EC Certificate Full Quality Assurance System: Certificate PL19/1102977400

The management system of

Unitary Enterprise ADANI

7 Selitsky Str., 220075 Minsk, Belarus

has been assessed and certified as meeting the requirements of

Digitally signed by Savca Octavian

Directive 93/4NFEC-"

on medical devices, Annex Il (excluding Section 4)

For the following products

The scope of registration appears on page 2 of this certificate.

This certificate is valid from 03 July 2020 until 17 January 2022
and remains valid subject to satisfactory surveillance audits.
Issue 2. Certified since 11 September 2002

and first certified by SGS Belgium NV since 16 December 2019

This is a multi-site certification.
Additional site details are listed on subsequent pages

Certification is based on reports numbered PL/WAW PL00144a

Authorised by

SGS Belgium NV, Notified Body 1639

SGS House Noorderlaan 87 2030 Antwerp Belgium
t +32 (0)3 545-48-48 f +32 (0)3 545-48-49 www.sgs.com
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This document is issued by the Company subject to its General Conditions of
Certification Services, unless otherwise agreed, accessible at
www.sgs.comierms_and_conditions htm. Attention is drawn to the limitations of
authenticity of this document may be verified at https:/www.sgs.com/en/certified-
clients-and-products/certified-client-directory. Any unauthorized alteration, forgery
or falsification of the content or appearance of this document is unlawful and

ff may be p d 1o the full of the law.




Certificate PL19/1102977400, continued

Unitary Enterprise ADANI

Directive 93/42/EEC

on medical devices, Annex |l (excluding Section 4)

[ssue 2

Detailed scope

Digital X-Ray Diagnostic Systems with Acquisition & Diagnostic

Computer Workstations:

1) PULMOSCAN Chest Digital Radiography System (family) for generating x-ray
images of the chest organs for screening and diagnosis purposes.

2) MAMMOSCAN Full Field Digital Mammography (FFDM) System for producing
mammographic images for screening and diagnosis of breast cancer.

3) UNIEXPERT 2 PLUS Radiography Room System for acquiring standard

size X-ray images of osseous structures and soft tissues.

X-ray Therapy Systems with Operator’s Automated Workstation:
1) THERAD 200 X-ray Therapy System for superficial and depth radiotherapy.
2) THERAD 100 X-ray Therapy System for superficial radiotherapy.

Where the above scope includes class lll medical device(s), a valid EC Design Examination Certificate according to
Annex |l (Section 4) is a mandatory requirement for each device in addition to this certificate to place that device on
the market.

Additional facilities

Novodvorsky county, 116, 223063, Minsk region, SEZ “Shabany”, Belarus

This document is issued by the Company subject to its General Conditions of Page 20f2
Certification Services, unless otherwise agreed, accessible at
www.sgs.com/terms_and_conditions.htm. Attention is drawn to the limitations of
liability, indemnification and jurisdictional issues established therein. The
authenticity of this document may be verified at https:/www.sgs.com/en/certified-
clients-and-products/certitied-client-directory. Any unauthorized alteration, forgery
or falsification of the content or appearance of this document is unlawful and
offenders may be prosecuted to the fullest extent of the law.




CERTIFICATE Wi

No. 3750155 11-C

Certification

This is to certify the Quality Management System of

ADANI

from ideas to solutions

Unitary Enterprise «<ADANI»

st. Selitskogo, 7
220075 Minsk
Republic of Belarus

Production sites:
JSC «ADANI TECHNOLOGIES», Novodvorsky s/s, 116 Minsk, 223063
Unitary Enterprise «KADANI», Novodvorsky s/s, 116 Minsk, 223063

has been assessed and found to be in compliance with the Standard
applicable to
Design, development, manufacturing, assembling and

service of devices and equipment based on using of X-ray,
ionizing and electromagnetic radiation

The certificate has been issued under No. 3750155 for the registration period
from 14 December 2020 to 13 December 2023.

o At

Approved by Printed by

oER oF MULTIL47
NS 544
v ¢

validity code 83AD0B05-DCA

Check the validity of this certificate using this code at www.lI-c.info

LL-C (Certification) Czech Republic a.s. | Pobrezni 620/3, 186 00 Praha 8



CERTIFICATE Wi

No. 3750155 11-C

Certification

This is to certify the Quality Management System for Medical Devices of the company

ADANI

from ideas to solutions

Unitary Enterprise «<ADANI»

st. Selitskogo, 7
220075 Minsk
Republic of Belarus

Production sites:
JSC «ADANI TECHNOLOGIES», Novodvorsky s/s, 116 Minsk, 223063
Unitary Enterprise «KADANI», Novodvorsky s/s, 116 Minsk, 223063

has been assessed and found to be in compliance with the Standard
EN ISO 13485:2016

applicable to

Design, development, manufacturing, assembling and
service of medical devices utilizing ionizing radiation

The certificate has been issued under No. 3750155 for the registration period
from 14 December 2020 to 13 December 2023.

o At

Approved by Printed by

oER oF MULTIL47
NS 544
v ¢

validity code 69A55F22-A5B

Check the validity of this certificate using this code at www.lI-c.info

LL-C (Certification) Czech Republic a.s. | Pobrezni 620/3, 186 00 Praha 8



EBPA3UNCKUN DKOHOMUYECKHU COIO3
[ H [ JNIEKJAPALIMSI O COOTBETCTBUM

3asBurenn HaydyHo-IpoH3BOACTBEHHOE YacTHOE yHHTapHOe npeanpusatue "AIAHH",
3aperHCTPHPOBaH B EJMHOM rOCyapCTBEHHOM pPErHCTpe IOPUAMYECKHX JIMIl M WHIMBHYAJIbHBIX
npeanpuaumarenei 3a Nel00054851,

MECTO HaxOeHHs (azpec ropuaudeckoro nuna): Pecrmybnuka Benapycs, Munckas o6in., 220075,
r. Munck, yi. Cenuukoro, 7,

Homep Tenedona: +375173490000, axpec anekTponHoi noutsr: info@adani.by

B JIMIE 3aMECTHTEe/Is I'eHepaJbHOrO JUPeKTopa 10 TexHudeckoMy pa3BuTHIO Cocenko KoHcTanTHHa
Bukroposuya (JloBeperHocTs Ne 43/17 ot 08.09.2017)

3asiBJIsIeT, YTO AImapar peHTreHoBckHi MamMmorpagpuueckuii «MAMMOCKAH», u3rorasiuBaeMbli
mo TY BY 100054851.045-2008 «Anmapat peHTreHOBCKHI MamMorpaduuecknii «cMAMMOCKAH»»,
H3TOTOBUTENb: HayuyHO-IIPOH3BOICTBEHHOE YacTHOE YHUTapHOoe npeanpusaTae «AJAHM»,

MecTo HaxokueHus (aapec ropuanueckoro nuna): Pecmybnaumka bBenmapycs, 220075, r. Munck,
ya. Cenuuxoro, 7, ;

Kox TH B3] TC: 9022 14 000 0, cepuiiHbli BBINYCK,

cooTBeTCTBYeT TpeGOBaHMSAM TeXHHYECKOro perjameHta TamosxkenHoro corposa TP TC 020/2011
«BHeKTpOMaI"HHTHaH COBMECTUMOCTb TEXHHYECKHX CpPCIACTB»

Jexknapanusi 0 COOTBETCTBHH NPHHATA HA OCHOBAHMH: NPOTOKOJ McnbITanui Ne 43-18/0032-1-2018
or 12.01.2018, Beimannblii Hayuno-ucciieioBaTeIbCKMM LIEHTPOM HCIBITAHUHA CPEACTB H3MEPEHHA H
TEXHHKH pPeCIyOIHKaHCKOTO YHHTApHOTO MNpeanpusaTus «benopycckuil rocyaapCTBEHHBIH HHCTHTYT
METPOJIOrHm», artectar akkpeaurauyu Ne BY/112 02.1.0.0025, nporokon ucnsitanni Ne 45-18/0032-3-2018
or 30.01.2018, BeimanHbli HayuHO-HCCIe0BaTeIbCKMM LIEHTPOM HCIBITAHUH CPEACTB H3MEPEHHH H
TEXHUKH pPecnyOJMKaHCKOr0 YHHUTapHOro mnpeanpuarus «benopycckuil rocynapCTBEHHBI HHCTHTYT
METpOJIOTHHY, atTectar akkpeaurauud Ne BY/112 02.1.0.0025; cepruuxar cucTeMbl MCHEUKMEHTA
kagectBa Ne PL18/0655 or 17.01.2018, Beraannsiii SGS United Kingdom Ltd., Coeannennoe KOpoeBcTBo
BemukoOpurannn u CesepHoit Wpnammmu, arrecrar axkpexuramud Ne 140, ceptudukar cuctemsl
MeHekMenTa KadectBa Ne PL02/56837.00 or 02.02.2018, sbiganseit SGS United Kingdom Ltd.,
Coepnunennoe koponescTBo Bemikobpurannu u CepepHoit Mpnanaun, atrectat akkpeaurauun Ne 140.
CxeMa JIeKJIapupOBaHUA COOTBETCTBUS — 6/,

Jonoaunrensuas uaopmanms:

CTb MDBK 60601-1-2-2006 «M3memis memmmmHckue snextpudeckue. Yacte 1-2. OOmme TtpeboBanus
Ge30MacHOCTH. DJIeKTPOMArHUTHASL COBMECTUMOCTD. TpeboBanms 1 MeTozs! nerbiranuiin, CTB EN 55011-2012
«DJIEKTPOMArHUTHAs COBMECTHMOCTD. Pa/IorIoMexXy 0T IPOMBILUICHHBIX, HAYYHBIX U MeAUIMHCKHX (ITHM)
BBICOKOYAaCTOTHBIX YCTPoHCTB. HOpMBI M METO/IBI H3MEPEHMIT,

Anmapar JIoJbkeH XpaHuThes 1o yeinoBuaM xpanenus 1 FOCT 15150-69 npu Temneparype Bo3yxa oT IUIIOC
5 °C no wmoc 40 °C 1 MaKCHMAaJIbHOH OTHOCHTENIBHOMN BIaskHOCTH Bo3yxa 80 % npu Temnepatype rwnoc 25 °C.
[Tonublii cpennuit cpok ciry:k0bl anmapara JoJDKeH ObITh He MeHee 8 JieT. ['apaHTHIHBIH CPOK KCIUTyaTallHK
anmapara — 18 mecsiueB co AHsA BBoJA B 3KcIuryatauuio. Mcuncnenue rapaHTHHHOIO Cpoka dKCILUIyaTal|u
HAYMHACTCA He TIO3/IHee 6 MECSAIIEB CO JIHs MOCTYIUICHHS annapara noTpeOHTeIo.

Jlexnapauus o _coomeﬁ‘*rquu JMelCTBHTEbHA C 1aThl peructpaiuy no 27.02.2023 BKIIOYUTEIBHO.

q_p Cocenko Koncrantun BukTopoBud

(nomnuck), . | MIL (®. U. O. 3asBuTENN)

PerucrpannoHHbI HOMEp JICKIapallii O COOTBETCTBHH:
EADC NeBY/112 11.01. TP020 000 02410

Jlata peructpanuu aexaapanuy o coorsercraun:01.03.2018




ADMINISTRATION

7 2 Y U.S. FOOD & DRUG

ADANI October 20, 2017
% Daniel Kamm, P.E.

Principal Engineer

Kamm & Associates

8870 Ravello Ct.

NAPLES FL 34114

Re: K172027
Trade/Device Name: Adani MammoScan
Regulation Number: 21 CFR 892.1715
Regulation Name: Full-field digital mammography system
Regulatory Class: 11
Product Code: MUE
Dated: September 18, 2017
Received: September 21, 2017

Dear Mr. Kamm:

We have reviewed your Section 510(k) premarket notification of intent to market the device referenced
above and have determined the device is substantially equivalent (for the indications for use stated in the
enclosure) to legally marketed predicate devices marketed in interstate commerce prior to May 28, 1976, the
enactment date of the Medical Device Amendments, or to devices that have been reclassified in accordance
with the provisions of the Federal Food, Drug, and Cosmetic Act (Act) that do not require approval of a
premarket approval application (PMA). You may, therefore, market the device, subject to the general
controls provisions of the Act. The general controls provisions of the Act include requirements for annual
registration, listing of devices, good manufacturing practice, labeling, and prohibitions against misbranding
and adulteration. Please note: CDRH does not evaluate information related to contract liability warranties.
We remind you, however, that device labeling must be truthful and not misleading.

If your device is classified (see above) into either class Il (Special Controls) or class 111 (PMA), it may be
subject to additional controls. Existing major regulations affecting your device can be found in the Code of
Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may publish further announcements
concerning your device in the Federal Reqister.

Please be advised that FDA's issuance of a substantial equivalence determination does not mean that FDA
has made a determination that your device complies with other requirements of the Act or any Federal
statutes and regulations administered by other Federal agencies. You must comply with all the Act's
requirements, including, but not limited to: registration and listing (21 CFR Part 807); labeling (21 CFR Part
801); medical device reporting (reporting of medical device-related adverse events) (21 CFR 803); good
manufacturing practice requirements as set forth in the quality systems (QS) regulation (21 CFR Part 820);
and if applicable, the electronic product radiation control provisions (Sections 531-542 of the Act); 21 CFR
1000-1050.

U.S. Food & Drug Administration
10903 New Hampshire Avenue
Silver Spring, MD 20993
www.fda.gov


http://www.fda.gov/

Page 2 - Daniel Kamm, P.E. K172027

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please contact the
Division of Industry and Consumer Education (DICE) at its toll-free number (800) 638-2041 or (301) 796-
7100 or at its Internet address http://www.fda.gov/MedicalDevices/ResourcesforYou/Industry/default.htm.
Also, please note the regulation entitled, "Misbranding by reference to premarket notification" (21 CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21 CFR Part
803), please go to http://www.fda.gov/MedicalDevices/Safety/ReportaProblem/default.htm for the CDRH's
Office of Surveillance and Biometrics/Division of Postmarket Surveillance.

You may obtain other general information on your responsibilities under the Act from the Division of
Industry and Consumer Education (DICE) at its toll-free number (800) 638-2041 or (301) 796-7100 or at its
Internet address http://www.fda.gov/MedicalDevices/ResourcesforY ou/Industry/default.htm.

Sincerely,

Robert Ochs, Ph.D.
Director
Division of Radiological Health
Office of In Vitro Diagnostics
and Radiological Health
Center for Devices and Radiological Health

Enclosure


http://www.fda.gov/MedicalDevices/ResourcesforYou/Industry/default.htm
http://www.fda.gov/MedicalDevices/Safety/ReportaProblem/default.htm
http://www.fda.gov/MedicalDevices/ResourcesforYou/Industry/default.htm
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