
13, 80013 Endotracheal Tube TRO-PULMOFLOW EHOoTpaxeanbHa Tpy6Kka 3 MaHXeTow
cuffed N2 9.5 TRO-PULMOFLOW N? 9.5
14. 80014 Endotracheal Tube TRO-PULMOFLOW EHAoTpaxeanbHa Tpy6Ka 3 MaH@eTolo
cuffed N? 10.0 TRO-PULMOFLOW N? 10. 0
15, 80015 Endotracheal Tube TRO-PULMOFLOW EHnoTpaxeanbHa Tpybka 6e3 MaHxeTu
uncuffed N° 2.0 TRO-PULMOFLOW N2 2. 0
16. 80016 Endotracheal Tubes TRO-PULMOFLOW EHAoTpaxeanstHa Tpy6ka 6e3 MaHxeTu
uncuffed N? 2.5 TRO-PULMOFLOW N° 2. 5
17. 80017 Endotracheal Tube TRO-PULMOFLOW EHgoTpaxeansbHa Tpybka 6e3 MaHxeTu
uncuffed N° 3.0 TRO-PULMOFLOW N2 3. 0
18. 80018 Endotracheal Tube TRO-PULMOFLOW EHOoTpaxeanbHa Tpy6ka 6e3 MaHxeTu
uncuffed N? 3.5 TRO-PULMOFLOW N? 3. 5
19. 80019 Endotracheal Tube TRO-PULMOFLOW EHaoTpaxeansHa Tpybka 6e3 MaHxeTu
uncuffed N? 4.0 TRO-PULMOFLOW N° 4. 0
20. 80020 Endotracheal Tube TRO-PULMOFLOW EHOoTpaxeanbHa Tpybka 6e3 MaHxeTu
uncuffed N2 4.5 TRO-PULMOFLOW N? 4, 5
21, 80021 Endotracheal Tube TRO-PULMOFLOW EHAoTpaxeansHa Tpybka 6e3 mMaHxeTu
uncuffed N° 5.0 TRO-PULMOFLOW N? 5. 0
22, 80022 Endotracheal Tube TRO-PULMOFLOW EHaoTpaxeancHa Tpy6ka 6e3 MaHxeTu
uncuffed N? 5.5 TRO-PULMOFLOW N? 5. 5
23. 80023 Endotracheal Tube TRO-PULMOFLOW EHaoTpaxeanoHa Tpy6ka 6e3 maHxeTu

Aara: 06-04-2017

Date: 06-04-2017

Homep: N2UA/03/Troge

Number: N°UA/03/Troge Version: 1

Pepakuyina: 1

CropiHka 2 i3 3
Page 2of 3
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uncuffed N¢ 6.0 TRO-PULMOFLOW N? 6. O

24, 80024 Endotracheal Tube TRO-PULMOFLOW | EHaoTpaxeansbHa Tpybka 6e3 maHkeTH
uncuffed N? 6.5 TRO-PULMOFLOW N° 6. 5

25. 80025 Endotracheal Tube TRO-PULMOFLOW | EHaoTpaxeanbHa Tpybka 6e3 maHxeTn
uncuffed N2 7.0 TRO-PULMOFLOW N2 7. 0

26. 80026 Endotracheal Tube TRO-PULMOFLOW EHpoTpaxeansHa Tpybka 6e3 MaHxeTu
uncuffed N 7.5 TRO-PULMOFLOW N° 7. 5

27. 80027 Endotracheal Tube TRO-PULMOFLOW | EngoTpaxeansHa Tpy6ka 6e3 mMaHmeTu
uncuffed N2 8.0 TRO-PULMOFLOW N2 8. 0

28. 80028 Endotracheal Tube TRO-PULMOFLOW EHaoTpaxeansHa Tpyb6ka 6e3 maHxeTu
uncuffed N2 8.5 TRO-PULMOFLOW N? 8. 5

29, 80029 Endotracheal Tube TRO-PULMOFLOW EHOoTpaxeanoHa Tpybka 6e3 MaHxeTu
uncuffed N° 9.0 TRO-PULMOFLOW N° 9. 0

30. 80030 Endotracheal Tube TRO-PULMOFLOW | EngoTpaxeantHa Tpybka 6e3 maHxeTn
uncuffed N2 9.5 TRO-PULMOFLOW N? 9, 5

31. 80031 Endotracheal Tube TRO-PULMOFLOW EHaoTpaxeanbHa Tpybka 6e3 MaHxeTu
uncuffed N2 10.0 TRO-PULMOFLOW N? 10. 0

32. 80034 Endotracheal Tube TRO-PULMOFLOW EHooTpaxeanbHa Tpy6ka 3 MaHXeTolo
cuffed N2 2.5 TRO-PULMOFLOW N 2.5

33. 80035 Endotracheal Tube TRO-PULMOFLOW | EnaoTpaxeantHa Tpybka 3 MaHxeTolo
cuffed N2 3.5 TRO-PULMOFLOW N° 3.5

Micue Bupaui: Fam6ypr, HimeuumnHa

Place of issue:

Hamburg, Germany

m X g S Y CRATIE
IROGE MEDICAL GMBE

Milchstr. 19 D-20148 Hamburg Tel. 44 18 44-0

OicHa no: 05-04-2022
Valid until: 05-04-2022

Ynpasensitounii pupektop Tomac Tinbruep
Managing Director  Tomac Tinsrvep

Nianuc ynosHoBa)eHoi ocobu
Signature of Authorized person

HasBea nocagw, NIB
Position, Full Name

fara: 06-04-2017

Date: 06-04-2017

Homep: N2UA/03/Troge

Number: N°UA/03/Troge Version: 1

Pepakuisa: 1

CropiHka 3 i3 3
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CEPTU®IKAT BIAMOBIAHOCTI

Hopanox npopetenus nponeayps afexnescuns PyUKBiOHYSANET KOMBICKTROT CHUTOME
-

yupasainmg  sxicvwe (ogarox 3 Texulanore  permamesry  mose Menwusuxy  rupolis,
sgTBepmKeROre novtanosoo Kebluery Mintorpis Yrpaluu pin 02102013 N 753 (TP)

Bupobuux: Troge Medical GmbH / Tpore Meginaa In6l
opanawana sapeea: Milchstrasse 19, 20148 Hamburg, Germany /
Minsxurrpaces 19, 20148 Dambypr, Hivewauna

e e e .

Yaousuosawenni TOBR «Kparin Mearexnivay

HPeRCTARMER 34107, m. Kule, sya. barropyrisoska, 1721, ¥rpalua

Bupobu: Xipvprissd insassesi weamgnt sepofiy, insasuenl memmni rupols,
He impasmBEil  aepst pupoln foomspesmsosonn ogepa sedwemux

gupoiiie nasedens na cmoping 2 wposo cepmughixamy).

Hpsasssennii opran 3 ouinks planosizmoeri Tosapuerse 3 ofuewencie signosliassricne
«¥xpafncernil wayvosuil Imersryr cepradivsuid (newrsdixauiiuui wosep N UATRILS)
BIATBORIGRYE, WO 3aomucnsll mppoDRNK HUPOBRIHE CHUTOMY YOpREZiNms axiono mono apounsvis
pospubrenss, MpOTEIITRG TR OCTATOYHONS KOHTPOAN CTOCORND Hanaycnux rupolis v sinosiysoet
g0 myakeir 3-7 Hoaarsy 3 TP 1o axa ¢ of crnos Dopioasmy Saniions ay nTiR 0igse sysrrs 13-
18 Honarey 3 TP, Jian peanisandl mpomyral HT rosoy prongy aonerreso vmae 8yry naasnndl copradiear
REPeRIpEH HpoeKsy aa aywwrass 811 Hdosay 3TR.

Higerass yas punaulr

Jair Ne PROZGS-1T nin 03,0420 7;
Phuernns npo ety cepradirary Ne PR22A/T-17 sin 05.04.2017.

Ceprmbiar Ne PR206-17

Jittcuu® po <03y weivms 2022 p

Baaasms No 1. Cepradirosano 3 06.04.2017.
Jara pecorpanil «06» xervy 2817 p.
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«YKPATHCHKMA HAYKOBMIA IHCTUTYT CEPTUDIKAUIT
TOBAPUCTBO 3 OBMEMEHOIO BIANOBIAANBHICTIO
04053, Yxpaiua, m. Kuls, Kyapaecoruit yasis, Bya. 7, odic 320
CUATR.116

)

CERT

Kouxperuzonana cdepa:
Medwani supotin:

Xipypriusi cranenent TRO-MICROCISION

Kipyprigui gesa TRO-MICROCUT

Crapugixaropu TRO-MICROSTIC

Karereps acnipauifinl TRO-SUCOCATH, TRO-SUCOCATH plus, TRO-SUCOCATH
tc plus

5. Zonzw nng rogysauss TROWNUTRICATH, TRO-NUTRICATH paed

6. Enporpaxeanesi Tpyfre TRO-PULMOFLOW

7. Hopomeyeaui TRO-EXTENSOR Hp, TRO-EXTENSOR Lp

8. Halopun s eninypamssaol suecresti TRO-EPIDURA KIT

Q. Karerepu-banonu ®ones TRO-UROCATH

10, Tpaxeocromiuni tpySxu TRO-TRACHEQFLOW

1. Kamoni sayrpinssoseusi TRO-VENSITE safety

12. beanewni nafopy ans nepdysiti TRO-VENOSET safety

13, Gixcyrouwl DORNIKA AU Karons sryTpimasescunnx TRO-VENOFIX plus

14, Xipyprivm wosnt mavepiang, mo pozovorryiorses TROS-GLACTOFRH. (polyglactin}
15, Xipyprigsi mopsi Matepiam, wo posemorryorses TRO-DOXAFIL {pelydioxanone).
16, Xipypriusi mossi Marepian, mo posoMortyiotees TRO-PGA {polyglyeatic acid)
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