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Medical devices equally as medicines, are an important segment for normal functioning of the health system and an integral part of

~ METHODOLOGY

oharmacy practice. Diversity and specifics are complicating the harmonization of the regulative. The care and actions which ensure safe and
oroper use of medical devices as well as monitoring of possible safety problems and adverse reactions, are the subject of numerous
recommendations, regulations and standards.

The purpose of this study Is: to analyze the recommendations of the WHO, EU, FDA, PGEU and their implementation in developed
countries and RM, to realize the aim of harmonizing the vigilance system, to define the specifics on the classification, the quality
standards of materiovigilance that guarantee safety for using the medical devices and legal support that it provides, the opportunities and
the degree of harmonization of the vigilance system in North Macedonia compared to other countries.

~ RESULTS AND DISCUSSION

In order to achieve the set goals, we reviewed relevant literature sources of primary and secondary literature, documents and
recommendations of the WHO, EU, FDA, PGEU and specific regulatory authorities for nomenclature, classification,
standardization and quality assurance. We made a comparison of the regulation systems of materiovigilance in America,

Australia, England, India ar

d Macedonia. The obtained results show that there Is a high degree of harmonization of regulatory

systems of the Republic of Macedonia with other members of GHTF which guarantees a high level of efficiency, security and

accuracy, partly limited by t
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Table 1. Difference In viailance svstems in UK. USA. Australia and India

Fararmrmaeterrs | ol - M = (A=t =li=)k e o W o W =S (Imdi= e
o comarmtrie s
FCoe=firmaticers il Irv—lupedle== @ll irv=tr-eemrmee it =, Erxrc lwuwdde=s vy peaeores mrned Fhheoesp el Erccllisddle=es rmmvaterials wsedd I O — =i = a—m it e e e ol e o]

rrreclice =l cllerie =

FMeaedical dewice
classirfficaticsrs
EFEasis «—f
Cllaas=s=irfficaticers
FPoo=trmarlcetimes
=wrwwe=ill@ruce

AT ==

e Fues rwe el T
e e S

T rateri=a oo

e e e

et —rrepartall e

i dle= e =M= et

aypyelimmees, mmeatereal=,
s hriarne=s, i witree odi=srm st
mpgaemnts, ampellants. soaftvwwrmre,
e s rwrie=, @mraad di=spmifeactmmtes
F classe==: clas=s 1, —cla== [Il. =mmd
—la=<= 111

L =vwe=l «—f —aemrntral|

HFleod =l
Maedical dewice trracBoiimges

et e ]| S

MR =wemte fhlle=s, receerrd=,
Sread wsrrrttean e e cd e s

Ly e T T Y

= e iamllEie =

Frarndd lorues

Fecall preascedcdwume armed seimiare=
Flawe ==t= Eli=hi=«d srackime
=wsiterre =irnc= [ S99 =F

Mlamuafacturers, I roaers, wsamr
Ffac—cilitihe s, uusers, distribwtear =,
mraed Fwealthh proaofes=sicamal=

LCreatchs covr serrpwurs irmjorere

[ e=wiie—e rmmalha meac i e =

Llse=er errmar

Irmejroaarwfillme=ss reqguuirimgs rmmeaecdlie= |
It r e rn i =rn

Manmnufacturer=s «—arm apg ly foa

T = et rrsEmmmwuafEc it e

rmaaboes thhe cdlewriie e

o saeuacaalcd, sarmd coammrmmeercial - mracdle

ddli=irmmfectamte=

O classes: olas=s I, classe= lla aarmrd Il

llas=s I, =urmed cllas=s A1

C las=rfi—aticsrs rrwuale=

A ddwerse ewent e e rtinge
W imilameaee escchamese o= mn
Emfoarcaermeaemt sectinewitie=s

Ca=traboaticermrn receer—ddl=

A el =

IrH-Fir>Ts dewelaopy e
fFfoor trackimnge of patiemits s

mrmmypllamtcabyle mmedical deswices

Maumufaactuarers, S o rnnsaars, Lsar=s,

Frheallth professpamnal=s, amd T T

Ervremrmt has e wnrreodd

Maedical dewince"s assaaciaticamm wewiths
thue erwe it
Eremt led mmiiskte
e =L =TFE-] o L] ™
L= =r—ddetected defihiciemaies

Feoat cmuse= «=f thne andveeser=e evwermt

le=med e A==t

i= dese e the ppatiemtes" prae—
e isElrE ] e
Eocvrceaedecd serwiee liffe o e ic e
Lilce=liklueened i mcdhwesmrse asvwermt s
e epralbhile aftter risk assessmme (Y =
Siide eiffftect=s —learly pdlerwciifieod irm
thye rmmvamuafactuerer™s labaelirge ol
P Pl TR W= o tewd iy dewice rmmvEsterr

it - e |

Femr disirvffectiearm o fF rmaeaecdic=all

e PO e —

= cCclas=se=: clas=s I, cla== 1Ila.
—lass ke, @amd clka=s=<= 111

Clas=ifacaticerm ruale=s

B e RN o T s ) - Ty o =
FSO 2 armd Ficeld safety moaotihce=
Irmwrestimaticemes

E e rcermruermt

Foaostrrmmarboet oclirvicaml o llomemer— oo

Pee=cacar«d=

AAlTS deweslaoaoppaead
v stipgmate the fmialuar= mecoadle=
=04

o F s e reppaesrits

Aaassres s T e ruile

MFMamuafacessre=r=,., u=s==r=, he==altchs
preaaofessicaomals, anthiaoaori=aedd
reppresaemntatives ., =rmadad TR A
Event has occwar-med

Maedical dewice"s ass o i tiaern
ity Ehwe v

Fwvemt ledfmmisht lead o
death ' serioues irujoar

e er—adaetaected deficisnaciaes
Rt cawmse oaf thee adweaer s
e i= e e e patrierwte="
e — e s e e e i e
FPFacreaedaed s=ermrwine = life o dewicoe
Lik=lilh«—aoaad «—=f amdwe=r=sv =we=mit

i= mococeprtakle atioer rishk

Sidle =effeact=s —lemrhy pdemterfiedd s
thne= mmuamusfactuerers labelime =arwd
el e ryitead iy ddlewric e rmas e

e e et |

as adlewes

Fdoee defthrmned classeae=s foar dewiace=

[t N

L e s e e e e e e

Fer i rte s

w—amrmmperlaamnte hhammdllare e
Aaddwerse ewent reppartinge
e el pere= Feoor d st st acemrs
i recerd =

e e e o] e Feoar e =l
Iab=limgs prowisicamn s, the Lot
muarre/berdfbhatch mauarnmmibber fooar
He=mrwwrire s rmavamrmadlateery o em s
e e e i

Mlamuafactuwureaers sl

Ervremrmt has e wnrreod

Maedical dewince"s assaaciaticerm
e il e et
Eremt ledfmmiiskhte
e =S =T L] o TLEE

L s =r—wdletected ddeficiiemeacie=s

Feaocast camuse= «f the adwer=sae

==l e cAe==mcha

=wemrnt i= adese e the pathaernes"T
e aescistrmEe o raad i isTe
Eocvrceeacdedodd serwice liffe ol cdlewrice
Lilkce=lilnecaaned «—af adwerse aewemnmt is
e epralbhle aftbter risk assessrmrueric
Side eiffftect=s clearly idemcifiead im
thve rmmvaamnnuafacouarer'=s labaelimge =

- CONCLUSION

({Comntirmcrcea )

Medical devices equally as medicines, are an important segment for normal functioning of the health system and an integral part of pharmacy
practice. We conclude that Implementation of the system of materiovigilance iIs in accordance with the recommendations of the WHO, EU and
specific bodies established for that purpose.



