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Редни број / No.
	Назив медицинског средства (са свим типовима
/ моделима, ако је примењиво) / Medical device trade name (with all types / models, if applicable)
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Kunaca meaqununckor cpeacrsa / Medical device risk clas:

O Ois [JAUMI/AIMD  []Jlucra A/ List A

Om Jir [ Jucra B/ List B

Cua b [J Ocrana MBJ1 / Other IVD
O O Camorectrparse / Selftesting

Oaa
OB

Owce
Owp
9. | Mcropuja / History:
Huje Guio nosnauersa, 3aGpaHe NpoMeTa y IpyruM 3eMJ/baMa WM HCTINTHBAkba npahera
ME/IMUMHCKOT CPe/ICTBA Nocie CTaBsbarba Ha TpskuwTe / There is no previous recalls,
banning in other countries or post-market surveillance studies
[0 Ao je 6uno nosnauersa, 3a6paHe npoMeTa y ApyrUM 3eM/baMa WM HCITUTHBAbA
npalierba MEIMLIMHCKOT CPE/ICTBA MOC/IE CTaBJbatba Ha TPKHIITE — HaBecTH AeTasbe / If
there was previous recalls, banning in other countries or post-market surveillance studies —
provide details
10. | Tun u3mene win gonyne / Type of Change

O
O

o 0o

M3MeHa Ha3uBa U aapece opsawheHor npeacTaBHuka npoussohaua / amendments of the
authorized representative name and address

M3MeHa Ha3KBa, OAHOCHO ajpece npoussohaua / amendments of the manufacturer name
and address

usmena oBnautheHor npejcTasHuka npoussohaua / change of the authorized
representative

M3MeHa HHoCTpaHor npoussohaua / change of the manufacturer

u3MeHa HOTH(HUKOBAHOT, OJHOCHO MMeHoBaHor Tena / change of the notified or designated
body

ycarialiaBate ca 3aXTeBuMa perysiatia EBporicke yHHje, OIHOCHO I0CTaBIbate aKyPUPaHHX
ceprudukara o yearnaweroctv (Declaration of Conformity u /i EC Certificate) /
compliance with the requirements of European Union Regulations or submission of
updated certificates of conformity (Declaration of Conformity and/or EC Certificate)

M3MeHa Ha3uBa MeauLHMHCKOr cpeacTsa / medical device name amendments

W3MeHa rpyrne reHepHuKUX MeJMLIMHCKUX cpeacTaBa / medical device generic group
amendments

M3MeHa M3IJIe/Ia M HauMHa 00erekaBatba CriOJbIbEr, OIHOCHO yHYTPALer NaKkoBarba /
outer or internal packaging amendments

M3MeHa UK JIONyHy YIyTCTBa 3a ynoTpeSy MeaMUMHCKOr cpeacTsa / instruction for use
amendments

0o o 0go o oo

M3MeHa UM JIONYHy THIOBa, MOJIeNIa, KaTaslolKUX Gpojesa, caapikaja nakopawa / types,
models, catalogue number, package content amendments

M3MeHa KJlace WM KaTeropuje meauuunckor cpeacrea / medical device class or category
amendments

u3MeHa poka yrnorpebe meauuuHckor cpeactsa / medical device shelf life amendments
M3MEHa YCJloBa YyBakha MEIMLIMHCKOr cpe/icTsa / storage condition amendments

M3MeHa MeCTa W3/laBakba, OJHOCHO Mpojiaje MeAULIMHCKOr cpeacTsa / place of issuing or
sale amendments
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[0  u3vmena noctynka nenuTHBarba roTOBOT NPOM3BO/IA (M3MEHa CTAaHAAP/A M METO/A),
M3MeHa JIu3ajHa, MaTepHjaa, cacTaBa MEMLIMHCKOT cpecTsa U ci. / procedure of
investigation of the finished product amendments (standards and methods), design,
materials and constitution of the medical device amendments

M3MEHe M JI0MyHe PErucTpaLmje Koje Hemajy yTHLaja Ha CUrypHOCT 1 nepopmarce
MEIMUMHCKOT cpezicTa / registration that do not affect the safety and performance of the
medical device amendments

ocTajie M3MEeHe M JIoNyHe perucTpatuje MeMLMHCKOr cpeicTBa / other registration
amendments

11.

Jocrynno / Available are:

O YIyTCTBO 3a ynoTpeQy Ha eHrieckoM je3uky /instruction for use in English

YIyTCTBO 3a ynotpely Ha cprickoM je3uky /instruction for use in Serbian language

OGenexasatbe Ha eHrieckoM jesuky / label in English

OGenexasatbe Ha cprickoM jesuky / label in Serbian language

12. | Tpxumna ogo6pema n ocHosuu 3axTesn / Marketing Approvals and Essential Requirements
O Tpxuuna on06pewa y apyrum sembama / Foreign Marketing authorizations
IpubaB/beno ogobperbe 3a cTaB/bambe HAa TPAKHITE Y caeaehinm 3emibama / Approval obtained
for the medical device to be placed on the market of the following countries:
O Aycrpanuja / Australia O Janan / Japan
O Kanapa/ Canada O CAJl/ USA
O 3emsbe unanuie EY u apyre 3emibe koje cy ummnementupane aupektise 90/385/EEC,
93/42/EEC 1 98/79/EC / Member States of EU or other country that have implemented the
European Council Directives 90/385/EEC and 93/42/EEC
13. | Haunn npahema CHrypHOCTH Koji KopHcTH nponsBohay/opaamhenn npeacraBHuk /

Means used by manufacturer/Authorized representative for tracing of safety

O Perucrap Benenpoaaja v auctpuGyrepa / Presence of wholesaler and distributors register

O CucTeM perucTpaije, ouetbHBarba | W3BelITaBamba HHIaeHara / System for registration,
assessment and reporting of incidents

O Tpahere cneuuduunnx (cauMunux) MearuMHCKUX cpeacrasa / Tracking of specific
(similar) medical devices

O Cucrem 3a 0bycTaBbare H NMOB/IaUeHe CpesicTBa ca TpxkuinTa / Presence of system for
blocking and withdrawal of devices from the market

Hudpopmannja y Besn Bejenpoaaje n xucrpudyrepa / Information about the wholesaler and
distributors

O Peructpaiwja y npuBpeaHOM perucTpy (HaBecTH nojarke Besenposaje) / Registration to
Trade register (provide details about the wholesaler)
PerucTpaimja y npuBpeHoM perucTpy (HaBecTH nojgatke auctpuGyrepa) / Registration to
Trade register (provide details about distributors)

by manufacturer

O Iuemo/nokyment 3a opnauhuparse on npoussohaua / Letter/document for authorization

CiucTeM perucTpauuje, oueHHBarba i H3BelITaBaa HHuMaeHata / System for registration,
assessment and reporting incidents
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O CucreM 3a GioKHpatbe U ToBlIaueHe cpeJcTBa ca Tpxuiuta / Presence of system for
blocking and withdrawal of devices from the market
O Benenponaja je u yosuuk /The wholesaler is also importer

Tlotephyjem na cy mocrassbeHe HH(OpPMAaLMje TauHe W 1@ CPEACTBO 4Hja Ce PErHCTpalija TPakH OBUM
3aXTEBOM HCIlyHhaBa yCJIOBE MPONKCAHE 3aKOHOM KOjUM ce ypelyjy MeIHLHHCKa CPEACTBA H NPONHCcHMa
JIOHETHM 32 HEroBo CIIpoBoheme Koju ce Ha WuX npumemsyjy. / 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.

JMartym / Date:
Hwme n npesume oxarosopor jinna / Notifier's name and surname:
Tlornuc u nevar / Signature and seal:

Mpuaoxena fokymentanuja / Attending documentation:

Jlucra menuumHekux cpeacrsa / List of medical devices

Jlokas o yniaty nponucane Tapude AreHuuju, y cknady ca 3akoHom / Document for payment to
the Agency in accordance with the Law

Jlexnapauuja o ycarnawmenoctd / Declaration of Conformity

Ceprudukar/u o ycarnawenoctu / Certificate/s of Conformity

Ceprudukar ciucrema yrnpasibarba KBaIMTeToM (ako je norpeGHo) / Certificate of Quality System (if
applicable)

Osnauhere npoussohaua / Letter of authorization by manufacturer

OGeneskaBame Ha EHITIECKOM, OJTHOCHO CPIICKOM je3HKy y ckiay ca 3akoHom/ Label in English
and/or Serbian language, in accordance with the Law

VnyTceTBo 3a ynorpeOy Ha eHIJieckoM U cprickoM je3uky / Instruction for use in English and Serbian
language

O 0o oo oo
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Obpaszau 1.
Application form 1.

3axTeB 3a perucTpanujy MeIHIHHCKOT CPeICTBA
(OmLuITe/aKTHBHO HMIUIAHTAGHIIHO/iN Vitro IHjarHOCTHYKO)
H3MeHe, OJHOCHO JoNyHe/IPoay:Keme/OpHcame perucrpanuje/

Perucrap npouseohaua/opnamhenor npeacraBHHKa npouspohaua

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

Hme napnexnor oprana / Competent Authority's name

AreHuuja 3a lekoBe 1 MeaMuUMHCKa cpesictea Cpouje / Agency for medicines and medical devices
of Serbia

Kox 3emsbe / Country code I'pan / City

PC/RS Beorpan / Belgrade

Yiuua n 6poj / Street, Number Tomranckn kox / Postal code
Bojeone Crene 458 / 458 Vojvode Stepe str. 11221

Teaedou / Phone Tenedon-dpaxe / Phone-fax
(+381) 11 3951 159 (+381) 113951 158

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

[ Perucrpauwmja / Registration

[ Usmene u nonyne / Amendments

[ Mpoaysketbe peructpauije / Registration extension
[ Bpucare peructpaunje / Registration Deletion

Hagectn 6poj pemera 0 perHcTPALMjH HA KOjy ce 0OHOCH NPOJYZKelbe PerucTpaunje /
Number of the registration to which Registration extension is related to

Hagectn 6poj pemera 0 perucTPANKjH HA KOjy ce OIHOCH H3MEHA HJIH JIONYHA Wi Gpucame
perucrpanuje / Number of the Registration Amendments is related to or Registration Deletion

w

EC ceprudukar / EC certificate

[ Production QA Bp./No.: Jlatym/Date: Baxwu n0/Valid unti
[J Full QA Bp./No.: Jlatym/Date: Baxu no/Valid un
[ Product QA Bp./No.: Jlatym/Date: Baxwu no/Valid until:
[ EC verification | Bp./No.: Jlatym/Date: Baxku io/Valid until:
[ Design exam. Bp./No.: Jlatym/Date: Baxku s10/Valid until:
[ Type exam. Bp./No.: Jlatym/Date: Baxku 10/ Valid until:

Jeauncrsenn 6poj M HA3HB Tela 32 olemwHBame ycaraamenoct / Unique number and Name
of Notified Body

Bp./No.: Hasug/Name:
Bp./No.: Hasus/Name:
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4. | Bpoj, naTym u pok Baskema ISO 13485 /SRPS EN ISO 13485/ EN ISO 13485 ceprupukara
(axo je norpedno') / Number, date and validity of ISO 13485, SRPS EN ISO 13485, or EN ISO
13485 certificate (if applicable'):

Bp./No.: ‘ Jlarym/Date: Baxcu 1o/ Valid until:
Hasng akpeanrosanor ceprudukanuonor reaa / Name of Acredited Certification Body
Hasus/Name:

5. | Mognocunan 3axresa / Applicant
[ Mpoussohau meauumnckor cpeactsa (y PC) / Medical Device Legal Manufacturer (in Serbia)

[ Oenawhenn npeacraeuuk (mHoctpator nponseohaua) / Authorized representative (Foreign
Manufacturer)

Haszus noanocuona 3axresa (npoussohaua / opinamhenor npeacrasnnka y PC) / Name of the
Applicant (Manufacturer / Authorized Representative in Serbia):

3emsba/Country T'pay City

Yauua n 6poj / Street, Number Tomrancku 6poj / Postal code
Hime u cTpyKa JIHIA OITOBOPHOT 32 Tenedpon / Phone
noxkymentanujy / Name of Contact Point for ®axkce / Fax

documentation E-mail

Hime u cTpyKa JIHIA OIFOBOPHOT 32 Tenedpon / Phone

suruianny / Name of Contact Point for ®axke / Fax

vigilance E-mail

6. | Hasus nnocrpanor npoussohaua / Foreign Manufacturer name

3emsba/Country I'pay/ City
Yamua n 6poj / Street, Number TMomranckn ko / Postal code
Hme oaroeopnor jsuua / Contact Tenedon / Phone

®axkc / Fax

E-mail

' Ceprudukar cuctema ynpasbata ksasuterom npema 1SO 13485, SRPS EN SO 13485/ EN ISO 13485, u3nar on
CTpaHe aKpeIHTOBAHOT CEPTH(HKALMOHOT TeNa, HEONXONAH je 3a MEIMUMHCKA cpecTBa Kiace | 1 ocTana in vitro
JIMjarHOCTHYKA MEIMLIMHCKA CPE/ICTBA, KO je Mpom3Boljau u3 Apykase Koja Huje Aprkasa uianuua EY, onHocHo koja
Hije 3akbyunia Criopasym o meljycoGHom mpusHasamwy ca EU (Mutual Recognition Agreements, MRAs) n
Tpotokone 3a EBponcku cnopasyM O OueHHBaky yCarfalleHOCTH M NMpUXBaTaky HHIYCTPUjCKMX NPOM3BOIA
(Protocols to the Europe Agreements on Conformity Assessment and Acceptance of Industrial Products, PECAs).
Vmecto Tor cepTiHKaTa MOXe Ja ce I0CTaBH JIOKa3 Jia Ce MEIMLMHCKO CPEICTBO HAla3H y MPOMETY y HEKoj o1t
npkasa wiakuua EY, o1HOCHO npikaBa Koje Cy 3akibyumiie HaBeneHe cropasyme (OpHrHHaln Wik oBepeHa KomHja)
/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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Kareropuja mexnuunckor cpeacrsa / Category of the medical device:

01 - AxruBHa uMnIaHTabuIHA 07 - HeakTuBHa MMIUIaHTAOMIIHA MEIULIMHCKA
menuLmnHCKa cpenctsa / Active implantable cpezictsa /Non-active implantable devices
medical devices [Jos- Odranmonoka U ONTHYKA MEIHIIMHCKA
[J 02 - Anecresujeka u pecniupatopha cpenersa / Ophthalmic and optical devices
MenuLmHCKa cpesictsa / Anaesthetic and 09 - MeMumHcKa cpecTBa 3a BUILEKPATHY
respiratory devices ynorpeGy/ Reusable instruments
[7 03 - Jienranua meanumtcka cpeactea/ [J 10 - Mennumncka cpeactsa 3a jennokpathy
Dental devices ynotpeGy / Single-use devices
[Jo4- EnekTpo-MexaHuuKa MeMLIMHCKA [ 11 - Mennumncka cpezcraa 3a nomoh auLmMMa
cpeacrea / Electro mechanical medical devices | ca unanmuanrerom/ Assistive products for

05 - BonHuuka, anaparypha onpema / persons with disability
Hospital hardware [ 12 - Jlujarsocruuka u repaneyteka
[ 06 - In vitro anjartoctuka menumHCKa ME/IMLIMHCKA CPEICTBA Y PaMONoruju/
cpeacrsa / In vitro diagnostic devices Diagnostic and therapeutic radiation devices

[J A - Medicinska sredstva za administraciju, uklanjanje i sakupljanje / Devices for administration,
withdrawal and collection

B - Medicinska sredstva za hematologiju i hemotransfuziju / Haematology and
haemotransfusion devices

C - Medicinska sredstva za kardiovaskularni sistem / Cardiocirculatory system devices

[ D - Sredstva za dezinfekciju, antiseptici, sterilizaciju i deterdzenti za medicinska sredstva /
Disinfectants, antiseptics, sterilising agents and detergents for medical devices

F - Medicinska sredstva za dijalizu / Dialysis devices

[] G- Medicinska sredstva za gastrointestinalni trakt / Gastrointestinal devices

[J H - Medicinska sredstva za $avove (Savni materijal) / Suture devices

[[1J - Aktivna implantabilna medicinska sredstva / Active-implantable devices

[[] K- Endoterapijska i elektrohirurska medicinska sredstva / Endotherapy and electrosurgical
devices

L - Hirurski instrumenti za viekratnu upotrebu / Reusable surgical instruments

[J M - Medicinska sredstva za opste i specijalno previjanje / Devices for general and specialist
dressings

[CIN - Medicinska sredstva za nervni i medularni sistem / Nervous and medullary systems devices
P - Medicinska sredstva za osteosintezu i implantabilnu protetiku / Implantable prosthetic and
osteosynthesis devices

O Q - Dentalna, oftalmoloska i ORL medicinska sredstva / Dental, ophthalmologic and ent devices
[J R- Respiratorna i anestezijska medicinska sredstva / Respiratory and anaesthesia devices

[J'S - Medicinska sredstva za sterilizaciju / Sterilisation devices (excluding cat. D - z)

[C] T - Oprema za zastitu pacijenata i sredstva za inkontinenciju / Patient protective equipment and
incontinence aids (excluding personal protective equipment - ppe)

[J U - Medicinska sredstva za urogenitalni trakt / Devices for urogenital system

[V - Ostala medicinska sredstva / Various medical devices

[ W - In vitro dijagnostitka medicinska sredstva / In vitro diagnostic medical devices

Y - Medicinska sredstva za pomo¢ licima sa invaliditetom / Devices for persons with disabilities
not included in other categories

[ Z - Medicinska oprema i prateéi pribor, softver i potro$ni materijal / Medical equipments and
related accessories, software and consumables
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