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4. | Bpoj, aatym i pok awera ISO 13485 /SRPS EN ISO 13485/ EN 1SO 13485 ceprudukara (axo je
norpedno') / Number, date and validity of ISO 13485, SRPS EN ISO 13485, or EN ISO 13485 certificate

(if applicable'):

Bp./No.: ‘ Jatym/Date: Basku 10/ Valid until:
Hasus akpennosanor ceprndukaumonor Tera / Name of Acredited Certification Body
Hazus/Name:

S. Moanocunau 3axresa / Applicant

[ Mpoussohau memnunnckor epenctsa (y PC) / Medical Device Legal Manufacturer (in Serbia)

[ Osauhenn npesctashik (noctparor npoussohaua) / Authorized representative (Foreign Manufacturer)

Hasug noanocuona 3axtesa (npoussohaua / onamhenor npeacrapuuka y PC) / Name of the Applicant
(Manufacturer / Authorized Representative in Serbia):

3emba/Country pay/ City
Vauua u 6poj / Street, Number Tomranckn 6poj / Postal code
Hme u eTpyKa JIHUA 0ArOBOPHOT 32 Tenedon / Phone
noxymentaunjy / Name of Contact Point for ®akc / Fax
documentation E-mail
Wve n crpyka nua oarosopror 3a guruaaniy / | Teaegon / Phone
Name of Contact Point for vigilance ®axce / Fax
E-mail
6. Hasu nnocrpanor nponssohaua / Foreign Manufacturer name
3emma/Country Tpan/ City
Vauua u 6poj / Street, Number TMowrranckn kon / Postal code
HWme oarosopnor auua / Contact Tenedon / Phone
®axc / Fax
E-mail

" Ceprudukar cricrema ynpassbatba kaniterom npema ISO 13485, SRPS EN ISO 13485/ EN ISO 13485, u3nat on
CTpaHe aKpeITOBaHOT CepTH(HMKALIMOHOT TeJa, HEeOMX0/IaH je 3a MeIMHCKa cpejicTBa kinace | u ocrana in vitro
JMjarHOCTHYKA MEHMLMHCKA CPECTBA, aKo je mpoussohay U3 Apkase Koja HHje apkasa wiaknua EY, onHocHo koja
Huje 3akbyurna Cnopasym o mehycoGHom npusnaBawy ca EU (Mutual Recognition Agreements, MRAs) u
Ipotokonie 3a EBpONCKH Criopasym O OlEHMBAHy YCAaryalIEHOCTH M NPHXBATalby HHIYCTPHjCKHX MPOM3BOAA
(Protocols to the Europe Agreements on Conformity Assessment and Acceptance of Industrial Products, PECAs).
VmecTo Tor cepTHduKaTa MOKe Ja Ce I0CTaBH 10Ka3 J1a Ce MEMLMHCKO CPEICTBO HanasH y MPOMETY y HeKoj ol
nprkasa uianiua EY, o1HOCHO apikaBa Kkoje Cy 3aKibydiiie HaBeleHe criopasyme (OPUrHHAN MM OBEpPeHa KOTHja)
/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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7. Kareropuja mequunnckor cpeactsa / Category of the medical device:
[J 01 - AktuBHa MMnnanTabMIHA MEMLMHCKA [[] 07 - HeaxTupua nmniantabuina Meauumncka
cpezctsa / Active implantable medical devices cpezctsa /Non-active implantable devices
[ 02 - Anecresmjcka n pecnuparopHa [7 08 - Odranmosouka u ontiuka MeMUHHCKA
MezmumMHeKa cpesictsa / Anaesthetic and cpenctsa / Ophthalmic and optical devices
respiratory devices [1 09 - Meauunncka cpeactsa 3a Buiuekpariy
[ 03 - Jenranna meanuuncka cpeactsa/ Dental | ynotpe6y/ Reusable instruments
devices [1 10 - Meauuuncka cpeactsa 3a jeaHokpartiy
[ 04 - Enextpo-mexannuka MeamiHcKa ynotpe6y / Single-use devices
cpeactsa / Electro mechanical medical devices [J 11 - Menmumncka cpesctsa 3a nomoh mmma
[ 05 - Bonnmuka, anaparypha onpema / ca nuBanuuTeToM/ Assistive products for persons
Hospital hardware with disability
[1 06 - In vitro nuarnocTiuxa MeanumHcka [J 12 - Jtnjarnoctiuka u TepaneyTeka MeAMUHHCKA
cpezactsa / In vitro diagnostic devices cpeacTsa y pagnonornjiu/ Diagnostic and
therapeutic radiation devices
8. Kuaca meamumnckor cpeacrsa / Medical device risk class:
O Ois [ AuMJT1/ AIMD [ Jincra A/ List A
Om Olia [JJiucra B/ List B
O Om [ Ocrana UBJ[/ Other IVD
[] Camorectupame / Selftesting
9. Hcropuja / History:

O Huje 6uno nosnauera, 3abpatHe npomera y ApyriuM 3eMibama Wik UCIUTHBabA npahiermba
MEIMLIMHCKOT CPE/ICTBA Nocie cTaBlbarba Ha Tpikuite / There is no previous recalls, banning
in other countries or post-market surveillance studies

O Axo je 610 nosaueta, 3abpaHe NpoMeTa y ApYrHM 3eM/bama Wi HCITHTHBakba npahera
MEIHIUHHCKOT CPE/ICTBA MOCIIE CTaBIbatha Ha TPJKUILTE — HaecTH aeTasbe / If there was
previous recalls, banning in other countries or post-market surveillance studies — provide
details

10. | Tun n3mene nin gonyne / Type of Change

O

0O 0 oo ooo o

M3MeHa Ha3uBa U ajpece opnaiheHor npeJcTaBHuKa npomnssohaua / amendments of the
authorized representative name and address

M3MeHa Ha31Ba, OJIHOCHO ajpece nponseohaua / amendments of the manufacturer name and
address

n3MeHa oBnatuheHor npesicTaBHuka npoussohaua / change of the authorized representative
M3MeHa MHocTpaHor nponssoljaua / change of the manufacturer

M3MeHa HOTH(MKOBAHOT, 0IHOCHO MMeHoBaHor Tesia / change of the notified or designated
body

M3MeHa HasuBa MeauunHekor cpeactsa / medical device name amendments

M3MeHa rpyrie reHepuyKnX MeanLnHcknx cpescrasa / medical device generic group
amendments

M3MeHa M3IJIe/la i HaYMHA 00e/IeKaBaa CMIOJbH-ET, OJIHOCHO YHYTPalllber NaKoBawa / outer
or internal packaging amendments

M3MEeHa WK JI0NyHy YIyTCTBa 3a ynotpeGy MeanuMHeKor cpeactsa / instruction for use
amendments
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M3MeHa WM JI0MyHy THIIOBA, MOJIeNa, KaTalowkiX Gpojesa, caapyaja nakopawa / types,
models, catalogue number, package content amendments

H3MeHa KJlace Wi Kateropuje meaniuHckor cpeacrsa / medical device class or category
amendments

n3MeHa poka ynotpeGe MeauuuHckor cpenctsa / medical device shelf life amendments
H3MeHa ycJioBa yBarba MEMLMHCKOT cpesicTBa / storage condition amendments

H3MEeHa MecTa H3/1aBakha, OJIHOCHO MpoJiaje MeAuLMHCKOr cpeacTa / place of issuing or sale
amendments

M3MEHa MOoCTyNKa HCIHTHBakba roTOBOI MPOHU3BOAA (IASMEHa CTaHjaapjia u MeTDﬂﬂ)‘ H3MEHa
JIM3ajHa, MaTepujana, cactaBa MeJIMIMHCKOr cpe/icTBa U cil. / procedure of investigation of the
finished product amendments (standards and methods), design, materials and constitution of
the medical device amendments

ocTae H3MeHe U JI0NyHe PerucTpailije MeauLHeKor cpectsa / other registration
amendments

I1. | DoctynHo / Available are:

YIyTCTBO 3a ynoTpedy Ha eHryieckom jesuky /instruction for use in English
YIYTCTBO 3a ynoTpeSy Ha cprickoM je3uky /instruction for use in Serbian language
ObenesxaBare Ha eHrieckom jesuky / label in English

OGeneskaBarbe Ha cprickoM jesuky / label in Serbian language

12. | Tpxkumna o1o6per-a 1 ocHoBHH 3axTeBn / Marketing Approvals and Essential Requirements

TprkuiHa o06pewa y apyrum 3emsbama / Foreign Marketing authorizations

]
O
|

TpubaB/beHo 0100peme 3a CTABbabe HA TPXKULITE y caeaehnm sembama / Approval obtained for
the medical device to be placed on the market of the following countries:

Aycrpanuja / Australia O Janan / Japan

Kauana/ Canada O CAJl/ USA

3emsbe unanuie EY u apyre 3emibe koje cy nmmniemenTipane aupekriuse 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

O

O
|
O

13. | Haunn npahera cHrypHOCTH KOjH KOPHCTH nponsBohayw/opiamheHn npeacTaBHuK /
Means used by manufacturer/Authorized representative for tracing of safety

Perucrap Benenponaja u anctpudyrepa / Presence of wholesaler and distributors register
CucTem perucTpaliuje, oleHBaba i H3BeLITaBaka HHIMAeHaTa / System for registration,
assessment and reporting of incidents

[pahere cneuuduuHmx (CaMuHUX) MeANLMHCKIX cpeacTasa / Tracking of specific (similar)
medical devices

CucreMm 3a 00ycTaBIbarbe 1 MOB/IAaYCHe CpecTBa ca Tpskuluta / Presence of system for
blocking and withdrawal of devices from the market

|
O

Hudopmanuja y Besu Besienpoaaje u quctpudyrepa / Information about the wholesaler and
distributors

Perucrpauuja y npiBpe/iHoM perncTpy (HaBecTH nojarke Benenposaje) / Registration to
Trade register (provide details about the wholesaler)

Perucrpauja y npuBpeiHoM peructpy (HaBectn nojarke auctpudytepa) / Registration to
Trade register (provide details about distributors)

Tnemo/nokymeHT 3a oBnaihiBate o nponssohaua / Letter/document for authorization by
manufacturer
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O CucreM perucTpaiiije, olenBaka i H3BeLTaBawa HHUMAeHaTa / System for registration,
assessment and reporting incidents

O Cucrem 3a G10kHpame 1 NMoBaueHe cpecTBa ca TpxkuiiTa / Presence of system for blocking and
withdrawal of devices from the market
O Benenponaja je u yBosuuk /The wholesaler is also importer

Totephyjem 1a cy noctaBbene MH(OpMauMje TauHe M [a CPEICTBO YMja C& PEruCTpaLMja TPAXKH OBHM 3aXTEBOM
HCITyHaBa yCJIoBe MPONKUCAHE 3aKOHOM KojuM ce ypehyjy MeuUMHCKa CPecTBa 1 NPONUCHMA JIOHETHM 32 HeroBo

crpoBoljerse koju ce Ha buX npuMerbyjy. / 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.

Jatum / Date:
Wme u npesume oarosopror smua / Notifier's name and surname:
Mortnuc u neyar / Signature and seal:

MNpuaoxena nokymentanuja / Attending documentation:

0O OO oo oo

Jlucta menuumnckux cpenctsa / List of medical devices

Jlokas o yniiath nponucane Tapude Arenimju, y ckiazy ca 3akonom / Document for payment to the Agency
in accordance with the Law

Jlexnapauuja o ycarnawenocti / Declaration of Conformity

Ceprudukar/u o ycarnawesocru / Certificate/s of Conformity

Ceprudukar cuctema ynpasibama KBannteTom (ako je norpe6ro) / Certificate of Quality System (if
applicable)

Osnauherse nponseohaua / Letter of authorization by manufacturer

OGenexaBatbe Ha €HITIECKOM, OZIHOCHO CPIICKOM je3nKy y ckiiany ca 3akoxom/ Label in English and/or
Serbian language, in accordance with the Law

VnyTcerBo 3a ynotpedy Ha eHIIIeCKoM U cprickoM jesnky / Instruction for use in English and Serbian language
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JIMCTA MEJUIIUHCKHUX CPEJICTABA / LIST OF MEDICAL DEVICES

Pennn
opoj /
No.

Ha3sue MeAHIHHCKOT cpeacTsa (ca
CBHM THIIOBHMA / MO/IeJIHMA, AKO
je npuvemnBo) / Medical device

trade name (with all types /
models, if applicable)

T'pyna reHepuuKHxX
MeTHIHHCKAX
cpeacrasa / Medical
device generic

group

Canpixaj nakoBama, cBe
Bapujanuje / Package
content, all variations

GMDN /
EDMA

Karanomxkn 6poj
/ Catalogue No.

S|lole|w|a|u|a|vw|w|—
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Obpazan 1.
Application form 1.

3axTeB 32 perucTpauujy MeAMIHHCKOT CPeACTBA
(OrLITe/aKTHBHO MMIUTAHTAOUIIHO/in Vifro IMjarHOCTHYKO)
H3MeHe, OHOCHO A0MyHe/Nnpoay:Keme/Opucame perucrpanuje/
Perucrap npoussohaua/osaamhenor npeacraBHuka npoussohaua

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

Hme naanexnor oprana / Competent Authority's name
AreHuja 3a niekoBe 1 MeuMHCKa cpesctsa Cpouje / Agency for medicines and medical devices of Serbia

Kon semibe / Country code pan/ City

PC/RS Beorpan / Belgrade

Yauua u 6poj / Street, Number TMowrancku koa / Postal code
Bojsone Crene 458 / 458 Vojvode Stepe str. 11221

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

E-mail: hygia@alims.gov.rs
Bpcra 3axtesa / Type of Request

[ Perucrpaumja / Registration

[ Mismene u nonyse / Amendments

[ Mponysese peructpaunje / Registration extension
[ Bpucate pernctpaunje / Registration Deletion

Hagectn 6poj pemera 0 perncTpannju Ha Kojy ce OIHOCH Npojysere pernctpaunje / Number of the
registration to which Registration extension is related to

Hagectn 6poj pemera 0 perncTPANMjH HA KOjy ce OAHOCH H3MEHA HJIH IONYHA HiIH OpHcaibe
perucrpauuje / Number of the Registration Amendments is related to or Registration Deletion

EC ceprupukar / EC certificate

[ Production QA Bp./No.: Jarym/Date: Basku 10/ Valid until:
[T Full QA Bp./No.: Jlatym/Date: Basku 10/ Valid until:
[J Product QA Bp./No.: Jlatym/Date: Basku 110/ Valid until:
[ EC verification Bp./No.: Jatym/Date: Basku 10/ Valid until:
[J Design exam. Bp./No.: Jlatym/Date: Baxku 10/ Valid until:
[ Type exam. Bp./No.: Jlatym/Date: Baxcit 10/ Valid until:

JexuucTBeHn 6POj M HA3NB Tesia 32 ouewHBame ycarnamenoctn / Unique number and Name of
Notified Body

Bp./No.: Hasue/Name:
Bp./No.: Hasus/Name:
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