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SAKJIOMHTEJNIBHBIH OTYHET
O BLIMOAHSHWH HAYSHO-HCCHEoBaTeNBCKON paboThl

no porosopy ot «12» okrabpa 2016 r. Ne MI'V/TIT3/12102016-1

Ty TEML
«Hecneosanue napameTpon paccesHus B HEQPAKPAcHOM IHANA3OHE CHEKTPa 00
pasuos MEKpocdep - HanoaauTened Moaymxn anarommgeckoit ¢ ganonsuTenes w3
Muxpocep (Perncrpaumonnoe yaoctosepenne Ne P3H 2016/4313), Marpaca ana-
TOMHYECKOID ¢ HANOIHUTEeReM 13 Muxpochep (Peracrpammonioe yiocrosepenne Ne
P3H 2016/4675), MNosssxu 6a sory antwsaprikossoll Bapudopt”, - npeaocrannes-

HREX JAKRI9HKOM?

Haysusift pykosoamrreas HHAP ' nouent AH. Egrvosa

Mocksa - 2016

2.6, Moaroroska & negatn B oypuade us cnucka BAK ne menee oanodt cra-
THH N0 PE3YVALTATAM HCCAET0BAHNH,

Ili‘."ll‘-‘ll?i'!-.ln'-'lﬁl K medaTtH craths «UNTHYCCKHE CBONCTRA ilili:;!?'-!ﬁf.'-"‘.’ MOSIHIHC-
HePCHBIN Malvnson MOk ."‘-H-IH;'!‘UL‘I‘L"HJ:IIHIIEJE['I H HHTLFPHP-I‘L‘.H:!H’}M AHANDRMHE CIICK-

TP,

SAKJTIOYEHHE

Pabora sToporo smama «[IpoBenchWe AONOMHHTEABHLX WCCHENOBaHMA M
obobueHne peIyIbTaTOB HeCncaoBanEi 1 pabora B HenoM Mo aorosopy ot w12
okTaopa 2016 r. Ne MIY/TTIZ12102016-1 oo teme «Heonenosanue napasmerpos
paccesHHA B HEdpaxpacHoM QHANA30HE crnexTpa odpainos MUkpochep — HANOIHK-
TCACH II‘.'IJI}'UII'-'IE AHATOMIMECKOH ¢ HanOJIHHTeReM M3 MHH'[]{'J'CIPEP ':['EI'HE'T[JH.HHL'_'"!H}E
yaocrosepere Ne P3H 2016/4313), Marpaca aHatoMHYecKOI0 ¢ HANONHETCNCM H3
mMupocdep (Permicrpaunortoe yaoctosepeine Ne PIH 2016/4675), Mosazku va Ro-
ry anrasapukosnofi Bapudopr®, — npeaocTanienHsix 3aKazvHKOMY BETOIHEHE B
OOMHOM 00BEME B COOTBETCTBMM C TEXHHUECKHM 3a0aHAeM H B CPOKH, NPEAYCMOT

PeHHRE KATCHIAPHLIM fLIAHOM,

CoMcok HENnob3oBANNLIX HCTOMHHKDB

Aden A.L. Electromagnetic scattering from spheres with sizes comparable to the
wavelength // J. Appl. Phys. 1951. V. 22, No. §.

fombposcinii /LA, Paccesnne u nornolieHie coeta noiduiMi cepHuecKiMmn JacTi-
wami // Has, AH CCCP, ®u3nka armocdepn # oxeana. 1974, T. 10, Ne 7, C. 720~
727.

JosmGposcknil JLA. lNpubmwxennisie Mozen paccesiii HINYYCHHN B KepaMuke 13
nonsix Mukpocep // Temnodurnga ssicoknx remmeparyp. 2004, T.42. e 5. C. 772
779,

[Hagpen K.C. Paccesimme ceera pa auvenofnmx sacruuax // Has. AH CCCP. Cep

reodn, 1952, Ne 2,
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Tahu vasly sentira

18 Jersikas Street, Riga, LV-1003, 1el, 67078424, fax 67078428, e-mail: mioghava gov 1y, www zvagov. Iy

Kiga

No. 7-2/ 1862 of 04,11 2019
[0 No. without nember of 15.10.2019

LLC “Heahthcare Products and Technologies™
Reg. No. 40203 18583

| 7-64 Salacas Street, Riga, LV-1019

Regarding Examination of the Informanon
Provided by the Manufacturer of Medical Devices
and Its Inclusion in Databases

On October 16, 2019 the State Agency of Medicines (herginafler - SAM) received the
application of LLC “Healtheare Products and Technologies™ (hereinafiter — Applicant) dated
October 15, 2019, requesting to register the Applicant as a manuficturer of non-sterile class |
medical devices without measuring function indicated in the application.

Pursuant to Articles 117 and 120 of the Regulation No, 689 adopted by the Cabinet of
Ministers on November 28, 2017 Procedwre for Repisiration, Assessmeni, Distridution,
Exploitation und Technical Supervision of Medical Devices (hereinalter - Regulation No, 689),
ancl Article 2 of the Decision 200107227 EL made by the European Commission on April 19, 2010
regarcing the European databank of medical devices (Emdamed), the Agency has examined the
application of the Applicam dated October 15, 2019 and entered the following information in the
electronic database of the Register of Medical Devices LATMED and the European Databank ol
Medical Devices Endamed,

1. Manufacturer of medical devices: Limited Liability Company “Healthcare Products
and Technologies™ (registration No. 40205185831, legal address: 17-64 Salacas
Street. Rign, LV-1019)

LLC “Henlthcare Products and Technologies™ produces the lollowing non-sterile class
| medical devices without measuring function:
= Medical device HEAD BANDAGE / BANDANA FILLED WITH
MICROSPHERES,
Medical device BOOTS / SLIPPERS FILLED WITH MICROSPHERES,
Maodical device BACK BANDAGE / VEST FILLED WITH MICROSPHERES,
Medical device SLEEPING MASK FILLED WITH MICROSPFHERES,
Medical device HAND MUFF FILLED WITH MICROSPHERES,
Medical device RELT BANDAGLE FILLED WITH MICROSPFHERES,

European
Union
———————————————

Medical device HIGH SLIPPERS FILLED WITH MICROSPHERES.
Medical device TRAPPER HAT FILLED WITH MICROSPHERES

Please be reminded that in view of the requirements ol Articles |18 and 120 of the
Regulation No, 689, a manulacturer of medical devices 15 obliged o inform the Agency of
changes in the provided information, as well as of termination of production of medical devices
within [0 working days after the relevant changes have taken place,

Acting Director - Deputy Director Janis /vejnieks

Phe document is signed with a secure electronic signature and containg a timestamp.

Andis Vilums

andis. vilums @ zva.gov.ly

219720467

TRUE COFY

Riga, November 5, 2019 wal Wepubdic of st
hlals Apercy of Mabownes

Admimstrative Department
Admemstrator

Sandra Bedike

S1EruEierey
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“o, T2 516 28022019
o No. without! number of 18.02.2019

LLC “Healthcare Products and lechnologics
Reg. Mo, 40203 | 8583 )
| 7-64 Salacas Street, Riga, LV-1019

o w prodiech cu

Regarding Examination ol the Information
Provided by the Manufacturer of Medical Devices
ardd lts Inclusion in Dalabases

On February 20, 2019 the State Agency of Medicines (hergmnailer = SAM) received the
application of LLC “Healtheare Products and Technologies™ dated Febeuary 18, 2019, requesting
o register LLC “Healthcare Products and | echnologies™ as a manafaciurer of medical devices

Pursuamt to Aricles 117 and 120 of the H-:;-.lh!!'uﬂ'l o 6R9 adopted by the ( abinet of

Ministers on November 2B, 2017 Proceduwre for KRegistration, Assevment  Disteibution
Exploiration and Tecthmical Supervision of Medical Devices (hereinatler — Regulation No. 689),
and Article 2 of the Decision 20100227/E1 made by the Europenn Commission on April 19, 2010
regarding the European databank on medical devices (Endamed), the Agency has examined the
apphication of LLC “Healthcare Products and Technologies™ dated February 18, 2019 and entered
the following mformation in the clecrronic database of the Register of Medical Devices
LATMED and the European Databank on Medical Devikes Ludamed,

Manufacturer of medical devioes: Limated Liabality Company “Healthcare Products
and Technologies™ (registration No. 40203183831, legal address: 17-64 Salacas
Street, Riga, LV-1019);

LL.C “Healthcare Products and Technologios™ produces and releaves onto the markel
the following 1 class medical devices:
*  Medical device VARIFORT R anti-vangose and jom! anesthedic bandage (sizes X,
S.SEMOMLLLLLL LYY,
Medical device UNIVERSAL APPLICATOR (sizes 38x45 am),
Anatomic mrattress filled with microspheres (sizes 60120 ¢cm, 705100 cm,
SOx 180 cm. $0x200 cm. 9Ox200 cm, 1505200 ¢m. I6OX200 cm. [BUX200 cm,
200200 e ),
Anstomic pillew flled with mucrospheres (sizes In accordance with the EL
declaration of conformity ).

European
Union

Please be reminded that in view of the requirements of Articles |18 and 120 of the
Regulation No. 689, the duly of a manufacturer ol medical devices is o miorm the Agency of
changes mn the provided information. o well as of release onto the marke! or termination ol
production of medical devices within U working davs afler the relevant changes have taken
place

stgnalure wvens Henkusens

I'he document is signed with a secure clectronic signature and contains a timestamp

Andis Vilums 6 TE466
andos. v humss ovl goy 1y

0193138
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