MnaHeT (AHbxoW) Meaikan npoaakrc Ko., N4

Appeca: Ne 2066, Bect [iHwe Poya, Xain-tek 3oH, Cyxoy Citi, AHbxo# MposiHc, Kutan

CepTtudikat aHanisy

Ne2:SY-SOP-QC-021-R01

BupobHuk MnaHeT (AHbXOW) Hasea npoaykTty Hizapieka cMysKka
Meaikan MpoaakTc Ko., HOCOBA /1 BIJILHOTO
nTa. auxanHg 61 mm (M) x
19 mm (MMm) NelO
Mopaens PA-1092/61*19 mm Homep naprii 20240102
KinbkicTe 45360 kopobok/315 [aTa BupobHuyTBa 20240102
kopobis Burkopuctati Ao 20290102
Homep 3amoBneHHA PO#1354 [aTa iHcnekuii 2024.02.22
CTaHAApPT Nepesipku SY-QS-03-016 CraHpapT nepesipkM HazanbHUX CMYMOK
Ne | TecToBuit enemeHT Bumaru PesynbTaT BucHOBOK
i Burnsapg PigHa, uucra, bes nnam ta Tak Bianosigae
NOWKOAMEHb; 3BOPOTHMMI BIK
KNenKol CTPIYKKN He MaE
iHdinbTpayii Ta BigWwapoByBaHHA, a
KONip OAHOPiAHWIA. EnacTuyHa
CMY¥Ka MiLHO NpUKpinaeHa oo
KNEeMNKOT CTPIYKM | HE NOBUHHA ByTu
BIAKPUTOLO.
2 Po3mip HomiHanbHe 61x 19 mm Bianosinae
3HauyeHHs = (1 x 1 mm);
HomiHanbHe 3Ha4yeHHA CTaHOBUTL
2 50 MM, @ AONYCK CTaHOBUTL 1/32
HOMIHa/NbHOTO 3HaveHHa. Abo
BiANOBIAHO A0 BUMOT 3aMOBHUKA
3 | MiyHicTb Ha Bigpus | 2 1.0 H/cm 2.5~2.9 H/cm Binnosinae
4 enacTUYHICTL Mpw 3ruHaHHi Ha 90° mae byTu Tak Bianosigae
MOMNUBICTb NPYXMUHUTU Ha3ap4,
5 BuaaneHHa Micna BiAOKpeMAeHHA 3aXUCHOro Tak Bignosigae
3anuLWwKie nanepy Bif, CMY»KU Ha 3aXMCHOMY
nanepi He NOBMHHO ByTH BMAMMMKX
3aNWWKIB KONOIAY.
6 Ynakoska YiTkuit ApyKy iHpopmauii Ta Tak Bianosinae
HOMepy napTii; ToYHa KinbKicTb
YNaKoBOK
BucHoBsoK: Bignosinae
CreopeHo: MepesipeHo: MiaTsepaeHo:
2024.02.22 2024.02.22
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ZHMILETTHRERAT
Planet (Anhui) Medical Products Co.,Ltd

Adrees:No0.2066 West Jianshe Road , Hi-tech Zone ,Chuzhou City, Anhui Province, China
o TR ok (e
CERTIFICATE OF ANALYSIS

No.: SY-SOP-QC-021 -R01
M B L ST P R A T P A e s e
Production company | Planet (Anhui) Medical Products Co., Ltd Product name rrlnam Ni lr(l)p St
SNy SilE= =)
ﬂfgiﬁ,? PA-1092/61*19mm L 20240102
Specifications Batch no.
R Manufacture 20240102
Production quantity #33o0hoRes/dLaoms date,Expire date 20290102
')% - 7 —E- \A W, 3
Customer order no. Inspection date
A3 K 4 SY-QS-03-016 IS S IV it i 36 i 4
Inspection basis SY-QS-03-016 The inspection standard of the Nasal Strips
- _“ P
T wwmA Kok bt IR ki
Inspection item Inspection standard Test results .
No determine
RPR, R, TIE. TROR . R
YHELBE. Bk, BFEys: #%
SN ER, ANEIE.
| LA Flat, clean, no stain, no breakage; The & &
Appearance back of the adhesive tape has no Accord Pass
infiltration and degumming, and the
color is uniform. The elastic strip is
firmly attached to the adhesive tape and
must not be exposed.
FRFRAE £ (1 X 1mm) ; #3FR1E =50mm ,
RENEFRHRER 1/32; SRR
TR &
4 S *
2 iﬂﬁij— Nominal value + (1 X1mm) ; 61¥]9mm Pass
) The nominal value is =50mm and the
tolerance is 1/32 of the nominal value.Or
according to customer requirements
2| B B R N
3 2 52 > IN/em 2.5~2.9N/em =
Peel strength Pass
4| BAEME | W0 ALEIH i o
) Accord Pass
5 B EL B WA ENAYME G, KL Sy =)
RRLA AT WAR AR A% Accord Pass
o ENRI N KA S IER: A5 8 B v iy 2
6 -y Correct printing content and batch Accord Fl’jass
P gme number; Accurate packing quantity
Gk B /
Conclusion: qualified |

FENBM: BXE
Reviewed by /Date:

waEN/BH: 7hE&R 2024.02.22
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JTEKJAPAILIA ITPO BIANMOBIIHICTD Ne NBWNS/DMP

Declaration of Conformity Ne NBWNS/DMP

Menuuni BupoGu: HizpiBka cMy’KKa HOCOBA /ISl BUILHOrO IHXAHHS
Medical devices: . » ;
N dews Nizdrivka breath well nasal strip

IMepenik MeanwHux BUPOGiB: Brasani B JogaTky 1 no Jexnapauii npo Bianosinnicts
List of medical devices: Specified in Annex 1 to Declaration of Conformity
BupoGHuk: Henvta Meaixen ITpomoymns AT’

Monifacturer: OTenbaxracce 26, ropux, CH-8001, [IIseiinapis

Delta Medical Promotions AG
26 Qetenbachgasse, Zurich, CH-8001, Switzerland

Bupo6uuua ainsiHka: Inaner (Anwxoit) Menixan Ilponaxre Ko., JITa.

Manfaciiring site: Ne 2066, Bect Ixinme Poyx, Xait-rex 30H, 239300, Cysxoy CiTi,
Awubxoit, Kurai

Planet (Anhui) Medical Products Co., Lid.

No.2066, West Jianshe Road, Hi-tech Zone, 239300, Chuzhou City,
Anhui, China.

Y1NoBHOBaXKeHHH NPeACTABHUK: IpeacraauuTso «Jdeabra Meaiken IIpomoymns A
Autharized vepresentatiie: m. Bumnese, By1. Hoprosouaa, 43, 08132, Ykpaina
Representative office of Delta Medical Promotions AG
Vyshneve, Chornovola Street, 43, 08132, Ukraine

Knacudgikaunis mennuanx Bupob6is: Knac I, He cTepuabHui

Classification of medical devices: Class I, non sterile

[Mpoueaypa ouinku BiXnoBigHOCTI: yukr 1-4 Jopartky 8, TexHi4HOro perJameHTy MWOA0 MeAHIHHX
Conformity Assessment Route: BupobiB, 3aTBepakeHoro noctaHoBow KaGinery MinicTpis Ykpainu

Ne753 Bin 02.10.2013
Paragraph 1-4 Annex 8 of Technical regulation on medical devices, approved by
Resolution of Cabinet of Ministers of Ukraine No. 753 from 02.10.2013

Tepwmin aii lexnapauil npo Bianosiguicts Hicna no 31.12.2025 p.
Validity of Declaration of Conformity Valid till 31.12.2025

[Mpeacragunureo «/deabra Menixen [Ipomoywns AI» Bix imeni BupoGnnka deasta Meaixen Ilpomoywns AT peknapye
BUKOHAHHSI BMUMOT 100 MeaHn4HOro Bupoly, srinno Jomatky 1 Ta Jdonatky 8 (m. 1-4) TexHiyHOro persiamMeHTy L1010
MeAUYHUX BUPOOIB.

Texniuna gokymeHTauiss mWoa0 MeaHuHuX BUPOGiB 30epiracTbest y BUPOOHHKA Ta HOro ynoBHOBAXKEHOT0 MPEACTABHHKA.
Jexaapauis npo BiaAnoBiAHicTE cKiIa4eHa NIl LITKOBUTY BiANOBiAANbLHICTL BHPOOHHKA.

Representayive office Delta Medical Promotions AG on beheaf of the manufacturer Delta Medical Promotions AG declares the fulfillment of
requirements for medical devices, according to Annex I and Annex 8 (p. 1-4) to the Technical Regulation on Medical devices.

Technical documentation of medical devices is kept by manufacturer and authorized representative. Declaration of conformity compiled under the full

responsibility of the manufacturer.

Bin imeni Delta Medical Promotions AG:
On behalf of the Delta Medical Promotions AG:

Jlapuca ®enorosa
A,

o = PDETEE:. T'onosa [pencrasrunrsa «Jensta Meniken [Tpomoymwnz AT»
/ / SN Larysa Fedotova
\ 7 4» ABTA— \S\ Head of Representative office of Delta Medical Promotions AG
1% red e
\ [  MEAl REL %)
TTOBHERAIEHOTIOR0RM: | o ﬂ Hassa nocanw, IT1B:
Authorized S o nre! ’ - = '] Position, Full Name: ’

xqew,@.uauwwn 5:3
won 26809878 /o)
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Jexnapanis npo Binnosixaicrs Ne NBWNS/DMP
(Declaration of Conformity Ne NBWNS/DMP)

Honartok 1
Annex 1

Ilepenix MmexuYHUX BHPOOIB
List of medical devices
HasBa MeauuHOro BHpody yKpaincsKoio Mosolo/ | Hassa mexmanoro Bupody anriificbkoio MoBoo/
Name of medical devices in Ukrainian Name of medical devices in English

HiznpiBka cMy»kka HOCOBa JUTs BUIBHOTO JMXaHHS, Nizdrivka Breathe well nasal strip, for kids,
i gitedt, 43 mm (mm) X 12 mm (mm) Nel0 43 mm x 12 mm Nel0

HizgpiBka cMy»KKa HOCOBA J/151 BI/IBHOTO AMXaHHS Nizdrivka Breathe well nasal strip
61 mm (Mm) X 19 mm (Mm) NelO 61 mm x 19 mm NelO

HisnpiBka cMy»Ka HOCOBa U1 BITbHOTO AMXaHHS Nizdrivka Breathe well nasal strip
68 mm (Mm) x 20 mm (mm) Nel0 68 mm x 20 mm NelO

Bin imeni Delta Medical Promotions AG:
On behalf of the Delta Medical Promotions AG:
e Jlapuca ®enoToBa
AiHa "N T'onosa Ipencrasuuursa «ensta Mexiken [Tpomoymns Al
N Larysa Fedotova
e% Head of Representative office of Delta Medical Promotions AG
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