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7. | Kareropuja meauuunckor cpeacrsa / Category of the medical device:

01 - AKTHBHA UMIUIAHTAOMITHA 07 - HeakTiBHA UMILIaHTa0MIIHA
MeJIMIMHCKa cpejicTBa / Active MejiImHCKa cpesictBa /Non-active
implantable medical devices implantable devices

02 - AHecTe3HjcKa i pecrupaTopHa 08 - Orammoronika i ONTHIKA
MeauuHCKa cpezcta / Anaesthetic and MeaunuHcka cpezcrsa / Ophthalmic and
respiratory devices optical devices

03 - JleHTanHa Me/IMIIMHCKA CPe/ICTBa/ 09 - Me/mMHCKa CpeJICTBa 3a
Dental devices BuLIeKpaTHy ynotpeOy/ Reusable instruments

04 - EnexTpo-MexaHHuKa MEIHIMHCKA 10 - MeauimHCKa cpecTBa 3a
cpenctsa / Electro mechanical medical jenHOKpatHy ynotpe0y / Single-use devices
devices 11 - MeuuuncKa cpezcTsa 3a nomoh

05 - Bonxuuka, amapatypHa onpema / JIHMIHMa ca HHBATHAUTeTOM/ Assistive
Hospital hardware roducts for persons with disability

06 - In vitro nujarHocTHYKa 12 - JlujarHocTHYKa | TepaneyTcKa
MeMIMHCKa cpejicTa / In vitro diagnostic | MeaHIMHCKA CpeicTBa y paIHOIIOT )1/
devices Diagnostic and therapeutic radiation devices

8. | Knaca meaununckor cpeacrsa / Medical device risk class:

I Is AUM]T/ AIMD Jlucra A/ List A

Im Ir Jlucra b/ List B

JIE: 1Ib Ocrtaia UBJI / Other IVD

111 Camorecrupame / Selftesting
A/A
B/B
e
/D

9. | Ucropuja / History:

Huje 6uno nosnaversa, 3abpane npoMeTa y JApyruM 3eMJbaMa WM HCIIUTHBAbA
npahea MEAUIIMHCKOT CPEJICTBA MOCe CTaB/batba Ha Tpykuiute / There is no
previous recalls, banning in other countries or post-market surveillance studies

AKo je Guto moBJauera, 3a0paHe IpoMeTa y IpyruM 3eMibaMa HIIH HCITHTHBAbA
npahera MEIMIIMHCKOT CPEJICTBA TI0CIIe CTaBJbakha Ha TPIKUIITE — HABECTH JIETAlbe
/If there was previous recalls, banning in other countries or post-market

surveillance studies — provide details
10. | Tun usmene wiu gonyne / Type of Change

M3MeHa Ha3uBa M ajipece oBNamheHor npeicTaBHuKa mpoussohaya / amendments
of the authorized representative name and address

M3MEHa Ha3MBa, OHOCHO ajpece mpou3sohaya / amendments of the manufacturer
name and address

n3MeHa opnauiheHor npeicTaBHuKa npoussohada / change of the authorized
representative

H3MeHa HHOCTpaHoT npoussohaua / change of the manufacturer

H3MeHa HOTH(HKOBAHOT, OJHOCHO HMeHoBaHOT Terma / change of the notified or
designated body

H3MeHa Ha3MBa MeJIMIMHCKOr cpezicTBa / medical device name amendments
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11.

M3MEHa rpyIe reHepHIKHX MeIMIMHCKUX cpesicTaBa / medical device generic

group amendments

H3MeHa U3riea U HaunHa o0eexaBarba CI0JbIET, OJHOCHO YHYTpallber

nakoBatsa / outer or internal packaging amendments

W3MEHa HIH JIONyHY YIyTCTBa 3a YIOTPeOy MEMIMHCKOT cpejicTBa / instruction

for use amendments

M3MEHa HIIM JIONyHy THIIOBA, MOJIeJIa, KaTaJlOIKKX OpojeBa, caipikaja nlakosarba /

types, models, catalogue number, package content amendments

M3MeHa KJlace WM KaTeropuje Meauiumuckor cpeactaa / medical device class or

category amendments

u3MeHa poka ynorpebe MemuuHcKor cpectsa / medical device shelf life

amendments

H3MCHa YCIIOBA YyBamba MEIMIIHCKOT cpejicTBa / storage condition amendments

M3MEHa MECTa H3/1aBakba, O/IHOCHO Npojiaje MeMIMHCKOr cpesictsa / place of

issuing or sale amendments

H3MEHa II0CTYIIKA HCIIMTHBAKA TOTOBOT IPOK3BO/Ia (H3MEHA CTaHIap/a U METOJa),

M3MeHa Ju3ajHa, MaTepHjalia, cacTaBa MeIMIMHCKOT Cpe/icTBa u ¢i1. / procedure of
investigation of the finished product amendments (standards and methods), design,
materials and constitution of the medical device amendments

ocTalie U3MEHe U JIONyHe PErHCTpalije MeJUIHHCKOT cpe/cTsa / other registration

amendments

Jocrynno / Available are:

YIYTCTBO 3a yHoTpedy Ha eHIJIeCKOM je3uky /instruction for use in English

YIYTCTBO 3a ynoTpedy Ha CPICKOM je3uKy /instruction for use in Serbian language

OGenexasarbe Ha eHriieckoM jesnky / label in English

OGenexasarbe Ha cprickoM je3nky / label in Serbian language

12.

13.

Req

Tpxumnua oxodpera u ocHouu 3axTesu / Marketing Approvals and Essential

uirements

Tpxuuina onobpersa y apyrum 3emsbama / Foreign Marketing authorizations

TIpu6aBs/beno oxoGpeme 3a cTaB/bame Ha TPKUIITE y caexehnm 3emibama / Approval
obtained for the medical device to be placed on the market of the following countries:

Aycrpannja / Australia Janau / Japan

Kanana/ Canada CAJl/ USA

3embe unanune EY u apyre 3emibe koje ¢y HMILIEMEHTHpAIE JHPCKTHBE

90/385/EEC, 93/42/EEC u 98/79/EC / Member States of EU or other country that
have implemented the European Council Directives 90/385/EEC and 93/42/EEC

Haunn npahemna cHrypHOCTH KojH KOpHCTH npou3Bohay/oBaamhenn npeacraBHuk /
Means used by manufacturer/Authorized representative for tracing of safety

Perucrap Benenpoaja u guctpudytepa / Presence of wholesaler and distributors

register

CHcTeM perucTpaiiuje, ollerhiBarba i H3BellTaBamba HHimIeHaTa / System for

registration, assessment and reporting of incidents

Ipaheme cnennpuynnx (CIMYHAX) MEMIMHCKUX cpesicTaBa / Tracking of

specific (similar) medical devices

Cucrem 3a 00ycTaB/barbe U MOBJIAUEH-e CpeIcTBa ca TpakuiTa / Presence of system

for blocking and withdrawal of devices from the market
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Hudpopmannja y sesu sesienponaje u auctpudyrepa / Information about the
wholesaler and distributors

Peructpanuja y npuBpesHOM perucTpy (HaBeCTH MojaTke Benenpojaje) /
Registration to Trade register (provide details about the wholesaler)
PerucTpaiuja y IpHBPEIHOM PErHCTPy (HABECTH IOJATKE AUCTPUOYTEpa) /
Registration to Trade register (provide details about distributors)
ITucmo/nokymeHT 3a opnamhusame o npoussohaua / Letter/document for
authorization by manufacturer

CucTeM perucrpaiiyje, olielUBarba U U3BEIITaBamba HHIMIeHaTa / System for
registration, assessment and reporting incidents

Cucrem 3a G10KHpame ¥ TOBIAYEHE CpecTBa ca TpkumTa / Presence of system
for blocking and withdrawal of devices from the market

Benenpozaja je u yBosuuk /The wholesaler is also importer

TToTBphyjem 1a cy noctaBibeHe HHOPMAIMje TaUHE U J1a CPEJICTBO YHja Ce PeruCTparyja TPakKH
OBHM 3aXTEBOM HCITyFaBa yCJIOBE MPOMICAHE 3aKOHOM KOjHM ce ypeljyjy MeIuuuHcKa cpencTa
M TPONKCHMA JIOHETHM 3a HeroBO crpoBoljerse Koju ce Ha mHX npumersyjy. / I affirm that the
information provided in this form is accurate and that the devices covered by this form meet the
provisions of the Medical Devices Law and bylaws for its conduction which apply to them.

Jartym / Date:
Hme u npe3ume oarosopHor juna / Notifier's name and surname:
Tornuc u nevar / Signature and seal:

Ipunoxena nokymentammja / Attending documentation:

Jlucra memmuCKuX cpecta / List of medical devices

Jloka3s o ymuiaTi nponucane tapude AreHImju, y ckiaay ca 3akoHoM / Document for
payment to the Agency in accordance with the Law

Jlexnaparja o ycarnamenocts / Declaration of Conformity

Ceprudukar/u o ycarnamenoctu / Certificate/s of Conformity

Ceprudukar cucreMa yrpasbara KBaTHTETOM (aKo je notpe6no) / Certificate of Quality
System (if applicable)

Osgnamherse nponssohaua / Letter of authorization by manufacturer

ObernexaBare Ha HITIECKOM, OTHOCHO CPIICKOM je3HKY y cKiaay ca 3akoHom/ Label in
English and/or Serbian language, in accordance with the Law

YiyTeTBo 3a ynotpedy Ha eHIVIECKOM H cprickoM je3uky / Instruction for use in English and
Serbian language
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JIMCTA MEJUHHUHCKHUX CPEACTABA / LIST OF MEDICAL DEVICES

Ha3uB MeJHIHHCKOT CPeCTBA I'pyna
Pennn (Eo s TIETE ) Y EHEPHHIX Caapixkaj nakoBama, cBe Karanomkn
6poj / MO/IeJIHMA, AKO je NPHMEeHHBO) MeJHIHHCKHX Rapajatee Pack;ge UDI GMDN/ 6poj /
No. / Medical device trade name cpeacrasa / content, all variations EDMA Catalogue No.
. (with all types / models, if Medical device § e .
applicable) generic group

oo |w|x|on v & |wo|—
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Obpaszan 1.
Application form 1.

3axTeB 3a perucTpanmjy MeIuUHHCKOT CPeACTBA
(ONITE/aKTUBHO UMILIAHTAOMIIHO/in Vilro INjarHOCTHYKO)

H3MeHe, OJHOCHO J0NyHe/Npoay:Keme/Opucame perucrpanuje/
Perucrap npoussohaua/oBiamheHor npeacraBHuKa npoussohaua

Application for the registration of medical device
(MD/AIMD/IVD) Registration Amendments/Extension /Deletion/
Register of Manufacturer/Authorized representative

Hme napiexuor oprana / Competent Authority's name
AreHumja 3a jiekoBe i MeJuIMHCKa cpeactsa Cpouje / Agency for medicines and medical
devices of Serbia

Kon 3emsbe / Country code I'pan/ City

PC/RS beorpan / Belgrade

Yauua u 6poj / Street, Number IMomrancku kon / Postal code
BojBoae Crene 458 / 458 Vojvode Stepe str. 11221

Temnedon / Phone Tenedon-daxc / Phone-fax
(+381) 11 3951 159 (+381) 11 3951 158

E-m: hygia@alims.gov.rs

Bpcra 3axteBa / Type of Request

[ Perucrpauuja / Registration

[J Usmene u nonyse / Amendments

[ Iponyxeme peructpammje / Registration extension
[ Bpucame peructpauuje / Registration Deletion

Hagectu 6poj peniema 0 perucTpanuju Ha Kojy ce 0JIHOCH POy Ker¢ perucrpanuje /
Number of the registration to which Registration extension is related to

Hagectu 6poj penrema 0 perucTpanuji Ha Kojy ce 0J{HOCH H3MeHAa HJIH 0NyHA HJIH
opucame perucrpamuje / Number of the Registration Amendments is related to or
Registration Deletion

EC cepruduxar / EC certificate

[ Production QA | Bp./No.: Jarym/Date: Baxcu n0/Valid until:
[J Full QA Bp./No.: Jlarym/Date: Basku j10/Valid until:
[] Product QA bp./No.: Jarym/Date: Basku 10/Valid until:
[ EC verification | Bp./No.: Jarym/Date: Baxcu n0/Valid until:
[J Design exam. Bp./No.: Jarym/Date: Baxcu n0/Valid until:
[J Type exam. bp./No.: Jarym/Date: Baxu n0/Valid until:

JenuncrBenn 6poj M HA3MB TeJIa 32 oUemHBame ycaraamenocrd / Unique number and
Name of Notified Body

Hazup/Name:
Hazus/Name
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4. | Bpoj, natym u pok Baskemwa ISO 13485 /SRPS EN ISO 13485/ EN ISO 13485
ceprudukara (axo je norpedno') / Number, date and validity of ISO 13485, SRPS EN
IS0 13485, or EN ISO 13485 certificate (if applicable'):
bp./No.: ‘ JHatym/Date: ‘ Baxu 0/Valid until:
Hasus akpeaurosanor cepruduxannonor rena / Name of Acredited Certification Body
Hasus/Name:
5. | Hoanocunan 3axtesa / Applicant
[ Ipoussohau meaunuuckor cpexctsa (y PC) / Medical Device Legal Manufacturer (in
Serbia)
[ OBnamhenu npeacraBHUK (MHOCTpaHOT mpou3Bohaua) / Authorized representative
(Foreign Manufacturer)
Ha3us noanocnona 3axresa (mpoussohaua / onamhenor npeacrasunka y PC) /
Name of the Applicant (Manufacturer / Authorized Representative in Serbia):
3emsba/Country I'pay/ City
Vauna u 6poj / Street, Number HMomrancku 6poj / Postal code
Hme 1 cTpyKa JIMLA OATOBOPHOT 32 Tenedon / Phone
noxkymentauujy / Name of Contact Point | ®ake / Fax
for documentation E-mail
Hme u cTpyka JiMia oiroBopHor 3a Tenedon / Phone
surnaanny / Name of Contact Point for ®axkc / Fax
vigilance E-mail
6. | Ha3us unoctpanor npoussohaua / Foreign Manufacturer name
3emsba/Country I'pay/ City
Yauua u 6poj / Street, Number IMomrancku koa / Postal code
Hme oarosopuor auna / Contact Tenedon / Phone
Dakc / Fax
E-mail

" Cepruduxar cncrema ynpassbara keaauterom npema SO 13485, SRPS EN ISO 13485/ EN ISO 13485, uspar o
CTpaHe aKpeMTOBAHOT CePTH(HMKALIMOHOT Tella, HEONXOMIAH je 3a MeMUMHCKA cpecTBa Kiace | u octana in vitro
ZIMjarHOCTHYKA MEIHLIMHCKA CPE/ICTBA, aKo je mpomssohay u3 apikase Koja Huje ap:kasa unannua EY, o1HOCHO Koja
nije 3akmyunia Criopasym o mehycodHom mpuskasamy ca EU (Mutual Recognition Agreements, MRAs)
TMpoTokone 3a EBpONCKM CNopasyM O OLEHHBaWy yCArIalIeHOCTH M TPHXBaTaiby MHAYCTPHjCKHX NPOM3BOAA
(Protocols to the Europe Agreements on Conformity Assessment and Acceptance of Industrial Products, PECAs).
‘YMecTo Tor cepTuuKaTa MOKE 11a Ce 10CTaBH JI0Ka3 Jia Ce MEIMUMHCKO CPEACTBO Hajla3u Y NPOMETY Y HEKoj 01
Aprkapa wianuua EY, 01HOCHO NpykaBa Koje Cy 3aKkibyumiie Hapeene criopasyme (OpHrHHAI MM OBEpeHa Komuja)
/Quality management system Certificate according to ISO 13485/SRPS EN ISO 13485/EN ISO 13485 is needed for
class I medical devices and IVD, if legal manufacturer is from the country which is nieder an EU member state, nor
country which signed Mutual Recognition Agreements, MRAs or Protocols to the Europe Agreements on
Conformity Assessment and Acceptance of Industrial Products, PECAs. A Proof that medical device can be put on
the market of EU member state, or country which signed mentioned agreements, can be submitted instead.
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