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Blapa ua Peny6lura Ceaepna Mare4onuia

affirl; " 
n"p"ilrltot to rnruqtaonis6 sE Veriut

MEMOPAH[vM
MEMORANDUM

13,
l) <(s-'4,

(ua luHucrePor I'lnu APII(aBH
€ron.t

Cnonie / ShkuP,
i ]_!*ti*z022 ro A r,r H a

co camoc'roiuI4or oPtaH Ha

organin e Pavarur tE

ei rNsrrru-crou"Ll

A|EHUI4JA 3A IlEItOBl4 I',I ME[l'lul4HCI(14 CPEICTBA

AGJENCIA E BARNAVE DHE PAJIS]EVE MJEI(ESORE

; J"te .e req-e 1r -e-"9 T]1h13.9,*;u;
ueCros / rIJuLLi:

|OII4IIIEH I43BEllITAl 3A PAEOTATA HA

AfEHUI',UffiA 3A rlEItoBI4 ra lnsuraul4Hclfl4 CPEICTBA

3L2O2lroguna/

RAPORTI VIETOR PER PUNEN E AGIENCISE SE BARNAVE DHE PAIISJEVE
- .-- 

MIEI(Esons PERVITIN 2021

NSHKRIMI:
.D. DBEJTORI

it qe

tet€rore)(i ministrit ose sekretarit
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iji 
fr,::i::;:ll6 
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r'r vc B o rr ro A I'I uH I4or

usneurrai ,u puoo""}I,eTo ua Areuquiata sa JIeI(oBvI 14 MeAI4III,,IHCI(LI Cpe[CTBa 3a

202lroguual

QeveriaeRepublik6ss6Maqedonis€s6Veriuteshqyrtoidhemiratoiraportinvietor
p6r punen e Aglencise sE barna'" anu"puli'it" ^iu[esore 

per vitin 202]"
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Bnasa ,ra Peny6nuta Cenepna Maregouuia

oBPA3Eu3AIIPoqEHKAHAoI4CKAJIHI4TEI4MIIJII4KAU}I}I
HA rrpEuror llpoflucr,rTE ra onruurrE AKTII Roctessll:lg BJIAIATA HA

PEIyEJII4KACEBEPrrerrnertr[oHl4JAgAHI4gHoyCB0IyBAISE

FoRMULARPERVLERESIM.INEIMPLIKIMJITEFISKALENEPR0PoZIMINE
DISPozITAvE DH; eii'ivi ir' prnGIriH-sH-ME r!-P;nesHrnuARA DERI rE QEvERIA

E REPUBLIKES SE MAQEOOi.TiiTi SE VERIUT PER MIRATIMIN E TYRE

t- d"".""Ptt'o / oPrau Ha APxaBHa

yflpaBa:'-' Miriraria / organi i administratEs
ffiiiProPozimit:

A*"qr," t" 
'eI(oBI4 

vr MeAI4III'IHCI(I4

cpegcroa/
Aglencia e Barnave dhe Paiisjeve

ilr"*ii"*'lnJo"n' e Agiencise se barnave dhe

pailsieve miekesore per vitin 2021 "

<
loguureu I43BeIIrraJ =ffi6o"uta 

Ha Aresquiara:a JIeI(.BI,

r4 MeAI'IqI'IHCI(I'I cpeAcr sa sa2O21 togwuaf . r-^--^,,^ rlho

folrr"n uaseurrai/
ffior pr3Berrraj :a pa6orara Ha

Arenqraiara 3a JIeI(oBI'I 14 MeAI4III4HCI(u cpeAcrsa sa 202L

rograua /
Njoftimi me raportin vietlr..ner 

"::i,:,|gr';ncis€ 
s€

iek€sore P€r vitin 202L
A- K"*"* ten'/$arc uJrlr e-[oIIITa:

kt dhe titulli:
5. Kontarr nuqe u 3

Lirfi;h"brri@ -alme d'gov'mk

B.A AI4PEI{ToP/u.D' DREITORI

Mr. farm. sPec. Lirim Shabani

YcsoiYsame nu 'og""or 
u:neurra!/

Miratimi itrrrrqL.^rr'_--_f '

0 Ilpep"."P"nP^6" (Ha cPe4crna)

nortefY ABe [PorpaMI4

nirnpet"autja (e mieteve)midis dY

programeve

( ) Hosa ilPorpaMa

Program i ri
p".[n-ruu Bo BPCI(a co EY /
Rregullativa ne lidhie me BE

a c*ly*ro";a ABe I'Inh noseite

nporpaMr I
Bashkimi i dY ose m€ shumE

O 3t"^""Yran'e / uar"ranyBaH;e Ha

nocToeql(a IIporpaMa

Zmadhimi / zvog€limi i Programit

( )Apy*oua PerYlaruna /
Rregullativ€ tiet6r e re

aoArrrro, u:reulrai
a Aa ro pa3rneAa I4 ycBOI4 roAI

pa6oraraHaAreHqujaTa3aJIel(oBI,II4Me-I.I'uIII4HCI(I4CpeACTsa,,zaZ}2lrogurra./

Qeveria e Republikes s9 rvra11!"""t:1 f:lii::i};].*;:#rdhe 
miratoio raportin vietor pdr pundn e

ffi;:H:;t jn,u; lr," r"j,,i*e miek.sore per vitin 2021



11. <DucnaaHlr r{MrrnHKarIEr{:

Implikime fiskale:
Vernpra rog.
Viti i kat€rViti i v

A.BnynHra rpouoqu ru np.gro.oiJ Sh!ilfil.t
e p€rgjithshme p6r propozimin
flaaru / Rrogat
Crora uycnytu/ Mallrat dhe sherbimet
I(anurar / I{apitali
Tpanccf epra / Transfer
Brynuo / Gjithse
B.04o6peHz.pua.@
miratuara pdr propozimin
lllaru / Rrogat
Croru hycrrytt/ Mallrat dhe sh€rbimet
I(anuraa / I(apitali
TpaHccfepn / Transfere

C llponaena (pasnnna) oa oaGpurrr" .puaG*
(B-A) /
Ndryshimi (diferenca)nga mietet e miratuara
(B.A)

fllaru / Rrogat
Cronu wycnyrut / Mallrat dhe sherbimet
I(auurar / I(apitali
Tpauccpepu / Transfere
!,ryqro / Gjithse
D.Pacnololtrrur@
Apyrt4 ar(rraBHocrt4 unu [porpaMu ro opranor) /Mjete ne dispozicion nga te hyrat (nga
aktivitetet tjera ose programet n€ organ)
Il.uaru / Rrogat
Cronn vyctytu/ Mallrat dhe sherbimet
I(auura.u / I(apitali
TpaHccf epr.r / Transfere

(C-D)

[1lrarn / Rrogat
Cronu v ycrrytu / Mallrat dhe sh€rbimet
I{anura,r / Kapitali
TpaHccf eprz / Transfere

E.Herorrnrrr,uqrr@
(C-D) /lmplikimet neto te mjeteve t€ organit

F.3roaeuyaaroe f ruauanyBarr,e Ha ,p^*ogrrJ
Zmadhimi / zvo.q€limi i t€ hyrave
G..(ono.uHra:r"rrr rru@
cnoAenyBaH,e Ha Tpouoqr,rTe

Burime shtes€ t6 financimit ose ndarja e
shpenzimeve
Irleaop:/

1-1. Hero groaepryuu*"fi*-yu*u *
6pojor Ha npa6oreur4 Bo BpcKa co npe4loror: /

Zmadhimi / zvog|limineto i numrit te
td pun€suarve n€ lidhie me



12. I{aKsI4 rapaHqnn' rcrsrvrvr ^r"t nY ' 
- "

BLICTI4HCI(I4 I'I JI I4 Mo)I(HI'I o6 np cttlt ite np ous ne-e ar

3a Bna,qara (a rou ue ce HaBeAeHI'I Bo rol{Ka L1 A

I I ' 
Qfar€ garancione' hua dhe.obligime te

verteta ose te mundshme do t€ dalin per

Q.u"rme (te cilat ianE te paraqitura nE pikEn 11

[ur.r, rapaHql{}I, 3aeMH wnfi ilPytt4

A deri te 11 G

n*uu npercraByBa 6aParce sa\3. Atto osa nperc'IaEyud uoPqruL Jq

AOnoJIHI{TenHI',l cpeACTBa BO TeI(oBHara

c[ucnalua roAI4Ha I'rnI'I HaABop oA HopMaJIHlIor

qrr,nya Ha [o4rorByBa[Le Ha 6yqeror' ga ce

gage o6Pa:loxeurae /
N€se kio Paraqet k€rkes€ PEr miete

plotesuese n€ vitin fislal viiues ose jasht€ ciklit

normal te pergatities sE buxhetit' te iepet

4*u nu 3aBpIIryBalLe Ha npoqeHl(ara

Data e mbarimit tE vler€simit

ffi nu [ogHecyBaH'e Ha aHarl]'I3ara Ao
15. llara Ha rloAHeuyt,droE nq urrqJr'lve---

Mrnrar"parBoro 3a cfuHaHcull :a 4o6unarce

MI,IC/ICTbC

Data

Ministris6 s€

e d€rgimit t€ analiz€s dreftuar

Financave P€r mendim

G. A.ra na go6uuan'e Ha oAroBoP oA

MuuucrePcrBoro 3a cfunauorra /
Data e marries s€ Porgfigies nga

Ministria e Elngllggye
fril-.r, no6 ap aHI4 o g' Muuu cre p crBorot7. l4sueHn uouaP

:a $unaucuu
Ndryshime t€ k€rkuara nga Ministria e

1& O4ronoP Ha MI4HrICrePCrBoro-

lpeAJIaraq:

G. - oltoBop oA MuHIac'repctBoro 3a

Ministria e Financave:

fluil rr.r.]Lero Ha MuuucrePcrooro

Ministrisd sq Ilqqnlgve

20. ,lJ,anu nuclerct
sa cfiuuaucuu e AaAeHo Bo IIPI4nor

A eshte dhEn€ n€ shtoice mendimi i

AA;*,r'"4
Dita/muaii/viti

flornuc Ha MuuuctePot

N€nshkrimi i Ministrit

1 6 t-\' ?fiz?

fien / r,receq /
roA.

Dita/muaii/viti

a:I:ff,
/rt.\v'lr
< tr,, I-.i< ts6 I
\?ad
\e,,,.
\iflsl
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Bnaga na Perry6nura Cerepna Mare[onuia

-,,i:,,::,,,.::frl::* :ii$-N+$str! :i:r\iriiiii:rra::{\1*:rr3',f('iirii'ri1:*€6i*€ssiat:ise*E 
s:n€$$ltii:i+siri*ar '':c+ '

roI,I4lIrEH I',l3BElIrrAJ 3A P-ABOTATA HA

AI.EHuI,UATA3A#K0BI4rarr,rruuuI4HCKI4CPEICTBA
, 'L+ Dt"-"1-'' 

3 A2ozlro[I4HA

ffi;,-a 3a rrer(oBl,I I4 MeAIIITI'IH.I$'I cpe*crBa (no natauollrHl'tor re*cr: uRnME[)e

-- ^ uorrrrplr(Ha 3a Bpluerbe Ha ynpaBHI4Te 14

."*".,|::JHIH 11Tl#I:^XH;';";:";'"d,r(Ha 3a Bpluerbe Ha vnpaB'I^re 14

netrcrBa. Ha 'Iero ua MAJIMEI e
caMocroeH opraH Ha Apll(aBHara ynpaBa vr e HasJrcz^-*";;. 

,i" rrero Ha MAJIME[ e

crpy,rHr4re pa6oua 3a ,rer(oBr4T i ji:i::::?'Jff#::1fi:X"ffi,^]ill", e oAroBopeH 3a

tr##^:.Xu.:;:,;ffi H:T"fu:ffi iiTi:T;[il"J;fl ']X"J;""#:::.:'#;:lff#.Jl'.H;"'i";f;:Hi;ilffilff;# n*u puoo"re rrro ce Bo HaAIIeII(Hocr Ha

MAIMEI ]IMa 3aMeuur' ltoi ro Ha3Haqyna Baagara Ha Peny6lura

MAIMEI cooiata pa6ota ia sacuona Ha noseite 3aI(oHI4 I'I noA3aI(oHcI(Il aI(TI4I(oI4 oA

HuB Ilpol'I3neryBaar I4 Toa:rOU3IeIYBaaT I4 TOa:

3aronor: 3a rIeI(oBI^re 14 MeAl4'I"tl'111::."i:li:. 
';\"lrilr"J,i:'i:;r::ri;ii';;,ii

ffi ffi ffi "ffi 1ffi o?,H}ili:il',rr'r',i,\\uu"rr1ir,147t13,t64tt3,27t14,43t14'
1/,c. l1Q ,, Cnvx(6eH BeCHI4I( Ha

MAnMEA.

[uPercroPor Ha

CenePua MaregoHuia

BCCH14I(

*1i;H1r,"l,rr",u, r ii, r'i'u', 
'or11:]"11t, :,?n''tr 

r "Crvrt6eu

;#;;;J;" Mare4oHuia" 6p' 2ll}tu 122121)'

;"",:JiJI:1':::il:I":T""ffi :^;;;;"'-'11'ro"Hr4cvrrcraHIII'II4("crvx6eu
,in ',^ot.a tag115,37116,531t6 u

":'r:;r#:: Jl#ffi:;, ,ti. 8,124t10, t64tt3, t4s t15,37 t16, 53tt6 u

193117)vr

_ 3aroHoT 3a 3ApaBCTBeHaTa 3aIIITI,{Ta (,,Clyx6eH BeCHI4I( Ha Peny6rrura MaregoHuja..,

6p.43112,145112,871t3,t641t3,3911,4,43114,132f14,18811'4,10115,61115,154115,t92115,

t7116,37lt6,2ol1gu,,Clyx6eHBeCHI4I(rraPeny6auraCenepuaMare4oultja..6p.
101. I tg, t53 I 19, 78 O I 1g' 27 5 I 19' 7 7 I 2l' t22 I 21 u 17 8 I 21)'

BCCHI4I( HA

3A JICI(OBI4TC }I

ocHosuuor flpaBeH ar(r crropeg nof pa6or:u MAIMEA e 3arouot

,,.orJr':.T[":;;#;;;;";;r, ce ypeAvBaar rrer(oB t.'re vt MeAurrprHcr(''rre cpeAcrBa

,'rr^m aa .'6pq6envBarbe Ha HI4BH[orsa o6es6eAyBarbe Ha HIaBH[or

3a yrlorpe6a so xyMaHara MeAI4III4Ha' yclIoBI4Te I'I HaqI4Hor
HIIBHO IrpoI',t3BoACTBO'

r(BaJIIlTer, 6es6eguocr u ecfiuttacHocr' HaqI4Hor 14 lrocranl(ure 3a

Ha IIeHI'I, KOHTpona Ha I(BaJII4TeT'

uc[I,ITyBaH,e, cTaBarbe Bo flpoMeT, IIpoMer' cfiopuupame

orJlacyBarbe I4 llHCrreKqI',IcI(I4 HaA3Op'

Ha4-nexuocrll Ha MAIIMEI ce:
1:sP*tr*jr#**isn*#'M$



Baaga ra Perryr6auxa Cerepna Maxegorr{a

1) r43laBalbe oao6pe,ri;;ffiffi;il;;;;;:;;;; ".- :.,-a.. . yi,,:!:,..f;, :,,:4

i ;:::::.T:::::n""ja 
sa npor'r3Bo'rqcrBo Ha Me,qr4qlrHcxa cpeAcrBa;3) u3saBarbe o4o6peuulu ,, .,poru" r, .;;;;;; ffilffiKr,r cpe*crBa;4) r'r3AaBalbe o4o6penraja sa upouer Ha Maro co rreKoBlr u Me*uuLrrc^r,r cpe.crBa;4-a)usganabe Ha o4o6peurae 3a [poMer ua ceroia cepzja Ha yBe3e' rre^;5) r43AaBarbe o4o6peHzja ,, arauarbe Ha rer(oBlr Bo flpoMer, KaKo lr [poMeHa,AoflonuyBa]be il.ltt4 o6Hosa ua ogo6peHr4ero;

6) o4o6pyna*e 3a ouracyBaHre 3a Jrer(oBr4 uMeililu,.cr.,4 cpeAcrBa;7) BoAerbe na Perzctap 3a reI(oBI4, P-elucrap 3a TpaAvrI vro*ailHuxep6arua rer(oBr,r,

f r#"':"::T::::::::T'-:"j'""'*p"li*,,,HHrpor43Bozurrperacrap;3a MeAr4r{r.rHc*r.r cpencrBa Bo peny6nnra Maxegonzla; 
--- --rvrrJUvAvt vt ,.trr?lcl'ap

8) Bolelbe Ha perncrap Ha npor43Bo,qkrrena Ha Jrer(oBr4 u perrcrap 
Hanpo14 3 BO,qr{Te.rrkr Ha Me4zrl,'HCr(r4 cp eA crBa BO peuy6nn 

r<a Mane4 0uzja;9) BoAerbe ua Perzcrap Ha cy6jerru 3a npoMer Ha ro.rreMo z perzcrap ua cy6jer(rrr 3aflpoMer Ha MaJro co Jrer(oBkr u Meilu\uHcr(,, Cpe.qcrBa Bo peny6azra Mare40uraja;10) zs4anan'e ogo6pe uuia uf uttn I'I3BecryBaH,a 3a K"rr.rHr4qr(pr ucnlzryBarba Ha ner(oBt4;10-a)no4en e Ha perr4crap 3a rou4Hr4r{r(r4 l,rcfl]rryBaH,a;
11) us*anan'e o4o6peuuja ufunw r43BecryBalba 3a ..trv.,uwttt^ r,^r,,6r,6^-- - r

JvpCrr'atd, u/ uJtu t43BecTyBalba 3a K.III,IHuqKI4 LrcnhTyBaH,a HaMeA r.r qLrHCr(I4 Cp eACrB a;
11-a) enanya4uia Ha oqe^yBaHara Kopzcr Bo orHoc Ha noreHq njaunot plr3r{r( nos.panjero Ha ucnI4TaHhI{I',Te (4oryr'reur sa flpor{eHa Ha npeTr(nlrHt4rrr(ara krIsIuHI4t{I(ara Aol(yMeuraqzja co eBarlyarlzja ua or4Hocor r(opr4cr-pkszr) sa Jrer(orroj e npe4Mer Ha rgrr4Ht4rrr(o acnzryBarbe

12) us*anan'e o4o6penaja 3a yBo3, 3a flapaneneH yBo3 14 3a [orpe6rare 3a r,r3Bo3 HaneI(OBII;

13) ns4anan,e cepruc[ ,Karusa ycorJraceHocr co HaqeJrara Ha 4o6pnre npaKCZ;14) rasganame ceprudt,ol(arl4 sa notpe6r4Te 3a r.r3Bo3 Ha ner(oBkrre Lt MeAr4rlt4Hcnr.rre
cpeACTBa;

1 5) ruacr$ u raqnja Ha npou 3Borqr,rre r(aKo reKo Bpt urrr4M eA r4rlr.r HCr(t r cpeACTBa;
16) rocnocraByBalr,e v orqplr(yBaH,e cr4creM 3a cfaprraaxonvrprnaHqa 

vrMaTepnoButrunaHrla;

16-a) usrorByBarLe Ha rorq,r,,eH v3Berrrrai sa npr.rjaneuure HecaKaHu peaKr{[rr,{ HaJrer(oBr4Te no peuy6lzra Marce4 onuia;
17) nocnocraByBarbe H o,qpll(yBaH,e Ha 6asa ua no.4aror{kt cor"[acHo co ogpeg6r4Te onoroi sarcoH;

18) r'rucnenr{r4cr(u HaA3op Har ner(oB vtre krMe*r4r{r4Hcrs4Te cpe,qcrBa;

, "-r""-;;; rorreMo H npoMer

jh.i..i,4l

;

a
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Baaga na Peny6nura Cenepna Mare[orrynia

HA MAIIO;

20)artrranuocTl,IHao6es6egyna}beHaI(oHTpoJIaHaI(BaII,ITeToTHaIIeKoBuTe14Ha

MeAI,IqI',lHcI(I',ITe cpeACTBa;

21) cnponegyBa MepI(I4 3a crleAert,e Ha lrorpoilyBaql(aTa Ha rIeKoBI ;

22)ianpoMoBLIpapaIIuoHaJIHaTaynorpe6aHaIIeKoBt{TeI4MeAI,lqI,IHcI(IITecpeACTBa;

23)raurerpaqraia Bo N,reiyuapoguara Mpe)Ka Ha rau$opr',raqrau 3a JIeI(oBI^Te |^

MeAI4qI4HcIt'ITe cpeACTBa; 
^^^i,^rrrrra orher<rll BD3 IIC[II4TaHI4IrI4T€

,, I,"#ffit;tlffl ir"rr;. cr4rypHocra r4 HecaKaHur:e eclerrr4 Bp3 rrcrrr4raHl4lrl4re

23.?l;TffiH'ffi:.1t;x;i;:ffirHaAr(rrr4Hr4qKr4rer4cnr4rvBarba,Hecal(aHureseicrna

,r-iiilt:'rffi:=tff 
"Til?rra clapr*,ranoeKoHoMcr(r'rre rroAarollu roBp3aHll co

JIeI(OBI'ITe;

23-r)cnpoBeAyBa}ITHanoCTaIIKa3anoBJIeI(yBaH,eHaIoToBJIeI(I4MeAI,luI4HCItol

,r-;i"ffi;ilI;lHil.or* ar(rr4BHocrr,r Bo AoMeHor Ha cr'rcreMarcl(a KoHrporla Ha

JIeI(OBI'I; .,----^.,a,t,

23.i)vzpa6otyrarany6rruryBaCTpyqHuny6luraql4l,InoBp3aHI4CoHaAne}ItHoCTI4Te
HA ATCUqUIATA U 

N.-' NEI(OBI4TC V MCAI4III'IHCI(I'ITC CPCACTBA BO

24) spwu Apyru pa6oru ro Bpcl(a co JIeI(oBI4Te

corJlacHocr co onoi 3aI(oH'

OpranusaqucKa nocraBeHocT:



Baa4a ra Peny6altl<a CeBepHa Maxegonuja

ii.lpi,rttL11itL1,,,:i"r.n, 
inlrf r,rit,r,,r,l,,.,;r ;,;-i;,,;;;i;;r,;ll;,;., _;;;;;;,-;.;,;,;]

ua ogo6peHrre

oAfoBopHa 3a H34aBarbe
npoMeHa (napuja4uja),

l*l..l*@

i.

c.h"*iiixk,+1

'I

P E A IILT3UPAHI4 A K TI4 B H O C TI,IHA ATEHUIIIATA 34 rIEKo Bu kr MErurJkrHcKI4 cpEncrBA 34 2o2r rosuna

CEKTOP 3,{ TIPOT{EHKA HA AOITYMEHTAIJI4IA TAUCTABA}bE BO TIPOMET HAIEKOBI4 H MEnHULrHcKr4 CPEICTBA

Bo rexor ta 2027 ro,4plHa ce norHeceHkr Br(yrrH o 6\l6apau,e, u roa: 362 6aparsa sa

#:H:ffj'ili::r"Hr4e 
3a craBar$e Ha ne* Bo npoMer, 191 6apan e:a o6,ona ua o406peuue
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Bnaga na Perry6rulra Cerepna Maregonuia

np""o. Ha oAo6peHI'Ie (rpaQrIK Op'r','

6aparua aa ogo6pyea*e la npoMtt4l'l t{a ogu6pauu}ara

ta cr.Balb* rte atx ro npoatr {rapuiaqxl} ' 2424

Sap*ra ae npexoc ue ogo6peule :e 
'laialnt 

ila 
'lex

8o nFoms? " 116

6aparua:a o6xosi Hi AuxymtHtequiara xl re*e

ro6i-g"no ogoopeHt{e }t,tu cnpoBef;yBi}t* il* no$aflxl{
'-- 

i, r,i4rpa66a *r goxym*r'raquia - 193

Sapata ra 4o6naan'e xe ogodpeHre :atr:,t'fjr*t
,** ro npo**' (peructpaqr'rja no fipB 

'lall 
" 'uz

Bxynex 6poj xa aflntqilpaHll Sapaxa ra Ao6ara*e ua

ogo6pexne sa craratlt llg ;tc* 8o npomcr'D' r

Bo reror flaz[zlroArlHa U3[a[eHI4 ce BKyrHo 497 ogo6peHl4ia 3a craBarbe IIa JIeK Bo

rpoMer 14 roa, ffi ";;;;nri" 
ru go6;Barbe Ha oAo6pe*I4e 3a craBarbe Ha rIeK Bo rpoMer' L76

oAo6peHr4ia sa o6HoBa Ha oAo6peHr4e 3a craBarbe Ha Jrer( Bo flpoMer Ha Be(e HaArpaAe*a

AoI(yMeHTaIII4ia,8o4o6peuujanHaArpaAyBa}be-Ha[oKyMeHTaIII4iaTa3aCTaBabeHaJIeKBo
In"i^"r-, roi onooplnul ga rpe,oc (rpac[ur 6p.2).

t
+
i?

fpaQurc 6P' 1

pa3uleAaHra 6aparra

Bo terot na 2o2t roAn'a oApl*aHr ce 12::1:Xyi:1t"ffi1';A;:ffiff;
,rnn"*,ffi '"'u::::i:':"*'d.'H;;;ii:'3":Xt:.::l?5,"J:i';;:ffi #J#::T1
;l^'.Tlffi :::il nffiT"$:;ff#xi; #l;;i- u"p "i 

u)' rpu'IIrro I43AaAeHI, ce 313

,o* o. nDoMer (peructpar-1nia uo npn

;ilffi il:H'ffi :X'JilX^i[,.#':.*r*,:ffiT""f,mS;ffiffi XllJ;,H'
#r,#i"T#ff 1Tff J#H:ffi ""J;ffi ;;;;."*,ui,p,s6uHaAol(vMeHraqraia

k Seriesl

|.2.o4pxaurrCeAHLIIIuHaKouucuiara3aJIeKoBlI3axyMaHaynotpe6ayl

0 5&l

*#*tN@

;



B"rraAa na Peryr6aura Cerepna Maxegouraja

il l43AaAsHvt o4o6peunia 3fl cr#*fr&a ilts rs,4
ao *pom*r - 49I

I l434d4erih o4o6peunia sa po6roarue *a
oAOOpeHr{e i* CTASari,e ri* re,l AO npOMe.r.
st3

: l,Iijt*&exk ofilogerr o,,lofipn*ni,; :*
CIA$Aaile fid lltir{ rO n;.tOr{fr Ua rr{e
$agrpai0Ha Aoriyr*er raquja r o;1o6pernj*
3a fiilArpdEy$arle rd goi{y.,teHrdi.1fi!ara ra
rTaaa.be il* /irH Bo alllotuler. ig4

* X;;1,r3erru o6ofipc,irrj* ra ,ipol"ih]!,a ua
Aor{y.'1cliri}t{}4ja rra ro.rr:s zeri - ? 30 3

... t4JAd/lerik 07tofipar.$rj* ,:}a fipoiloc irl
[Tftl]i]l]f l.itt Zeri pO ni:Ul"lrr _ 101

.-,.,. ::: .:,: : fpagnx6p.2

1.3. Bapnja4un
Bo reror Ha 2o2l rorl,Ha ce noAHeceHr4 BKynHo 2424 6apana 3a ono6pyBaH,e HanpoMeHU Ha oAo6peHr,iara 3a craBaH,e Ha.rreK BO npoMer (napuiaanu), r r.gugaHr,r ce Br(ynHo2393 o4o6peHl4ia 3a npoMeHa Ha nol(yMeHrarlr4ia Ha roroB neK (rpaor4r 6p. 1 r.r rpa(baK 6p.2).

- flo4,eceHkI ce 116 6apan'a 3a npeHoc Ha oAo6peHr,re, a o,qo6peHr,r ce Br(ynHo 101 6apan e3a rpeHoc Ha o4o6peHhe (rpa$zr 6p.1).
Lrzgageuu ce2o7 o4o6peuu;a sa ynuc no Peracrapor Ha rpaHr4qHr4 npor.r3BoAlr.- zs4a4eHr4 ce 216 z:necryBalLa sa rnacucf urca4ujaHa npor43Bo,qlr. 

l

cure aI(Tr{BHocrkr pr no'arorlu Kor4 ce cnpoBe,qyBaaT Bo oBr4e nocra,,Kpr peAoBHo cenolonHyBaar u axypr4paar BO Coo,qBerHara 6asa Ha JreKoBLl.

;
3
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Baaga ua Perry6rulna Cenepna Maregonuia

tilitilr1i
"".-..-1.".'"*-*1

2500 3000

fpaclran6p'3(nounapaquianorvrefy2020rop''u2O21ro5')

Cofpacprart6p.3eHanpaBeHaI(oMflapaqrajaHaI,I3AaAerrrao4o6peuuiasaCTaBaH,eHa

rer( Bo npoMer, r(aKo r,r napraiaquu so 2020 roAr4Ha BO CrropeA6a co 2021', roauHa flplr rrrro

MO)r(e Aa ce sa6ere*u crarr4cTlrqru suauaiua pa3nr4r(a Ha r43AaAeuu o4o6peuraia sa craBaH'e

Ha rrer( Bo rrpoMer (pe.acrparlraia no 'r" "'l 
so 2O2O.IoAI'IHa (116 perueuraia) no cnopeg6a co

2O2l roguna (313 peruenraia), I(aKo ' 'u 
u*n*'raor 6poi Ha I'l3AaAeHI4 peilIe,raia sa craBalle Ha

IeI( BO npoMer.

1.4.f[ocrauru3ago6urarneHao4o6perrue3aCIIpoBeAyBaIbeHaKnI[HIIqKol
uc[]ITyBalberIJI]rnpniana*u"'o'"""uo4o6peHoKJII'IH]rqKoucnHTyBarbel

Couac,o qle, 5 og 3axouor 3a Jrer(oB vre v MeApIIII4HCI.,IT. cpe[cTBa Bo HaAJIe)I(Hocr

ua MAIIME,U, cnafa u pl3AaBarr,e ogo6peuuja 3a oTfloqHyarbe ufullu I,I3BeCTyBaH,a 3a

IUII,IHI4qI(I4I4C[I4TyBarbaHaJIeI(oBI,I,BoAeH,eHapelucTap3aISII4HI{qI(I4}ICflI,ITyBarba'
t{3AaBaHre ogo6peHIaia ufut't t{3BecTyBaH'a 3a I,II4H}'IqI(I4 I',IC[I4TyBaH']a Ha MeAI',I'LIHCI(I4

CpeACTBa,Bplfle}beaHaJII,I3aI4olleHyBarbeHaCurypHocTaI4HeCaKaHI4Teecfoerrunp:
lrcnl4raHl4llnreBoIsII4HI4trI(I4rer{clrl4rvBa}La""::::i,11T:,1#cltuHaA3opHaA
ffifrffiH ;.#r*-;, ;;.".""ure sei ctna 14 HeucnpaBHocra Ha rlel(or'

Borerorlla2O2lfoAI4HaoAp}I(aHI4ce12CeAHI{IIIIHaItotuucuiara3aI{JII4HI4qI(I4
--^'-,,mrrncu-q LrA ner(oBI,I u MeAI4IIuHCI{I4 cpeACTBa Ha I(oI4 ce pa3fneAaHl'I 

"'"::;*::
fiHlJff ; #J?:L'X' X'fiffiIl' " ""'" "i-1. :, :' 

uiasvr 3 a H e c a KaH I4 H acraHI'I Ko I4 c e

rr. ., nn6neHa rurr4Hr,rrl(a .ryo,lu, rtP-"Ay*.q,,L-J,?*J*?;,*,.:J
cJIyqI4JIe BO Te-l(-o-T H',3

;iiiiiffiiiiffiiii ii
"" - - i- - -* *- - -i '-' ''---- !"-* *" -



Baa4a ua Peny6nnr<a Cenepna MuregoHuja

Itorr,rucnjar a 6uno o4o6pynan . il'G O";;;;;;;;;r;;; ;;;ffiffi;;il;;;25 laparuasa o4o6pyBaHre 3a c[poBe,qyBarbe Ha cryput4sa 6zoern uBa]teHrJLtu.

couacuo qren 62 o4 3arouor 3a Jrer(oB vt ti Meilw\r{Hcror cpe4crBa, I(or'rzcujara saoIIeHyBarLe Ha ycnoB,4Te 3a 4o6pa K'rIlIHlrqKa ,,pa*Ca Bo Ter(or na 2o2lroAilHa uanpanzra gHaA3opt4 sa o4o6peH, .(ItrtHt4tIK,, cryAu t4, vt roa sa 5 cry4z u Kotice Bo Ter( 14 sa 3 sanprueHzIgIt4HI4rrIC4 cry[uu' 2 na4sopu sa 4o6unalbe oBJlacryBarbe 3a c[poBeAyBarr,e Ha Krrr4'r.rrr(oI4crI'ITyBalbe no fI3Y I{eHrpI4, I(aKo I4 lysulru npuron a4niaua,{ororop'ara I4crpaxynauraOprauzsaqaja (CRO).

1'5' ErruKa KoMrlcnia sa KJr[Hr{rrK}r }r Apyr}r ucnrrryBarba froBp3aH, co JreKoBrrre }rMeArrllrrHcKrrre cpelcrBa rra L(., rreKoBI4Te rr

Bo rercor ua 2021' rorklHa o,qpll(aHr,r ce 14 ceAHr,rr{r, ua Erz.{nara r(oMr,rcuja :aKruHI4trKt'I kr ApyfLr I4CrIl'lTyBaHra [oBp3aHvI co reKO Blrre kr MeAr,rqLlHCr(r4Te cpeACTBa r4 Cepa3rne,qaHr4 Br(ynHo 303 6apan a 3a o4o6pyname Ha K.rrkrHr4qr(Ll crypr4vr, 6apan a 3a6zoeKsl4na rreH\vt\t, t43BecryBalle 3a HacraHarlr rrpoMeHr.r u nprjanaHa Hecar(aHlr HacraHLrI(O,n CC CNY,UNE BO TCI(OT HA CNPOBCNYBAT'CTO HA I'IKIHI,TqKI4TE I,ICNZTYBATbA.

2. Og4eteH[e 3a Mei4]rrIrrHCK]r cpeACTBa

o44eleuzero 3a Men,,I{I,HCI(u cpeACTBa rpr ocrBapyBa cBor.rre Ha.ne}r(Hocrr,r cornacHonoraanje 4 04 3anouor 3a Jrer(oBr.rre r4 Menr4r{tlHcr(HTe cpercrBa.
rlerzcaaruBara 3a Me,quIII4HCr(r,rre cpe,qcrBa e r(oMnJrerHo xapMoHr,r3upaHa co Ey

H;.'ff"T";' :::l3-],:1*::-i:T"r{prHcr(r.rre cpe,CrBa Bo perllcrapor Ha Me,r4rraHcrn4;,O';_;i;;;ffi;, HffiTff';
o4serenu"::^_-r^rf ;;;;;; Ha Aor(vMeHrar.zjara 3a 3anr4rrryBarbe HaMeAUrlI'IHCKilTe cpeACTBa Bo perl4crepor Bp3 OCHOBa na ceprzcpr44}rpaHa rqor(yMeHTaqnja o4.pol43Bort4Te'Ior' uorn(ruralll4o'ure eBpo[cK, Terra, Ha4ne]r(Ht4Te prHcrr4T y\r4uu AreuquzI(aAeIuToToaMeAI4IIzHcI(oCpe4CTBoceuaofaBo[poMeT.

,."r,,if;.X:f::1:.^,:1^.ry*Ba r(o,t ce uaofaar Bo rpoMer no pM zMaar CE osuaKa :aI(Ba,rl'rrer u coo6pasHocr cofJlacHo eBpo[cKI,ITe AI4p.I(TI,IBr,L 
nrqqr \-r- urHal(a 3a

Bo ter e [o,qroroBr(a Ha uos 3aKoH a, ,uarr{r.rararru rroMarara, oABoeH og 3aroHor3a "rreKoBllTe, BO xoj r<e 6u4ar BMerHarh ,qen or HOBr4Te Ey 4Zpex rvr3r4, ycornaceHh coHarluoHanHOTO 3ar(oHOrq aBCTBO.

Bo sanpruua $asa e v enel(Tpocl(I4or lMC cr.rcreM 3a noAr{ecyBau,e z o.qo6pyBaH,e HaAol(yMeHra4uia 3a 3anuuyBarbe (perucrpaq wia) ua Me,q,rq,rHcr(kr cpegcrBa Bo perlrcrep HaMenu qprHcrcz cperqcrBa,qocranHr{ Bo pCM.
Bo nepuo'qor oA 01'01'2021 4o 31.72.2027 roguua paqHo zs6poeuz ro*HeceHr.r Lr

9,q-q--6p_"gl"g,*q-e_=Bliy-L.'=g:?,s,,.-5.._ gpS-p--F-lg gg_q6p*""",*i;u_r_U"*.0*yj_q-*ry-_-9_ Bo perlrcrapor Ha

r*,ri?\
s6"'$r&P"

W
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MeAI4I{I,IHCI(U CpeAcTBa

flocrafll(I4 no 6apaH']e Ha

::s.ilrr:_rriiii:r*:.!:ri!,:r,irr,;::.i,1,i,,...i.,,.,,.i, 47 peUfeUf4ia :a 3aIII,Ipabe Ha

i )sg oAo6PeHI4ja sa naPr'Iiatryu u

n o A H o C I,{T e 1fi4.1 e V llll3 a a p a A u H e I( o M II JI e T H o C H a A o I(y M e H T a II I4 i aT a).

2.1.|Azgageurro4o6peuuia3ayBo3HaJIeK0BI,II{MeAEIIuHCK}ICpeAcTBa(EXIM)

couacuoHaArlell(HocTl4TeI(oI4Ilpol43netyBaaTo43arouoT3aJIeI(OBI4I',IMeII4III4HCI(II

CpeACTBa v oglyrara 3a pac[opeAyBaH,e Ha CToI(u, a Ce o[HeCyBaaT Ha yBo3oT/uanoaor ua

Jrer(oBHTe r.,r MeAr4rIr,rHCI(I4Te cpeAcrBa, so 2O2hoAUHa Ce 6elexu 3roneMyBalbe Ha 6poittara

noce6uuo Bo Aenor Ha yBo3 Ha MeAlrrlr4Hcr(r4 cpeAcrBa, MAIMEA I4Ma r'I3AaAeHo BI(ynHo:

(ra6ena L).

Bna4a na Peny6nurca Cenepna Marcegonuia

Ta6eaa 1

ft"p^g og 01.01'20271o

31.12.2021Irlsga4euvr ogo6Peuuia sa Ynos

IIeKosIa (I040)

M.4rr1rr.Ku cPeAcrna (1041)'

ffiyn.'qEgI4UqE
craHIrH14 (E050)

r43BO3 (E041)

II

CEKTOP3AI4H@oPMAuI,IH3AIIEKOB|^|4MEE|^III4HCKI4CPEACTBA

l.oAAeaeH}Ie3a$aprvrarcoeKoHoMcKl,IuQaprlraroe[I4AeMHoJIoI[KIIM[IcJIeIba

1.L. florporuyBaqKa Ha rreKoBH n2O2hoAI'IHa

BocnocrasyBarbero Ha cI4CTeM 3a cneAeH,e Ha florporxyBaql(aTa Ha rIeI(oBI4 co I'17

noAplilKaBoMAIMEAe3aBpUIeH,I{CTI4OT::.'::o,,.,CI4Te[oAaToIIuCoUIaCHo
flpeflopar(r4Te Ha csercKara 3ApaBCTBeHa op[aHl4aaqnia 3a MOHI'ITOpZHr Ha ynorpe6ara Ha

IreKoBilre, a Ke rL{ cneAl4 t^ 3al,,,,xt,'t" '+!::li:"^o:,:::t:tJ ':""r"""":il:'it"rTff#:"::
Xl'TXiX;:j; 'L'X"#X#"ri",r;e; ,.or r<e 6vsar oA peneBaHrHo 3HaqeH'e 3a

r{A rbaouaroe;r; -g--..""9*qp:g?.1!o--e-[4,f*9-Y.el.-q-I*ql]r*I.:f***3Han*T1-4rcrpoqgnY-PgrySTq ." '{-q
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6p. l4ue Ha npenapar Spoj Ha cepuia I-lporgeo.qHren

I(EDRION notog** Sp,l"
latvrcauo,I4ratuja

1.
ArMAr rxl A4MAOI4I(C 500
IE 611947

2.
rlvllvt u N uRHo/ I4MyHoPo
300 mc.q (1 500 IE) L12F78201

IGDRION S.P.A, Harort4,
Wrar.uja

3.
ru uEHA/ IG VENA 1. gl20
ml 197401

I{EDRION Bolognana S.p.A,
falurano .I4ratuia

4.
ut tiEHA/ IG VENA 10 9/200
ml 207726

IGDRION Bolognana S.pA,
IaluraHo ,Itranuia

-

tf
t*
tc

II

tf
td

lf

tf

tf

5.
w tsEHA/ IG VENA 10 9/200
ml 207726

ltillRION Bolognana S.p.A,
faazraHo, ?Iralzia

6.

T1GO61MVerorab / Bepopa6
Sanofi Pasteur S.A., Ilzou,
OpaHqr.ria

7.
vA^lulilP'l'tj1'RA /
BAITCI4|PI4IITETPA u3L073V

Sanofi Pasteur S.A., Mapcz IIa
Eroun, Opauuuia

-

8.
I'I'U I uberculin (llllfl
Ty6eprcyrrau),

Fibrogammin 250IE

P2526-02-01,
IJIJ-NCIPD Ltd,26 yanko Sakazov,
tl=o_+a 

9 "0",u, nv.rpd,
CSL Behring
GmbH,Marburg,f epuaunja

9.

P100253023

10.

77.

Fibro.qammin 250IE P100271177
CSL l3ehring
GmhH Merhrrr- I-

BERIRAB P/EEPI4PAE N
7501E /5ml P100270666

_ ____- -r-.^s^ v qr 5rr EPrvrcl.r1ylrcl

CSL Behring
GmbH,Marburs.fen 

^,r 
auuie72. _1,_uIAIElt/ I{OTATEQ T037637 ME{cl( SHARP & DOHME 8.V.,

Baaga na Perryr6auna Cenepna Maxe,qonuja

yHanpeAyBalr,e Ha parIr4oHa.rrHara ynorpe6a il nponr4uyuu*u n, ,.r.our, ;;;"rr;;; ,;;i
;lil.}Tili,;TTXI;,i:"',:,',:iXi:ff .:',1#;il.:iffi,T.::,#"#*li#
Ha cr4Te Hr4BOa Ha 3ApaBCTBeHara 3arxrura r,r yHanpeAyBarse ua januoro:4panje. 

i
ii

1,.2 OAo6peHH cepulr
2O2O rc+.

3A IYIIITAI'E BO ,,POMCT HA BAKIII{ HU IIIIMYHO.,IO 6YNMMU'" 
IT

Bo rer na 202boA. MAIME [, uma ra3AaAeHo o4o6peHue sacexoja yBe3e'a cepuia Ha Bar(\t4Hpr vr r,rMyHornoiynnuu (nnynuo
j 3arouor 3a ner(oBll il MeALr\LtHCr(r4 cpeA.ruu.

CTABATbC BO

114 cepuu) ,

"Ilncra Ha BaKrIlrHu tt
4o6neHo ogo6peHne :

folqlrHa

I rrMyHorno6ytunu co [pou3Bo,quTen u 6poi ua
3a rryrrrrarbe Ha cepzia Bo [poMeT o,4 cTpaHa Ha

Ji
il
].,

JT

1.t

li
li
lf
*

lf
ii
t,

JI

II
ir
fi

tf
tc

'}lf
tI
tr
jf
tf
lf
It
t

tt
tg

lt

ti
It
1i

ti
ta
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Bna4a ua Peuy6aura Cenepua Maregounia

-^- - VnnauTIIlllAffi

ml

X SDJIEM' zr'ulrqurr"r-

Eronr-oNsolognanas'P'A'
IJI^ql:.t.zria

217709L13.

612101

ITEDRION l3olognana D'P'n'
F^ ----,^r'n lfir.qr,uia

14.
AIMAFIX/ AI4MAOyII\L )uu

IA )lylL\drrwrry

594
(nuoSralusuP
aH npaHold
485-4
(nexnrvavu

B-NCIPD Ltd. - Cocfraia'15.

I
rrr G rra cci ne /BCII( BaIqILIHa

ty Layrtts

BB-NCIPD Ltd. - Co$uia'

^^i n a /IiC }K RaISII,IHA

556 
I

(nuocfr'unsuP
au npauron)

476-1

(nexra4y4yul -

16.

DL\J

P2529-02'02-

BB-NCIPD LTO' ZO IAIIIi.U

a...Atr f^rhr,ria livraouia
17.

PPD Tuberculin (IIIIil
Ty6ePrylun
Tgrnrox TT vaccine 0,5

-l /noqa

,LLv'tr- -",t"',1, 1!, __, ;' - ^1--^_^.

A0838-01-03

BB-NCIPD Ltd', )b YanKo DaKdzL,

.t(A/r - f^rhr,rie Iivranuia'
18. tl)lJar v"'Y"r"'- t

NNCNCT SHARP & DOHML lJ'V ''

\r^--arr Y^rarrnvtiA
.r.Err /rlnTATF.O u019097t9.

l-\J I 11 r Lr!ll)Yll!11:-=-

A0838-02-10

BB.NCIPD Ltd, ZO YANKU Dd

a:.r.,,r f^,}'siq llvraouia
20.

TETATOX TT vaccine u')
,L)tJ'-tt- vvtlrtrtY,:l:: E -' 

;-;------'

A0838-03-01

BB-NCIPD Ltd,26 YanKo )aKiczu

1c..'/r - c^rhr,rie IivraouiaI rgrRrox TT vaccine u'>
,IJ\.r'tt uvLY"r"' - r

Sr*f, P*tur S'A', MaPcu IIa
r1-^-. r rtr-arrrrr,lia

u2At22V22.
fypf,i* Vi(PolYsaccharide
. 1 -:l --^-^i-o\

l-LUmttt'r'Ys"'t-'-- -- .- -'
TVDnUIU vclLLrrrL/

.rnrr /TtrTR AXIM
I

U3D605V lEtoun'@panqvlia- -- ---
23.

r,rrl /DtrNTAXTM

lEll-Al\Lvrlvr /

VOCsOlV

Sanofi Pasteur S'A', NIaPCPr ird

E-nrrn rtlneurrraia
24. LLv"JLr r- t .

Iltsifl Illl\\-rrrYr / r !r ' ^- -

P100379545

CSL Behring
- --Lt: l\/[ o rhr r rcr f en rrlaff Uia

25.
Hepatitis B Immunoglobulln

LIIIIUI rrlvrqr u q! bt^ -r - '

CSL Behring
/a*hH Ir[ e rhr r rs.IeDMaHI'Ii a

I- Derrr rrrS

P10037955126.
Hepatitis B Immunoglobulln

I/ DenrIIrs,

217402

IGDRION Bolognana D'P'n'

T'nrrrrrarrn lAralnia
27. rrn r/trNlA 5Or/1 I

lll l)Eflr1/ rr-r v ""' ^ --^' -

07401

IGDRION Bolognana D'P'n'

t-^ilrrrArrn lAratlwia
28. I,1IBE@

612105

IGDRION Bolognana D'P'n'

Iaruraso, I4tauia
-T 

er UAFIx/ AI4MA@I4I(u )uu

612109 r<F,DRION Bolognan3 )'P:n' 

-
30. etffi
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Baa4a na Perryr6azna Ceaepna Maxe4onria

IE

31.
I anut<auo,Wratuja
Sanofi Pasteur S.A-Ju*, 

-C;paHrIzia:

I

Verorab /Beoonal T1G153M

lll
Ji

if
ig
}'

t{

tf
}t

t$

XEI(CAITC?IM /HEXAXIM
it

T3E952V
)2, uanofi Pasteur S.A., "Iluou,(Dpanuuia

PEBAI(CI4C /REVAXIS
lf la:

u3P421V
It
f
it
]€

banoti pasteur S.A., /Izou,
(Dpaurrzia

-

lat rll-E,r,EflAy lJ /ITREVENAR
13 EM2354

1t

tl
u
1r

y r ruER Manufacturing Belgium
NV, flypc, Eelrraja

I rll-El,trflAP 13 /PREVENAR
13 ELBO02

35. L' t I LER Manufacturing Belgium
NV, flypc, Eenrnja

I t t u tuberculin
-A{AMMALIAN

P2535-02-06ii
t,

36. tlu-NClpD Ltd,26 yanko Sakazov
f 104,- Co0zja, EyrapraiaPPD Tuberculin

.MAMMALIAN
fi
ll
lI

tI

ll
1f
IB

lf
lt
B

l;

It

lfr

t- P2529-02-02
rjJj-l\ctPl_) Ltd,26 Yanko sakazov

I

I

BB-NCIPD Ltd,26yanko Srkurou /

li
ti

38. BCG vaccine/BClIt BaKr rr4r.re

tf
l$

l$

tf
1f

lf

16362
(nuoQtunusup

au npauron)

485-4
(sexunyry^a

39.

40.

r r, rAI UX 'l"l'vaccine 
0,5

m/gosa A0838-01-03 I 
IJ_I-NCIPD Ltd,26 yanko Sakazof j

J ,1504,- Co0raia, Dyrapraiu I ::

I 
MERCK SHARP &-DOHME B:V"- ;

Xapnepr, XoaaHnzja i ,in,Irn 
#

Xapaena, Xorau,quia I liMERCI(SHA@i
*r,g+""rr.ri, I

f"',::Tf*g:,i"'* -l i"

GARDASTL (fAPnACr4n) T040615

T021534GARDASIL (|APNACI4II)3L

L,
rvr-lvr-l( vAxPl{o(M_M_P
BAITCI]PO)
vlt BEHA/IG VENA 1 spO
ml

u018360

207401,f uf BEHA/IG VENA t sli
ml 197401

tdJtntd ttrt{r
ti$
If

lt
t&
It
tg

tf

tf

tf
ll
It
l!
tfIt

tf
if

tI
tr
lE

ll

i;

Qt
ItEDKION Bolognana S.p.A,
faanrcauo, Llraazia.
ITEDRION notog** S.tAl
@
CSL Behring
GmbH,Marburs.fen rr,r ar,wie

#l-
yLt

ml
oLnl\/ rG VENA 2,5 g/50

217501

P100355457E Fibro.qammin 250IE

lL-
V/\ IUI(IPIEI1TA /
BAI(CI4fP14TITETPA V3H582V

Sanofi Pasteur S.A., ILaoH,
Opauuraia
Sanofi Pasteur SA, /Ir*,
(Dpanqprial^ VA^IGI(IPI'ETRA /

BAI(CI4 |PI4TITETPA v3K242V

l* rlrruvacl etra cycneuszja sa

ffi 244
AT

O.l
?t:Ei:,

roott r;iotogicals B.V._ i li

lcr-Xo rras n rri, i
F----i-tr-'. ti
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Bnaga na Perry6auna Ceoepna Maregonuf a

;i.r:r' :in:+1+'i:*::r'-'J l1r*i::1'1r:"'""-"'

frEilil( sHARP & DoHME B'v''

xupr"*, Xo119li1 
=',; ;; ; ; ;

*
It

tI
lt
!t

It

ll
u
u
It

1t

t!

1t

VARIVAX BaKIII4Ha nPorI4B
/.rrrrn a\ T034286

)U IlilPlI'lv;ro \2N""*/

^ A nn 
^ 

c'rr /rAI)ff ACI/r[) u0l2l49

MERCI( SHATTP & UUrIIVIE D. V "
Xapaeira, XoaauAuia --

I

5I. (Jf\IalJflJrL \r r rr f+r '*- -- -/

nrlrFA-nurr /flnTATFO u013599

MERCIT SHARP & DULtlVItr D. V.'

Xapneu,XolqnAuiq - . ----
I

51. l-\J I fa r Lr.4):1j::i:::>-

AHBVDOl3AC

GlaxoSmithltline lSiologrcats r'r1"

PurceucaPt, Belruia
ENGERIX B/ EH|EPI'IKC E

,l sl l!

It
It

I
lt

&

It

lI
lI

It

lt

tI

M06F10211

IGDRION Bolognana )'P'rr'

f anvrr<auo, Izltaa rai a

&I;
IMMUNORHO/ I4MyH0PU
-nn --- ^, /1 (nn IE\,uu llruE, \r Jvv r!/

212923

I(EDRION Bolognana S'P'a' 
I

fanr,ltano,Izlranraia - - 
IIE

UMAN ALBUMIN/ YMAH

^ 
rrl:\/'l\/tTiIJ ?O r'/1OO ml

t\J I.rJ r tY I v !!!_2!EJ-i::-:

212930

I(EDRION Bolognana S'P'a' 
I

fanranano,l4talvria - - 
II UMAN ALBUMIN/ YMAH

^ 
rrE\/r\/tr,trI{ ?n o/1OO ml

f1'J ID r )'v L?::::]E,L::--

)o7401

IGDRION Bolognana D'P'rr' 
l

Iaaurauo, I'Italuia
57

I4f BEHA/ IG VENA 7 gl 2u

rnl

lit
1X

1i

t
1i

19

1E

tI
ti

1i

1t

t<gOntOt t Bolognana S'P'A'

falurauo, I'h:alnia2t7501
58.

I4f BEHA/ IG VENA 2,5 glsu

612101,

I{EDRION Bolognana b'P'a'

falurauo,I'ltaluia ' --
59 IE

AIMAFIX/ AI4MAAI4KU )uu

Pfizer-BioNtech COVID-19

E

w
1!

1t

1g

lt

It
t&

It
lt

IE
It
It
It

It

ti

ltl
ll}
llt

It

ELO200

BionTech Manuf acturlng trlvlDn

An der Goldgrube 12,D-55t31

Mainz, fePuauuia,
P f izer Manufa ctu ri n g B el gium

NV

I nilt r*"g 12,8-2870, Puurs'

lEenruia : : :;i;;,,
60. v dLLrlrE

EL8723

BionTech Manutacturlng \r'tvrDr

An der Goldgrube 12,D-55131'

Mainz, fePrvraHraja,

P f izer Manu fa ctu rin g B el giu m

NV
Riiksweg 12, P,287 0, Puurs'I Pfizer-BioNtech COVID-19

I

11

6L

Pfizer-BioNtech COVID-19
EN1194

BionTech Manuf acturlng trlvrDn

An der Goldgrube 12,D-55131

Mainz, fePrt'rauuia'

P fizer Manufacturing Bel gium

NV

I nilt t*"g t2,B-2870, Puurs'

62. I v acuurtr
r-120121 I SC Ph armstandart- U1q Jj*-*r Cam-COVI Q-Vgc,*9oTB9ii o),

13



Gam-COVID-Vac, Component
JSC Pharmstandart-Ufa VITA"

Gam-COVID-Vac, Component
II rI-190221. Pharmstandart,UFA VITA

Gamaleya NRCEM, the Ministry
of Health of Russia.lg Gamaleya
Street, Moscow, Russia JSC

Medgamal Branch of FSBI N.E

Covid -19 Vaccine
AstraZeneca CTMAV522

SI( Bioscience, L50, Saneopdan;i_
gil, Pungsan-ep,
Andong-si, Gyeongsangbuk-do,
36618,I(orea
Medlmmune pharma BV, e
member of the AstraZeneca
Group MIA:\O8T7Z,
Lagelandseweg 78, 6545 CG
Niimegen, The Netherlands

Gam-COVID-Vac, Component
I I-230321

Gamaleya NRCEM, the Ministry
of Health of Russia.lg Gamaleya
Street, Moscow, Russia ISCi

Medgamal Branch of FSBI Irl. F.

Pharmstandart,UFA VITA

SARS-CoV-2 Vaccine (vero
Cell),Inactivated 2021010029

Sinopharm/Bejing Institute of
biological produkts CO.LTD.-
Ituua

COMIRNATYTM, COVID _ 19
mRNA Vaccine EX2405

BioNTech Manufacturing GI4BH
An der Goldgrube 12 55131Mainz
- feptraunja
I Pfizer Manufacturing Belgium
NV
Rijksweg 12

2870Puurs - Eelrpr

Gam-COVID-Vac, Component
II
pacrBop sa zujerrupan e,0.5

/Medgamal Branch of FSBI N.F.
Gamaleya NRCEM,the Ministry of
Health of Russia 18 Gamaleya
street,Moscow, Russia

]SC GENERIUM

COMIRNATYTM, COVID - 19
mRNA Vaccine

BioNTech Manufactu.irg CMnfl
An der Goldgrube 12 55131Mainz
- fepuauvja
/ P fizer Manufacturing Bel gi u m
NV

t4

,,;:,ri; 
:itr,..,.

.#5tf-r"*.ffi*- :ffi.
W-

%{]}i,li*e7.;s .r.tu.

Baa4a na Peny6aura CenepHa Maregonuia

2800421



Baaga na Peuy6nura Cenepna Maxegouuia

Riiksweg 12

2870 Puurs - Eearuja

@Instituteof
bioloeical Proaucts Co'lta'

2021040415
SenS-CoV-2 Vaccine (vero

Cell),Inactivated Si*pt*tr/B.iiing Institute of

hiolosical products Co'Ltd'-ItuHaSnnS-CoV-2 Vaccine (vero

Ce11),Inactiuglg4 BlrNT".h M"*facturing GMBH

An der Goldgrube 1255131' Mainz

- feprvrauuia

I P fizer Manufacturing Bel gium

NV
Riiksweg 12

2870 Puurs - Benruia

COMIRNATYTM, COVID - 19

mRNAVaccine
r(oHIIeHTPar 3a cYCnensuja sa

Bl"Jtr-["ru"*f tcturingGMBH

An der Goldgrube 1255131Mainz

- fepr,,rauraia
p fiLer Manufacturing Bel gium

NV
Riiksweg 12

2870 Puurs - i9II4

COMIRNATYTM, COVID _ 19

mRNAVaccine
r(oHIIeHrPar 3a cycneusr'rja sa

AstraZeneca Niimegen B'V''

Lagelandseweg 7 8, 6545 CG

Niime.gen, XoaaABW4801

Vaxzevria (nPerxoguo

COVID-19 Vaccine Astra

Zeneca)(ChAdOxl-S

[recombinant]) cYcneusuia sa

giNt.h M"ilftcturing GMBH

An der Goldgrube 1255131'Mainz

- fepvraHuia

I P fizer Manufacturin g B el gium

NV
Riiksweg L2

2870 Puurs --DgUglgEY4834

COMIRNATYTM, COVID _ 19

mRNAVaccine
KoHUeHTpar 3a cycneH3}I'a 3a

iJirNT..h M"*ftcturing GMBH

An der Goldgrube 1255131Mainz

- fePvraHraia

E fi)er Manufacturing Bel gium

NV
Riiksweg 12

2870 Puurs-leqglg

COMIRNATYTM, COVID - 19

mRNAVaccine
r(oHIIeHTpaT 3a cyc[eH3LIJa 3a

unierrupame BioNT*h M"*facturing GMBH

An der Goldgrube 7255l31Mainz

- IePPranuFA5715

aolnrnrtlatvtM, covlD - 19

mRNA Vaccine

I(OHIICHTP@
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Baaga na Perryr6nma Cenepua Mar<egonuja

I P fizer Manufa cturi rg n;Gi*
NV
Rijksweg 12

2870Puurs - Dearu

COMIRNATYTM, COVID _ 19
mRNA Vaccine
r(oHr{eHTpaT 3a cycnenszja sa

FA7812

BioNTech Manufacturing GMBH
An der Goldgrube 1255l31Mainz
- fepuaHraia

/ P f izer Manufa cturing Belgium
NV
Rijksweg 12

2870Puurs - Ber
SARS-CoV-2 Vaccine (vero
Cell),Inactivated
BarcqzHa nporr,rB SARS-CoV-
2 nwpyc(zuarrznzpana) 2021040440

Sinopharm/Beijing Institute of
cts Co.Ltd.-Ifu*ra

SARS-CoV-2 Vaccine (vero
Cell),Inactivated
Barquua rporrB SARS-CoV-

? nupyc(zxamn 2021030362
Sinopharm/Beijing Institute of

ucts Co.Ltd.-I(zna
SARS-CoV-2 Vaccine (vero

Barqzua rporr4B SARS-CoV-
2 nwpyc(unarcrznzpaHa 2021030319

Sinopharm/Beijing Institute of
,biological products Co.Ltd.-ItruaVaxzevria (nperxo4Ho

COVID-19 Vaccine Astra
Zeneca)
(ChAdOxl-S [recombinant])
cycnensuia 3a uH ABX3118

AstraZeneca Nijmegen 8.V.,
Lagelandseweg 28, 6545 CG
Nijmegen, Xolanluia

COMIRNATYTM, COVID - 19
mRNA Vaccine
r(oHrleHTpar 3a cycneusuja sa
r.rHJeKTr.rparbe

BioNTech Manufacturing GMBH
An der Goldgrube 12 55l31.Mainz
- fepuauuja
/ P fizer Manufacturing Bel gium
NV
Rijksweg 12

2870Puurs - Eenrz

COMIRNATYTM, COVID _ 19
mRNA Vaccine
r(oHrleHTpar 3a cycneusnia :a

FA7812

B i o NTe c h M a n u fa c t u r i n g G-M BH-
An der Goldgrube 72 55131Mainz
- fepnaauuja

/ P fizer Manufactu ring Bel gium
NV
Rijksweg 12

2870Puurs - Een

16



Bnaga na Perry6aura Cenepua Maxegonuia

2870 Puurs - E9IIS

ffituringGMBH
An der Goldgrube 1255131' Mainz

- fePrurauuia
p fi)er Manufa cturi n g Bel giu m

NV
Rijksweg 12

COMIRNATYTM, COVID - 19

mRNA Vaccine

KoHIIeHTPaT 3a cYcneusuia sa

ililrM".h M"*f"cturing GMBH

An der Goldgrube 1255131' Mainz

- fePrvrauuia
p fi)et Manufa c tur in g B el gium

NV
Rijksweg 12

FC3558

COMIRNATYTM, COVID _ 19

mRNAVaccine
KoHI{eHTPar 3a cycneusuia sa

Sinovac Life Sciences Co'Ltd' -
fleruHr,I(raHaw202105001

C"t"*V* COVID-19 Vaccine

2 vr,rpYc (uHqttIg

(Vero Cell) Inactivated

BaI$IuHa nPorI4B SARS-CoV-

Sinovac Life Sciences Co'Ltd' -
fleruur,Ita4a

G;"v"tcovlD -19 vaccine

(Vero Cell) Inactivated

BaI(quHa rPorI4B SARS-CoV-

2 supyc(rrqnf'E4Pg'g

COMIRNATYTM, COVID _ 19

mRNAVaccine
r(oHqerpar 3a AI4cneP zuia za

BiNT..h-M"*f *turingGIvtBH

An der Goldgrube 125'L3lMainz

- fePruraHraia

P f i)er Manufacturin g Bel gium

NV
Riiksweg 12

2870 Puurs - Een

COMIRNATYTM, COVID _ 19

mRNAVaccine
r(oHllerpar 3a AI'ICflePsuia sa

uior.lrecfi ffi,f*turing GMBH

An der Goldgrube 1255131'Mainz

- feprvrauuia
p fi)er Manufacturing Bel gium

NV

16380 Ao3r4

COMIRNATYTM, COVID _ 19

mRNAVaccine
KoHIIeTPaT 3a [I'IC[eP zuia za

t7

**.*@
&*ffi*@

w202105002
BitNT..h M"""facturing GMBH

An der Goldgrube l255l3l Mainz

FE3064



2870 Puurs - Eelrz

Vaxzevria (nperxo4uo
COVID-19 Vaccine Astra
Zeneca)
(ChAdOxl-S [recombinant])
cycneHszja sa uujerrupalbe

210106

AstraZeneca Nijmegen 8.V.,
Lagelandseweg 78, 6545 CG
Nijmegen, Xonau4raja
Laboratorious Universal farma
S.L.C/El tejido 2, poligono
Industrial Miralcamp o, l92OO
Azuqueca de Henares,
Guadalajara, IIInanuja

COMIRNATYTM, COVID _ 19
mRNA Vaccine
r(oHrlerpar 3a nucnepsnja sa

- fepuauuja
/Pfizer Manufacturing Belgium
NV
Rijksweg 12

2870Puurs - Eea

BioNTech Manufacturing GMBH
An der Goldgrube 12 55131,Mainz

COMIRNATYTM, COVID - 19
mRNA Vaccine
r(oHrlerpar 3a nvcrepzuja za
tr Hrer(Tr,rparbe

BioNTech Manufacturing GMBH
An der Goldgrube 1255l31,Mainz
- feprvrauzja

/ P fizer Manufa cturing Belgium
NV
Rijksweg 12

2870 Puurs - Eerruja

COMIRNATYTM, COVID _ 19
mRNA Vaccine
r(oHrlerpar 3a Ar,rcnep suja za
krHrer(TV parLe

BioNTech Manufacturing GMBH
An der Goldgrube 1255l31,Mainz
- fepuauraja

/ P fizer Manufacturing Bel gium
NV
Rijksweg 12

2870 Puurs - Be muja

COMIRNATYTM, COVID - 19
mRNA Vaccine
I(oHr{eTpar 3a nr4cnepszja sa

BioNTech Manufacturing GMBH
An der Goldgrube 12 55l31.Mainz
- fepuanuja
/ P fizer Manufa ctu ring Bel gium
NV
Rijksweg 12

2870Puurs - Eearu

COMIRNATYTM, COVID _ 19
mRNA Vaccine
r(oHrlerpar 3a ,qr,rcnepzuja za

BioNTech Manufacturing GMBH
An der Goldgrube 12 55131Mainz
- fepuanzja
/ P fizer Manufacturing Belgium
NV

18
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Riiksweg 12

2870 Puurs - Belruia

Sinovac Life Sciences Co'Ltd' -
fleruur,Itanaw202105001

C"r"*Vac covlD-lg vaccine

(Vero Cell) Inactivated

BaIfl{LIHa IIPoTI'IB SARS-CoV-

(munI4u4pqtg)

Sinovac Life Sciences Co'Ltd' -
fIeKtaHr,I(etuaw202105002

CoronaVac COVID-19 Vaccine

(Vero Cell) Inactivated
BaIsIrIHa nPorI'IB SARS-CoV-

2 supyc (rrq4.4E'Pg-q
ilirNT".h Mr*f.cturing GMBH

An der Goldgrube 1255131' Mainz

- IeprvraHraia

I P fizet Manufacturin g Bel gium

NV
Riiksweg 12

2870 Puurs - DqryE

COMIRNATYTM, COVID _ 19

mRNAVaccine
r(oHllerpar 3a [ucnep:uia :a

HuieKr4Perbe BirNT".h M""ufacturing GMBH

An der Goldgrube 1255l31Mainz

- fepvraHraia

I P fizer Manufacturin g Bel giu m

NV
Rijksweg 12

2870 Puurs - Ilennaia
FA4632

COMIRNATYTM, COVID _ 19

mRNAVaccine
KoHrIerPar 3a AI4cIrePsraia :a

BIrNT*h M"*facturing GMBH

An der Goldgrube 1255131Mainz

- fePr,,rauzfa

I P fizet Manufacturin g B el gium

NV
Riiksweg 12

2870 Puurs - B-941914FH8469

COMIRNATYTM, COVID _ 19

mRNAVaccine
KoHI{erPar 3a Al4creP:uja aa

uuierruParse Bi.M".h M""ufacturing GMBH

An der Goldgrube 1255131Mainz

- IePvranrafa

I P fizer Manufacturing Bel gium

NV
Rifksweg 12

2870 Puurs - Eelrvt

COMIRNATYTM, COVID _ 19

mRNAVaccine
KoHIIerPar 3a ALICnePsuia sa

uHierruPame BffiuringGMBH
An der Goldgrube 125513tMainz

- IePr',rauraia

P f izer M a n u fa c tu r i ng.B.,glgEP

corrnrnNnrYTM, COVID - 19

mRNAVaccine
KoHI{erPar 3a Al4cnepeuia :a

usierr:upame

t9



Baaga naPeryr6aura Cenepua Mare4olruja

NV
Rijksweg 12

2870Puurs - Eearzia

COMIRNATYTM, COVID - 19
mRNA Vaccine
KoHrlerpar 3a r4r4crrepsnja sa

BioNTech Manufacturing GMBH
An der Goldgrube 1255131,Mainz
- feprraaunja

/ P fizer Manufacturing Belgium
NV
Rijksweg 12

2870Puurs - Ee

COMIRNATYTM, COVID _ 19
mRNA Vaccine
r(oHr{erpar 3a Ar.rcnepszja sa

BioNTech Manufacturing GMBH
An der Goldgrube 12 55131Mainz
- fepuanuja
/ P fizer Manufactu ring Bel giu m
NV
Rijksweg 12

2870Puurs - Eea

COMIRNATYTM, COVID - 19
mRNA Vaccine
r(oHr{erpar 3a Akrcflep:raja sa

BioNTech Manufacturing GMBH
An der Goldgrube 12 55131Mainz
- fepuaHuja
/ P fizer Manufacturing Belgium
NV
Rijksweg 12

2870 Puurs - Eelrz

COMIRNATYTM, COVID _ 19
mRNA Vaccine
r(oHr{erpar 3a,ql{cnepszja sa

BioNTech Manufacturing GA4BH
An der Goldgrube 12 55l3lMainz
- fepuanzja
I P fizer Manufacturing Belgium
NV
Rijksweg 12r\rrr\DwE5 lz
2870 Puurs - Bearu

COMIRNATYTM, COVID - 19
mRNA Vaccine
r(oHrlerpar 3a rqprcnepszja sa

BioNTech Manufacturing GMBH
An der Goldgrube 12 55131Mainz
- feprvrauzja

/ P fizer Manufacturing Bel gi um
NV
Rijksweg 12

2870 Puurs - Eearzia
COMIRNATYTM, COVID - 19
mRNA Vaccine
r(oHr{erpar 3a Aucnepszia sa

BioNTech Manufacturing GI4BH
'An der Goldgrube 12 55131,Mainz
- feplaanuja
Pfizer Manufacturi
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Blaga na Perry6nnra Cenepna Maregonuia

1.3)oao6peH}Icep[I{HaeKcTpaKTI,Io4rarra6uc3aMeAuIII{Hcrcaynotpe6a3a
notpe6rrreBoK,IlIHI,IqKaTaflpaKca3aoApeAeu6poiHaIIaqueHT}I3a[raiarrrosute
yrBp4eHlr ao [tp"u'JrHltKor sa o6paseqor Ha peqenroT' KaKo u HatI[Hor 3a

npeEI{IIIyBaIbeHaJIeKoBI{TeKoI,Ico[pxaTcyIIcTaHIIu[l,,tpacteuuia
raacnQraq,p",,_u, JII,ICT}ITe II u III (naqraentlr co MyJITI[nJIa cKJlepo3a, co

Ma[urH,I sa6orrynalba }I TeIIIKI,I eIII{IeIITI{IIH}I c}IHApoMu rai 4ercra Bo?pacT)

NV
Riiksweg 1'2

2870 Puurs -
Bi"N-r.--M"*f .cturingGMBH

An der Goldgrube l25513lMainz

- IePrvrauraia

P fi)er Manufactu rin g B el gium

NV
Riiksweg L2

2870 Puurs - Een

COMIRNATYTM, COVID - 19

mRNA Vaccine
KoHIIerPar 3a Arrcrrepsnia aa

AstiaZeneca Nif megen B'V"

Lagelandseweg 78, 6545 CG

Niimeggn,f,elg

Vaxzevria (nPerxoguo

COVID-19 Vaccine Astra

Zeneca) (ChAdOxl-S

[recombinant]) cYcneusuja sa

]auuHa I4 naI(YBaH'e
Irlvre sa nPenaparor

2.5mgTHC + 2.5 mg

CBD / 1mI,240 ml
t<eNOgtL'GANC /
ITAHOBI4II' I(AHU

1,.5 
^gTHC 

+ 2.5 mg
'CBD l1 ml, 240 ml

t<euontl'CANC /
' ttAHOEt'tI'I(AHII

2.5 mgTHC + 25 mg

CBD l1 ml,120 ml-IGNOBIL'CANC /
ITAHOBI'II' ITAHU

2.5 mgTHC + 2.5 mg

CBD / 1mI,120 ml
KANOSTL'CANC /
I(AHOEI4/I' I(AHU

10 mg THC + 10 mg

CBD

/ 1mI,120 ml
IGNOBIL'CANC + /
I{AHOEI4TI' I(AH[+

tteNOgtl'CANC + /
I(AHOEI4II' I{AHII+

2l



Bnaga na Peryr6nura Cenepna Maxegonuja

/ 1. mL,120 ml

IGNOBTL@ CANC FORTE /
I{AHOEI4/I. KAHrI OOPTE

20 mg THC + 20 mg
CBD

/ 1.m1,120 ml 5290121 45 sc

I{ANOBIL'CANC FORTE /
I{AHOEI4/I. ITAHU OOPTE

20 mg THC + 20 mg
CBD

/ t m1,120 ml 5930621 97 sc

IGNOBIL'CANC ULTRA /
IGHOEI4/I. I(AHU yITTPA

4U mg THC + 40 mg

CBD

I 1, mL,720 ml 5360321 30 scI{ANOBIL' EPI I I(AHOBI4/r.

EI7I4

1 mg THC + 15 mg CBD

/ 1m1,120 ml 6281127 18 scI(ANOBIL. MS / I{AHOBI4/I.

MC

.z mg I'HC + 1 mg CBD

/ 1m1,120 ml 6291121 18 sc

IGNOBIL. MS+ /
I(AHOEI4/I. MC+

2mgTHC+10mg

CBD

I 7 m1,720 ml 6301121 48 sc
TGNOBIL@ CANC /
I(AHOBI4/I. I(AHU

2.5 mgTHC + 2.5 mg
CBD /1mI,240 ml 6271721 49 sc

I(ANOBIL. MS+ 7
IGHOEI4I. MC+

zmgTHC+10m9
CBD

/ 1m1,120 ml 5370321 18 scIGNOBIL'MS / I{AHOE

Mc I t1 ml, 120 ml 5350321, L8 scI{ANOBIL' MS / I(AHOEI4/I.
MC

z mg'I'HC + 1 mg CBD

/1,m1,120 ml 5910621 28 scI(ANOBIL. CANC ULTRA /
I(AHOBI4II. r(AHU y/rTPA

40 mgTHC + 40 mg
CBD /1mI,120 ml 594062L 96 scI(ANOBIL' EPI / I{AHO6I4/I.

EIIU
1 mg THC + 15 mg CBD

I 1, m1,120 ml 5900621 47 sc

I(ANOBIL. MS+ /
I(AHOEI4/I. MC+

2mg

/1

'I'HC + 10 mg
CBD

mI,120 ml 5920621, 48 sc
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Baaga na Peny6arra CeoepHa Mare4onnia

1.4 YnraruryBarbe Ha JIeKoBI{ co [oM[rHar poK

Couacrro3aroHot3aJIeI(oBI,tTe}IMeAI4III4HCIQITecpeACTBau-IIparulHI4I(oT3a
no6rucrure ycJroBr4 3a HaquHor Ha orcrpaHyBarbe Ha orflaAor co JIeI(oBra (,,cayx6eH BecHI4K

sa PM,, 6p.153/08) MMMEI I'I3AaBa o,4o6penraia sa yuuurryBarbe Ha JIeKoBI4re co roMI4Har

poK Ha ynorpe6a co noTeIsIO OA BeneAporepl4l4Te', anTeIOITe' npoI43BOA'1ITenI',ITe vt

3ApaBcTBeHI'{Te ycTaHoBI'{'

Bo teKosu ara 2o21'roAI,IHa 6ea usgaAeHl,I BI(ynH o 79 og1peuuia 3a yHI4IIITyBa}I,e Ha

Jrer(oBr,r co [oMVrHaT pol(, BKnyqI4TeIUO U 6aparraTa 3a yHI'IIXTyBa]Le Ha BaIflII4HI4 o4 iaruure

3ApaBcrBeHI4 ycraHoB'I'

2) OggeneHne 3a SapuarconurunaHlla

corlacso 3aKoHCIOITe o4pe46l4, opraHI',I3I4paH'eTO I'I cneAelbeTo Ha HaqI4HOT Ha

co6uparce u rpoLIeHI(a Ha HecaKaH'Ire peaKIII'II4 "''::::':J:::H'f"itffi,["t]:"ffi 
"X;;:?x,.ffi""":il1:x;"J';;;;;"u..ul^,-I", .. ur,lr oA crpaHa Ha MA^MEA, nperv I

HaquoHanHI'Ior IIeHTap 3a cf apruraronplrl{JlaHIIa'

cnoHrasoro nprajanyBaH,e Ha HecaKaHra 4eicrna npeTcTanyna Hajnall(eH Aen oA

nocTMapl(e,,,,,.o,o .n"a"*" ua 6es6egHocTa Ha ,IeI(oBI4Te I,I oCHoBa Ha HaquogalHl4oT

cr4cTeM sa cfapual(oBl4ll4IlaHqa. oco6eHo, Toa ce oAHeCyBa Ha IloeAl4Hequoro npuiaByBarbe

Ha HecaKaHr4Te peaKrrr4r4 oA crpaHa Ha 3ApaBCTBeHr,rre pa6orHur-1ra. EcpraracHocra H ycfiexor

Ha HaIIr4oHaJrHaTa rlpolpaMa 3a cneAeH']e na 6es6eAHOCTa Ha IIeI(OBI4Te AI4peItTHO 3aBI4CI4 oA

ar(TT4BHOTO yqecTBO Ha 3ApaBCTBeHI4Te pa6orHuql4 BO nprafanynaH']eTo Ha cycneKTHI'ITe

HecaI(aHI'I 
T;TT^I,Ha Ao MAIMEA rpl^crl4r,aa ::1 ":1":lTi.::Jli::, :i#::'#

*,u.runX'o#:l#fi;,:;r;;;;;;ruuun, 4o MATTMEI no rrr4cMeHa r4Irr'r erIeI(rpoHCI(a

$opua. ogronopur.rre^ nrlqa so MAIIME.{ (nenapra ra cfaprvraqenru) no uairparol( pol(

l.rsnpurufa o6pa6orna ua npuian I{Te fi II4 BHeCoa no uo6alHaTa e'IeKTpoHCI(a 6asa Ha

floAarorlu 3a HecaKaura gejcrna Ha Jrer(oBr4 Ha CsercKara 3ApaBCTBeHa opraHr',raaquia co

ceAr4ure no llJnegct<a - Vigiflow' Uppsala Monitoring Centar'

Bora6elaTanoAonyeAaAeHIIpilKa3Ha[oAHeceuunpraiaBI4C[opeAfloAHoCI4TeJI:

reI(oBrI so2021.no

=
F{
o,

a
E
0)

OJ

l-L

a
(d

o
E
o)

aflo4uocureJr Ha

ad
E
c0
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Bo cle4unre ra6enr4
cI4CTeMI,I n etll4,4eM14 OJTOIIIKLI

Baa4a Ha Perry6rruKa CeBepHa Maregonuja

e [p[Ka]r(aH [pvKa3 3a Hecar(aHr4Te
r4H,qilr(aTopvt u Toa clopeA Bo3pacT r4

peaKr{r4r,r cnopeA opraHr,r
IIor.

cnope4 BO3paCTa Ha naqueHTl4Te [oAHeceHr4 ce: 3a Bo3pacr op, o-24 Mecerlr4 19ilpuiaBu' 3a rqella 47 npuianu, 3a aAoJrecqeHrr4 8 npzjanz, 3a Bo3pac un 4Bg npuianu,3a crapr,rilu\a117 npwjanuil3a33 npujanuHeMa roraroqr{ 3a Bo3pacra Ha naqveHror.

(Dapuaqenr
31, 38 43 31 27 24

0

18 15 22 26 1B 26 319

Ipyr 3ApaBcrBeH

pa6orqun 1 1. 9 6 0 0 0

6

0 1 0 2 20
Ilaqzenr uilu Apyr
r43BOp 0 1

0

0 1 1 2 5 3 3 3 4 29

0

HeMa [oAaTor{r,r 3a

EOAHeCilTenoT 0 0 0 0 0 0 0 0 0 0 0
BI(YIIHO I]O
MECEUT4 67 68 98 69 47 55 54 45 57 61. 40 51 712

Ta6eaa Ha rrogHecenr npvjanr a, "u.rn*,I(r{t4r4 og ner(oBr4 so202tlo Bo3

0-27rcua
28 ,qeHa Io 23
Meceu14

2 -llrognnu
12 -17 ro4r4Hr,r

18 - 44ro.qr,rHr4

45 - 64to+t4Hu
65 -74rogumu
> 75 rotunu
HCII03HATO
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Bnaga na Perry6nura Cenepua Maregonuia

Ta6ena Ha noILHeceH$ npl'lisalr 3a HecaxaHn

peaxql,lfl o;1 ,Iexosx sa ZCI?;L ro;1rHa no Bospacr

47

.-: -rll- il-
O - 27 ,4€Ha 28 A,eila Ao 2' lL

23 Meceql4 roAt'tH,'

229

ffi
Hffi
ffi&
ffiso&xffi ffisffiffiffi ffiilffiS Bffi
45 -64 65 -
r0Il'1Ht4 7 4rl;s.n:

37 33

I
...-ilf**
tz- L7
ro&*lrru

IT
;tvr

>* 75 HenolHaro
fo,;ttull 1

CnopeAIIo,IoTHanaqlleHToToABI(ynHo7l2rryuiasa:245Ce3anl4uaoAMaIIIKI,I
41'4sanI4IIaoA)I(eHCIt|^noIIH:a53upujaBl4HeMa[oAaToIIlI3aIIoJIoT.

G6aru Ha noAHeceHn npraiaBll3a HecaI(aHI'I'

KIII,IU@
ua npuianu
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Baaga na Peny6.rruna Cenepna Mar<egonuja

Ta6ana Ha nollHecenn npujaau aa HecaxaHy,
peaKqHH of,rexoBlt eo 1021 ro,q,HHa no no/r

G* x.(enal{H tl ir'ta)tJ.u\u ti(:)lr03ilill0

522

Cnope,q6ex npxxa3 Ha
HecaKSH,,t peaq,rH

noAHeceHN nprjaaN aa
202A/ZO21ro4xxa

2tJ21. ro/.{fi}la

2(l2O r.)AlrHa

04 orynuz 712 npniasl4 3a HecaKaHa peaKrl uia naner( Bo 2o2l ro4nna,21gnpzjanu ce3a HecaKaHa peaKql4ja o4 oarqllHa rport4n ItoBI,I[ 19. rlpzjaneHr4 ce Hecar(aHr4 peaKr{r4t4 oAItoi,Izpnaru, Acrpa 3euerca, Cnyruzr, Cuuonar r,r Cznotpapu. Bpa6ore,r4Te Bo orreJre'r.ero:a cfrapir'raKoilrl'IJlaHlla w Mare puoBt4l,nrru, ,o"or"u"ro rra o6pa6oryBaa cure nprajaBrr oABaIo{I4Ht4 rlport4B K-OBI4A 19 npery AI4peKrHa KoMyHr4r(a4zja co npujanynaqor, r(aKo u

:::::::::#:: j^::,:::11 :--*u"'n' reKapz ce co rtrea so6zBarbe Ha .qera,rHr{,Bepolocro juu u roqHlr no4aror{r4 3a Hecar(auara pear<qnja.
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Blaga na Peny6auna Cenepna Maregonuia

ffi#;;lr;;;;;;; -.ca*aHh pearqulr os BaxqhHa nporua K.BHI le ( no Med,RA)

fispeilfij,

saxa((lHoir

oatofuaul I

60&6 re *yGY$

6oo{a !o e8crPtil*Iirx

601ra fl a Morrs ila airxxauiia

fl otl!etdft ,e{u, le6[f tl6lYps

rprorra*qu'#9'{j6

*"rarornn 6't%

Haiuecro ce npl4iaBeHI4 HecaI(aHI4 peal(III4I4 co JIecHa

flor(ar{eHa TeJIecHa TeMfieparypa' MaJIaKCaHocr' uIaBo6onKa'

er(crepMl4Terl4, 6olra k\ orol( Ha Mecroro Ha aITJII4I(aItrI4ia'

cr4MIrTOMaTOnor[ia I(aKo

6oara Bo MYcI(YIIa vt

BprouraBlII{a, ra,4e}be t

napecTe3I'IU.

flpuxar Ht npot1€Hrya^fiHa *ac?aneuocr Ha Hecat<aHu peax{Hr4 CIA

B*l{t{HHH nporhs ltOBl4A 1$ no uoepacr

{i$ -?4 r$,qrJil}'t t s.syo

, *'i$ro.qaxu t r'lx

, u*nour*to ) l.*%

;;; uo.ou."u, HaironeM 6poi ua noiaBu 3a HecaKaHa peaKr{uia og npI^MeHa Ha

Bar(rlr4Ha nporrrB ItoBI4A 1g e nai ar(rr4BHoro nu."r"rrl *nu uo.pu.r og 1g-64 ro^r'rHr, (18-44

roSuHu 57,g% u 45-64'roAr.rHr4 34,5%), AoAer(a rai Bo3pacHl4re rpyflu HaA 65 toguuvt

3acrarleHocra Ha 6poior ua nprajanu e noMarla'

I

flpuxal xa npoqeHTYallHa 3acrarleHocl Ha HecaKaHx peaxt{!lH oA

Baxquur nPorm KOBl4fl 19 no nor

Hen03Halo
?%

27
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Baaga ua Perryr6aur<a Cenepua Manegonria

Bo 2021roAuHa 4o MA/IMEI nnra
Me4ilr{t4Hcr<t,r cpeACTBa. flpujanzre ce
e/rer(Tp oHcna clrop naa.

lpr4crr4rHaro 4 npujaBr,r 3a Hecar(aHr,r HacraHI4 oA
nocraBeHfi Ao MAIMEI Bo nr4cMeHa yuru

BI,I3A HCCAI(AHI,I Mp,qur{r4Hqr(h cpelcrna no 2021

a

Cd

a
!a
E
F

o

a
nq

E
o

sa
H
E
0,)flo

F-l-

o

EL

Lr
BI(YI]HO TIO

rlo o4uoc Ha cne,4eH,ero Ha Hecar(aHhre HacraHu r(or4 ce janynaar Bo rer( HaI('rII4HI4qI(lIre I'ICrI'IryBarLa, so 2027 rortlHa 4o MA/IMEI una nprrcrprrHaro 19 npr,rjanz saHecal(aHu HacraHI4 oA Iut4HI'IqKv cryALlr4I(okI ce rr3BeAyBaar no P. Mare4ouuia.Oa Br(ynHr,ror6poi ua npuianu, uuu4uianto ce npzjaneuu 18, a nocne,qoBarenHa npnjana e I og nrynHo 4ctyAtrv.

Ouacynarbe Ha JreKoBrr

Couacuo tIJIeHoBI4Te 94 u 131o4 3arcouor sa ,rer(oB ure vrMe,ququHcnt4Te cpeACTBa HYnarcrnoro 3a ofnacyBarbe Ha ,IeI(oBr4 14 Me,qr.{rILrHCnu cpeACTBa, Hocr,Terrr4Te Hao4o6peuzjara :a craBalle Bo npoMer r,r npo,r3Bonr4Tenure Mo)r(ar Aa ia rucfoprvrupaar,uLlpol(ara ianuocr 3a I(apal(Tep,,crl4l(Lrre 3a Jrer(oBr,rre xrro ce r43AaBaar 6es neKapcr(r4peqenr' I4croro rpe6a Aa ce BpIIrkt ro rperxo4uo o4o6peHLre oA MA1MEI h Bo couracHocrco s6upuuor I'I3BeIrITaj sa oco6uH,Te Ha JreKor vtrkt coynarcrBoro 3a nal{aeHTor, npr4 rxroHocI4TeJII'ITe ua ogo6peH,re ce ron)KHt4 Toa Aa ro npaBar Ha o6jenruBeH Haqr.rH. 3aroucroroperynuparbe Ha oBaa npo6leuarl'IKa e o,q roneMo 3Haqerbe 3a 3arrrrr,rra ua jannoro sgpanje trToI(My oA TkIe npwtvtHvr MAIMEI BocrlocraB, crporu ,.purepr4yMtr 3a ornacyBarbeTocofJracHo eBponcKLlTe cTaH,4ap,4r,r.

Bo2021roAr,rHa MAnMET vrMakrcAalteuo 256o4o6peuzja sa ouacyBalr,e r.r roa 3a:

IIEI{OBI4 EE3 PEUETIT - 106 o4o6peHzia

TPArI4ul4oHArIHI4 XEPEA/IHI4 /IEI(OBI4 - 15 o4o6peuuja

MEilUUlflHCItI4 CPEICTBA - 31 oso6peunja
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Blaga na Perry6aura Cenepna Mare[onria

- ipAHrar{HI4 rlPoI43BoAI4 - lo4oso6penuia

TaSeaa Ha fi3fiaAeHu off,ofpertfiia 3a

omacY8aHle B0 eoel rorqHHa

ffi&ffiK*W
.r,r(o*r,r 6E3 rPAlj,r4u'40lrA/rHr' *x3*3s- r.||$rxlfiI,'lXilni" iioiln*,.. nEH.Btl t1*l::*.1

o4o4o6peHl4TeofnacyBa}ba3aJIeI(onu6espeqeflTso2021,IoAI4Ha'IeKosu6es
peLIe[T ce 41%,fpaHLItIHI4 npoI43BoAI'I ce 41%'MeAI'IIII4HCI(I CpeACTBa Ce 12'4 u TpaAI4III4.HaJIHI'I

xep6anuu JIeI(oBI4 ce 6%'

IlpoqexryaflHa sactanelrocr Ha

ogo6P*rxja aa orlacysalbe Bo ?:0?,L

ro*ilHa

w ,I[HOB'4 EE3 PEUEnT

ffi I llAl"lt'11"{l40HtulHt4

Xf:PSA/IHl'l flfilOBl4

, M[/ll4l.ltlt"l(t{l,
fpEACTBA

H! rzAHtltlH14 nporl3BoAtl
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Bna4a xa Peryr6auxa CenepHa Maxe4our,rja

1:!ri':=flg'irgrp/tti?.:w.:i#.ircirirr11isi,i,+i:rare!.:11'f:1+\lrrqi:i.:E;;)ir.Ee;,Ja.i:irrr

nphKa3 Ha o4o6pexr omacyBalba no $aprnarorepanesTc,{a noArpyna 3a 2O2l toAAHa

t.

1. .,.

it
It
I1
ir
T1
I1
r1
tz
F2
!2
t2

-3H3
HmsHecIepo,AHHaHrffaH0,aMa'opH,UaHTxr,eB^{aIf{hflDeoapi.,3anola,HaynoTpe6aF--rz

npeflaparh3afpro try+rrr.rr.I*r rs
aHarrerr4quaHrxnrperxqtr jEbE-.- 

19
aHrrrpoa6orxyHx (peAc.", 

,O

og ono6peHl4re orracyBalba 3a .rer(oBvt 6es peqerr Bo 2021 roAzHa, 34 ceo'qo6peHilja sa leroBlr oA (taprr'rarotepareBTcr(ara ,,oArpy,,a aHTr4TpoM6orraqHra cpeACTBa,aHanrerwlu u aETurrkrperuuu 19, npenaparpr 3a rpro 15, Hecrepol4r Hvr alTiluHcprauaropuu raHTI'IpeBMarcI(t4 npeflaparz 3a JIoI(a'IHa ylorpe6 a 12, ruteKo.rroilrrs4 aHTr4r,rHOe KTvtBLr 14aHTIace,TI4uu 5, Ha3anHI'I Ael(oHrecrl4Bil 3a cilcreMcr(a ylorpe6a 3, 4erconre cruBt4 u Apytt.Ha3aJIHI4 flpenaparl4 3a 
'IoKa'IIHa 

ylorpe6a 3, aurucfyHra/IHl,I JIer(oB]r 3a Jror(arrna yflorpe6a 2,aHTl4xl4craMuHutp4 3a cilcreMcl(a ynorp e6a 2, reI(oBlI 3a rperMaH Ha cpyHrrqraouaJrHr4racrpol4HTecrl4HanHl{ 3a6oryBarba 2, unxvt6uropu Ha [poroHcr(a flyMr,a 2, uecrepoilAHt4aHTrrl4H(bnaMaropHu I4 aHTupeBMarclfl4 [peflapar]r 1, npenaparr.{ 3a Jror(aJreH TperMaH Ha60rxt't Bo 3rno60Bra il KOCrfl4 '1., uHTecruHanHr,r aEcop6eHcr4 .1, 
flpenaparr4 3a yBo .1.,

MyI(o,I4TI'IIII4 L, BI'ITaMI4H I I4 aHarIo3I'I1u aeronu 3a rperMaH Ha 3aBr4cHocr o,q uurorzu 1.

| ,eRoB4 3a rpeinjaH !a 3:6raHo* on HH(olHH
:

j ufrrailhHAuaHrro3ra

i. etykorultrur

i npenapatx 3a yBo

j lHrecirHanHx aaaop6eHcr

: npenapalu 3a noiareH TperMaH Ha 6orHr ao 3rro6ooH I kocku

, 
'enePo'AH'aHrx{H$r*"1ffirr"r:"r#il::ffi:

: nexoB, 3e rperuaH Ha (lyHHrlfioHarHtr facTpouHTe(rr!ffaltHx 3a6onyBasa

i aHrhxBaraNtsHHu( ja ahcretlcta ynorJ)e6J

lBrroyHIark, 4ehoBh ja rokl,lqa yo(,7pe6a

Ae{oBaecrxBu fl apyaff Ha3arHx npenap!r, 3a ,okJrHr ynolpeSJ

Ha3arH, aekoHrecTx6, la cficterlcka ynoTl)e6a

tnHekorDUkx lH!rxt+e(Tr6k, !HTxaenrrun
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Bnaga na Peny6rrura Cenepna MaregoHuf a

fl porlexryarHa aacranoHoct cnop€$

SaPrvraxorepaneBrcxa 
noArPYn a

a aHTl4TPdM6othqHr4 cpeAcrBa

t aHanreTurlH l,' aHTHnkpeTllU',t

r* npenapat!'l3a rpno

t HecrepouAHh alrrltt4H$naMaropHn

x aHTt4peBMaTCl{H npeflapal}' 3a

roxalHa YnorPe6a

* rr4Het(onouRH aurulu$exrnat,l n

atlTl,tCefiHtlt4

X t{a3an}lH AeKofirecTt4Bt't 3a

cracremcxa YnorPe6a

Bo2O2hoAr4Ha ce r43AaAe Hh256oAo6peHilia aa orlacyBalbe' IIIro e 3a 156 oAo6peHl4ia

noBelle oA flperxoAHara foAI4Ha'

Cnope66sfi npvtxas Ha HaJla'leHi'r

3a orfi acyBalbe 2OZA / 2A27'
onorlcpeHHia
r{l&HHa

eO?l roAtrHn

a02t roA?tHa

1
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Baaga naPeny6aura Cenepna Manegouuia

III
cEKToP 3A I4HCTIEKIII4CKI4 HA,q3op v ilurlEilrlr4pArbE HA

/IE KO B r4T E Vt MEAVIU 14 H C KI4 TE C pE.q CTBA

1' o44eaenue sa rrHc[eKII]rcKI{ Han3op o4 o6aacra Ha JIeKoB}rre rr Me,qrrrl}r,cKr{Te
cpe4cTBa

.#::IT:'..,::::.::".:^:::-1 :11!orenr 
ro o44ereur.rero 3a r,rHcreKr{rcr.4 Ha.q3op'1;T.,1;ffi'::

I4HCIeKI{I{CI(I4 Ha,q3op kI nI4I{eHI{I,Iparbe Ha /Ier(oBl,rre u MeAr4rIZHCrfl4Te cpercrBa, BprrrarHaA3op HaA [pl4MeHara ua 3aro,or ga reKoBI,ITe u Menr4rlr4Hcr([Te cpe4crna, 3arco,or 3aI(oHTpona Ha onoiHn Aporil il flcfixorpoflHl4 cylcraHr{Lt}r r4 [o43ar(oHcrfl4Te ar(Tr4 AoHeceHr,rBp3 ocHoBa Ha 3aI(oHI4Te' I(aKo I'l ApyrI'ITe llponl4cn o4 o6lacra Ha rler(oB wre trMe4ilr{r4Hcrfl4Tecpe4crBa fi [pe3eMaar Mepl(t4 3a orcrpaHyBarbe Ha yrBpAeHr4Te He[paBrrrrHocrt4 kIHe,4OCTaTOr{r4 Bo oflpeAe/reH poK.
@apr,Iaqenrclfl4Te ilHcflel(Top,, Bprrrar r,rHcfleKr{racra4 Ha*3op HaA ,rer(oBr4Te uMCAilI{UTHCIfl4TC CPCACTBA, UHCIICKIII4CI(}I HA.43OP HA CY6JCrr, ,U NIO"BO.4CTBO, 11POMCT HA ]roJIeMO rI flpoMer Ha MaJIO CO reI(oBI'I U Me}uTttHcrfl4Te Cpe4crBa, Bprrrar ilHcfleKrlr4cr(r4HaA3op HaA ISII4HI{qI(I4Te I4cluryBalr'a, Hecal(aHnre 4ejcrBa il Her4crri"unoaru Ha Jrer(or,c[poBerqyBaar I4THa [ocranl(a 3a [oBrIeKyBa[Le Ha roroB ,reK r,r Merqr4rlt4Hcr(o cpeACTBo oAflpoMer' 

'qoHecyBaar penrenraja ilpu BpllreH,ero Ha Har3opor HaA npou3BoAcTBoro vtflpoMeror co neI(oBI4 ri MeAu\uHcI(I4 cpeIcrBa, HapeAyBaaT MepI(I4 I{ oflpe,4e/ryBaar por(oBt43a HUBHo t{3BpIrIyBarLe' [oBe4yBaar I(a3HeHa [ocra[Ka flporr,rB npaBHilTe z c[uszunure nr4r{anpeA HaAnell(Hure opraHI'I, copa6otynaar co HayqHilTe u o6pasonru4Te ycraHoBr4, rpl1aBHr4Teor.ryr:j::T:rr-"6aacra Ha r,3BprrryBalr,ero Ha caHr(r{r4r,rre rpr4 HaA3opor. 
1

uPUr.I4ucnerqucKl'Ior Har3op ce c[poBe,qyBa cornacHo fo,quruHara [porpaMa sa pa6ora uao44eleuuero 3a I'IHCneKIIt4cI(v HaA3op og o6nacra Ha ,rer(oBr4Te Lr Mep,,t\uHcr(ure cpe.qcrBa,roja ce ycnoiyna or crpaHa ua IzlucnenqucKr.ror coBer, r(aKo r,r Bp3 ocHoBa Ha r(BapranHr,rreuaHoBLr s a p a 6ora ua cf ap u a r{eBTCr(r,{Te r,rHcner(Topr,r.

1'1' Aualpr3a rr rpoqeHKa ua cocroi6ara 3a r.r3BprrreHrrre HaA3op u so 2o2hoA[Ha

-,,,.*,::::::::l:-::11 "o 
2o2t ro+wHa, corrracHo rolr,ruH,or rrrraH sa pa6ora uao44eneHnero 3a I4HcneKIIt4cIfl4 HaA3op sa 2021roguHa, r(a*o il *"."u'#"'ffi## X;pa6ora ua cercoj uHcner(Top 3a Mecerlr4re janyapz, rfenpyaprr, Mapr, aflpnrr, vaj u iyuu 2021,roAI4Ha' 6zae nnaHVpaHuBI(y[Ho 120 uncnenrlranr.ruA3opt4, or r(ou 9g pe4onu wua4zopu,TI(oHTponHIa HaA3opI4 u 15 roupe'qHla HaA3opu. Bo npnzre ,uecr Mecerlr4 og 2021, ro,4r4Ha,

fi:::::1,.:i,:1T.1"^19,1ty]".,y HaA3opr4 oA r(or4 e7 pe4onHlr Harq3opr4,6 roHr:porHa,vyf t, v r\un IPUJIflI4Harq3opl4 t't 61 noHperHl'r HaA3opI'I' rlrasor 3a npBprre [recr Mecequ sa 2o2l roAhHa epeanr,r3r.rpqH kr HaAMlaHar 3a 36.67%.
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Bla4a na Perry6nura Cenepxa Maxe4onuia

r4 c[poBeAeHI'I I4HCIeKIII{CK}I Ha'43Op[ uo

Ilperneg Ha BI(yIIHI4ot 6poi-11 t"ut'paHl'I

perr4oHrl 3a repl4oA iauyapr'r-iy uu 2021' roAI4Ha:

OctoaPeuo PasruKa %tapeatwtsaquia
Peruou fhaHuPaHo

0 100.00
t6 16fl.qnnen.-ru ne|I4OH

t37.5uqHilr'srv'!-- r --

Irlcroqes periloH 8 11 3

100.00
14 t4 0

Ttznn.rqrrA IIeH nelI4OH
733.33I

6 8 2
IvrouctotreH PerPIoH

0 100.00
10 10

IlelaronrcKu PerIloH
0 100.00

2 2
flolomu PerI4oH

3 2 300.00Ceoepoucroueu

DCTI4OH
1

37 158.73
Croncru PerI4oH

63 100

t64 44 136.67
BI(ynHo 120

ogusnpureHt,ITepeAoBHI4I4BoHpeAHI4HaA3opuoACTpaHauac|apirnal{eBTcl(uTe
r.rHcfler(Topfl ce AoHeceuu 

g perueuraia Ha alrer(pr v roa: i p"r""ia no cr<oncl(I4or perraou (2

peIIIeHI4e no Aepo4poM I4 1 peureuu,u uo 9ar,rp), 2 p",,eH,ja so )yrosanageu peruou (2

peureHraja so Ituqest) ra 3 peurenuia so I4croqeH perr^oH (3 peueurafa no Irlrun) co t<ou ce

H3peqeHu Mepr(u 3a nocTanyBaH,e cor,,acHo 3arogo:r 3a JIeI(OBUT. vr MeAI',IIII4HCI(I4Te

CpeACTBa Bo AenoT Ha HeypeAHo IIo[oJIHyBaH,e oA CTpaHa Ha $apr,,raIIeBTCIC,IoT 
pa6orHur ua

TpeTr4OT Aen oA purlunror, Ha6asKa Ha AecTI4nI4paHa noga 6es ceprracfunaTl4 OA aHaJII43a Ha

I(BaJII4TeToT,HeypeAHol{3BeCTyBaH,e3anpoMeHaHaCTpyqeHI(aAap,HeHeBpeMeHo3aBepeHI4

caHr.rrapHr4 r(H,rxrrr4 14 peAoBHa na,ra6paquja ua nperrrr3Ha Bara HaMeHera 3a z:pa6orra ua

MaTIICTpaJIHI'I JreI(OBII 
^^nn6^u^ n^nurrrHr{or IIJIaH aa pa6Ota UaMarlICTp aJIHI'I Jre I(OBII'

,Bo nropur" *"." MeceIII4 OA 2O2lroAI4Ha, COrJIacHo IoAI4IIIHI4OT IIJIaH aa pa6ota ua

ogAeaeHueTo 3a I4HCIIeKIIUCKI',I Ha[3O p za 2O2LIOA]IHa', I(aKO I',I MeceqHI4Te [JIaHoBI4 3a

pa6ora Ha ceroi [IHCneI(Top 3a MeceIII4re iyau' aBrycl' ce[TeMBpI{' oI(TOMBpI',I' HOeMBpI4 I',I

Aer(eMBprr 2O2l roguHa, [rIaHI, purJT^nu';"y"*no 136 uHcneKLII4cIs, HaA3opt,' o4 r<ora 95

peAoBHI4 HaA3opI'I, LL rourporHl4 HaA3op u u3OBoHpeAHr4 HaA'""X#ff':fffi1T;H::XX

i n5;l ilffi:f';ffi;:#':" #'""#' ;;; "".,.,.u"cKil 
HaA3opu oA ,cou e5 peAoBHI,

,i ua4sopu,10 rourpo^i, ,uoropu u gg BoHpeAHr4 HaA3opI'I. flaauor: 3a Bropl4re rlecr Meceql^

za2llhogl4Ha e peanl43l4paH fl HaAMI4Har za4191%'
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Bla4a ua peny6runra Cenepua Maxegonria

lf trucpzvrz npl4l(a3 Ha BI(yrH uor 6poi ,i nrurrpaHr,r r cnpoBereHr.r uHcrr..urli, 
$

l; 
,aason, no perr.roHpr Bo nepr4o4 jynu-4er<eMBpr4 2021rcgwwa 

vvvr.lrr, .rrLrrs^r+rrLr\tr 
Jr

ItJ 60 I i"i 
lrlii tlt ; *,j , rrl}t \a: *,ffi j 
li

li I ili j * '',]J ;i *ra,r*r]arH

ili "ii ,t*J",,":-;t' t1:ii iJff ;:*r o,j . : il sped'|,f3,!paHH 
iiJI 1

[l ---- .""'r--.".-'"".".*"."-.*"-"' T-c j
li i ao\ $.o. $." ."f. *'t" i rilil'_'_.,',
li o' H3BpIxeHI'Ire peAoBHI4 14 BoHpe,qHr,r Ha,q3opr4 o,4 crpaHa ua cpaprraauuur.r.rr" jf

lf uucnercropl4 ,4oHeceHI'I ce 3 perueunia ua aflTer(u z 1 peruenr4e 3a Bene,qpore puja u roa: 2li
lj peureHuia oo Bap4apcl.4 pert,oH (1 pemenze Bo arrrer(a ro creru Hnrore n 1 perueur. uo lilt

l: Benenporepnja no Pocouan) u2 perueuraia no I4croqeH peruoH (2 perreunja no anre^" r"lj
Jf 

ItOVaHra). rsrrrvrr \4 Hsucnvud lru illllel(l'I

l' li

#rr.,.oTrff"rt;:L::tre 
6apan'a so ocHorHkror r(pr.{Br.rqeH cvr - Cronje 3a noBenyur*u .,u 

jf

,i 
tLrqlrl\cl' 

lflilrilirji o6vxu 
Ii; *

ll ,r^ -- -n^{ i

lJ oo rel(or Ha Ha 2021rolwHa ce oAp)r(aa Her(onKy on-line o6yru ua cfapnaauuur.r.rr. 
lj]f 

nucnercropl4, Bo opraHlr3al{uia na Enponcrara areuqnja 3a Jrer(onz (EMA) I{ Enponcr<uor 
J;ji l:l^"]**ar 

3a I(BarII4rer Ha rIeI(oBkI (EDQM), o,q o6nacra ua cf arczclrurcynau u u coMHr4renHh rr
i; neI(oBH h HaManyBarbe Ha pn3lrltor no januoro s4panje [peALr3Br.rKaH-on $arcz$uxr"r"" jf

$ 

,"r.ou, u crrurq,unpr.rM,HanHz 4eicrnr,rja. 
1,,,,e rlpeAkI3BlII(aH o4 cpalczclrtrxyoar 

tiiiit
Itl; 2- o44ereurae 3a n,rIeHrl,parbe Ha JreKoBrrre lr Me,qHr_u,rHCKHTe cpe,qcrBa jii;

i; Bo rer(or sa2O2lroAuHa ce r43,4aAeHr4: 
i;
till 3 4osnorn 3a [pot43BoACTBo Ha MeAr,rIr4HCr(r4 cpe,qcrBa, 
il["

if 
r rqo3Bona 3a [poI'I3BoICTBo Ha aI(TI'IBHI4 cyncraH \vkr l.fiacvcf raqupaHra Bo Jrr.rcrar" ff , if

li III (ro4euu, l'ropcfizn, cfoalto4zn), r-----'r-"r rvrrs rr vr r

li 1 GMP cenrz$urar 3a [porl3Bo,qcrBo Ha.rrer(oBrz, jiti-
jj : i:i::i" 

3a rIpoI43BoACrBo Ha el(crpal(rl4 o,q raua6rc 3a MeAr{r{ktHcrg4 qenr4, 
Ji

l; 
- ) Io3BonI'I 3a npo[3BoAcrBo ]I npoMer Ha aI(rI'IBHa cylcraHquja no xep6alHa cfoplra 

6
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- 2 GMP cepTr4or4l(aT 3a [poI43BOACTBO Ha eI(cTpaI(TI4 OA I(aHa6I4C 3a MeAI',IqpIHCI(U qeIII4',

-lperueul4e3anpeCTaHoI(HaBa)I(erbeHa[o3BoJIa3anpoI43Bo[CTBoHaJIeI(oBI4,

- 1 perueul,Ie 3a npeCTaHoI( Ha Ba}I(HoCT Ha Ao3BoJIa 3a apoI,I3BoACTBo Ha eI(CTpaI(TI4 oA

rasa6uc,
. 56perueuraia 3a Ao3Bo,Ia aa pa6ora Ha npI4BaTHLI3ApaBcTBeHI4 yCTaHoBI4 _ aIITeI(u'

- 3 peureuuia:a Ao3Bona aa pa6ora Ha arITeI(apcI(I4 craHI4IrI4'

- 1g3 peureur.lia 3a npoMeHa Ha noAaToI( BO AO3BOnaTa 3a pa6ota Ha npI'IBaTHI4

3ApaBCTBeHI4 ycTaHoB14 - arrTeI(I4',

- t0 peureuuia 3a Ao3Bona:a pa6or:a Ha cneql4ianueupaHil rpogaBnilI{u'

- 29 peruenufa 3a I"ICrIJIara Ha IoABII]I(HI4 anreKl4'

- 7 peruenraia sa BplIerbe [poMeT Ha foJIeMo co JIeI(OBI4I4 MeAI4III4HCI{II cpeACTBa',

- 5 peureuuia aa BplxeH']e npoMer Ha ro'IeMo co reI(oBI4'

-4peruerrraiasaBpUIeH,egejHoctnpoMeTHaIoIeMoCoMeAI,IquHCI(uCToMaToJIoilIKI,I

cpeACTBa, ttr fno
-l0perueuuia3aBplxe}be4ejHocr[poMeTHaroJIeMocoMeAI4III4HCI(I4CpeACTBa,

-l0peureur,rja3anpoMeHaHa[oAaToI(BoAo3BoJlaTasapa6ora3aBpuerbegejuocr
npoMeTHafoJleMoCoJIeI(oBI4I4MeAl,IqfiHCI(I4CpeACTBa'

- 10 peureuraia 3a IIpecTaHoIt co pa6ora Ha IIpI'IBaTHI',l3ApaBTBeHI4 ycTaHoBI4 - anTel(I4',

-3peureHuiasanp"t"'o"copa6orauacnequianl'I3I'IpaHI4npoAaBHI4I{I'I'
-3perueHnja:ailpecTaHol(CoBpile}I]egejuocrnpoMeTHafoJIeMoCoIeI(oBvl|^

MeAI4III4HCI(I4 Cp eACTBa',

- 5 peureuraia sa 3anl{parbe Ha yIrpaBHI4 nocranl(u !I

_ t472 r43BecryBaba 3a npoMeHa Ha crpyqHr4oT r(aAap BO npI4BarHI4 3ApaBcrBeHU

ycTaHOBI4 -alrTeI(lI'
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2 gozsottu 3a rIpoI43BoACTBo Ha $apr'TaIIeBTCI(LI Ao3

eI(crpaI(TI4 og raua6uc 3a MeAvIITHHCI(II ITeJII{' 
ouq'ucae MelI4rrI4HCI(I4 Ireru,



Baa4a ua Peuy6nura Cenepua Maxegonnia

ry

CEKTOP 3A IIPABHUU OIIIIITH PAEOTPI, HH@OPMATZqKA IIOI.4PITIKA
14 AAMI,IHI4CTPATI4BHO-TEXHI4IIKI4 PAEOTI4

Bo par,rrzre Ha cerropor 3a npaBHfi pr oilruT.pa6orn, zucfoprraau4qKa noAAprrrKa 14a4MilHrc'tparr,rBHo-TexHr.rqr(r4 pa60ru ce opraHr43 LrpaH:/-ABe OAreneuuja:
1" og4eleuze 3a npaBH vr h onruTvrpa6orz 14 alMkrHktcrparr4BHo-TexHr,rqr(r4 pa1oru u2. O44eleurae sa zuclropMarr,rqKa noA4prrKa.

1' og4e'neure 3a npaBHH u ofIIIrr[ pa6oru w a4MrrH]rcrpaTr,rBHo-TexHr,rrrKr,r
pa6orr

...*,,j:, 1!"1r^::yl1::^ggerreHr4ero 
sa rpaBHrr r4 orrrrrrr4 pailoru v a*MuHucrparr4BHo_

TCXHI,IqIfl, PA6OrrA CC IOATOTBEHI,I Y,,PABHO.NPABHI,I AI(TI4, I43AA4CHI4 
'"'";;;;;;'ffi;,:;3a HenocpeAHa rIpI'IMeHa Ha rrpo[Iutcl'ITe og o6lacra Ha rler(oBr{Te u Mep,lt\uHcrc4Te cpencrBa,KaI{o I4 onoiHzre Aporu il [cl4xorponHl4 cyncraHr{Ltr4, ce pa3MeHyBaa raHcfopnaaqr4r4, Mr4crreH,aI4 I'ICKyCTBa CO Apyrnre opfaHll Ha Apll(aBHara ylpaBa, ce nocralyBarrre IIo flpe,qMerr4 r(or4BluyqyBaar [ocranyBarbe no o4Hoc Ha 3aIsIyqoIIr4Te o4 Bna4ara Ha pC Mare4oHuja, ceflocra.,yBallre ,,o 6apan'a fi npercraBlfl4 noAHeceHH o4 cfusz.r Ku u [paBHr4 nuqa. BoAe'IoKpyr Ha pa6ota Ha o44eaeH?Iero ce pa6orzre r(ou ce o,qHecyBaar Ha r(a,rlenapilcnoropa6oreu'e' [pueMor, 3aBeAyBarbero I{ AocraByBa}bero Ha ror(yMeHTrare no npyrr,rre cer(Topr4U O44CACUUJA BO MANMET, NCNPAr<AH,CTO HA AOI(YMCHTI,ITC AO CTPAHIC4TC, KAI(O LTnocraflyBarbero co apxu Bcr(r4or t4 Aor(yMeHTapHr,ror uarepujaa

ce [ocra[yBalrle Bo flperp,,lorlHu nocraflKr,r, Kor4 3aeAHo co clrapivraqenrcrcure 
II4Hc[eI(TopvIBo u3MuHTarI4Te roilvl[vl6ea none4eHil rrpe4 ocuonnor KpuBr4r{eH cyA - Crconjenporl'IB CTOpI{Tenwre Ha [peKprrror{r4 Ha o4pe46ure o,q 3aronor 3a ner(oBr,rre uMerqI'rIIt4HCIo4Te cpeAcrna' Tlcro TaI(a, ce [ocralyBarrre Bo cy4crfl4 c,,op [oBeAeH [port4BMAnMEI npe4 OcroBHr,ror rpafaHcrz cy.q Bo Crconje.

r4uaiicu ro npe.qBI'IA ce floroneMror 6poi ua 6apama florHeceHr, oA npaBHure nr,rlaI(On ce 3anHTepecHpaHVI3a orBopabe Ha colcrBeHr,rre npor{3Bo,qHr{ o6ienrz BO Cperr4Hr4 BOKol4 cvIIITe He e vntr7rplra r.^^rrzlr- --,--L-^Kot4 cylxre He e ypereHa I(oMyHanHara uucfpacl'pyl(Typa, 6eure AoHeceH flpanzrur,rx sat'I3MeHyBaPj,.,,,,f.,--,4o-.nonHyBa-,,g,,.,. Ig. flpapu",run-IoT. 3a co,qpr(r.rHara Ha 6aDAn,-ero
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Brraga Ha Perry6rulrca Cerepna Maxe4ouuia

*r{l*({ffi ::s*{'ffi +*q]wg*{ffi iaiiqii#t*t***
l#!:i.si*l:iixl1:t::':gjxl:;1:1rif:lljXXn+fi*iili*r(11({ffi::s*{'ffi+*q]wgi

it nor.y*ur"urlriuru ; ro6nl4cKl4re ycnoBl', no oAHoC Ha npocropor' oflpeMara I4 I(aAapoT 3a 
l]

|| Uo6ruuan e ogo6peHl4e 3a nporruo*.'* *'"t"ou'("Cnynt6eu BecHI,I( ua PCM" 6p'265121)'co.ll

i{ noi ce .JTeCHII I4cnonHyBarbeTo Ha yCnoBI'ITe Bo oAHoC Ha fipl.KnyqyBarbeTo Ha I(oMyHa"u'u 
l!

\3

li ,ropu.rpvl(rvla' l[1i--iiiiltiil!lii!
1i\tr 2. Oggeleuue aa uusopMaruqKa rroApllrKa 

li

1r

I OOAeneHr4ero sa uncfopMarl{qKa noAApIxKa e 3aAoJI)I(eHo 3a cnpoBeAyBane ua 
li

]| pa6orHrare rrenfi vr 3ailaqrtuo o6rracra ua uucf opMarr4qKl4Te rexHoJIorI4I4 I(ou ce KopI'ICTar no 
||

li uuup, u npr,rAoHecyBa MHory 3a 3roJreMyBaHre na cfyurql4oHaJlHocra u ecfuncauocta ua 
li

It pu6oruru no MAIIMEA' rr 6 ua ,tnurnivreDr 
ll

lt O"a nogpas6upa nou$uIypupaH']e I4 oAAp)I(yBaHre ua rorurniyrepcl(ara orpeMa l(ola la 
i[

l! ur,,ra MA1MEA, cercoigueuru noOOp'r*a Ha ,pu6o""re rp'I cooqyBaH']e co npo6neMl4 oA 
i[

l! 
uu$opr,,rarprqKa npr4poAa, ,onoo, npfl pa6or:ata co nporpaMl4Te I(oI4 rI'I Kopl^crar lt

Itr spa6oreHr,rTe BO Ceroi^uenHar:a pa6oTa' I(aKo I4 OAApII(yBalLe Ha nporpaMllTe ra cucrevrure lj

Ir

[ 
*o"';:%;'rffiIud;"r"H,rero 

sa uHgopr',rarr4,rr(a-noAAprlrKa cooABerHo 
'a "na"'u'e'o 

1[

It

t " T "'"TJ,T#ffi"":,:"1il;ffi;ffi""" T ".?ff# l *, o o o o r lr(v B a lL e H a no u n j v' u p 
"' 

u " l[

1r ''*" Tl11l:::T,JJ"Jffiffi, 
v..AH/r\' 

1t

1t ,per(a u oflpeMa Bo npocropl'Il4re ua MAIIMEI;

1? - ceroj4HenHo oAAp}I(yBaH,e Ha CI,ICTeM}ITe l(ou *,.o,,.,ar npa6oteHl4Te so MAIM:I 
li

ii r. cprcreMor: Irlurerpupau uucfopruraqilcrfl4 CI'ICTeM - rpeKy onoi ct4creM 
li

ll 
t 

:i:*r"Hcr(r4 ce ro^HecyBaar oA crpaHa Ha Hocrdrerrr,rre Ha ogo6peuuia cute 
i!
It

ti

Itrz.cr4creMor:EXIM-eAHOIrranrepcKI'ICIICTeM3aAo3BOnI43ayBo3',I43BO3UrpaHsr',rrll li

ltr ,a crol(I4 u tapra$nra I(BorI'I' rr ornorrrro, 
'u

1t l. clrcreMor: I-{eurpaneH perucrap Ha rIeI(oBI,' Bl4pryeneH MaraIrI4H 14 arperarop 3a il
It

11 to6uPan'e Ha uaiuucltu IreHH' 
l[

lX n. oApxyBaH'e Ha re6 crpauara Ha MAIIMEI ta 
tt^ntrt-trt ttw r(ou ., li

t ; ;J,tu.",#:fi:Hi,lJ,T#1.:J,;::::;"HI :"J"'#T,:'ffi";:[
1t

li noplICHI'IIrI4' orcrpaHyBaH']e Ha npo6leuure Bo cucreMl4Te I(oI4 ce "" 
fr

|! ;AJre]r(Hocr Ha oAAeneHuero sa raH$opvrarr4qr(a no,AprrrKa, uru)' 
f;i:'ll

1i1iilrl
li r:r*1's:ii:;65##'ii;;i"-'"'*"t''""*J
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Baaga na Peryr6aura Cenepna Marce4oHria

IABHI4 HAEABITI4

Bo 2027 ro4l,Ha cnpoBe'qeHz ce 11 rocrarrKtr :a januu ua6anru, oA nopr 10 janura
Ha6asl(kl ce peanu3ltpaHl4 ycflerrrHo, Ao,qer(a e4Ha ua6a6a 6e,re noHr4rrrreHa.

P E A]IU3I4PA H I4 T ABHW HA BA B Ifl4 HA A f E H I] UJ A 3 A/I E I{ O B 14 T4 ME ilVIIJI4HCKU
CPEI CTB A s A 2021 f OIT4HA

Peatusupanu jamn,a6anrz Bo rer(or va2)2hoAUHa ce cne,qHr.rre:

EC]H 6p. Ha

OTNAC

Ilpegnrer Ha AoroBopor 3a ianua
Ha6anra

.{aryrvr ua

IOTOBOpOT

Bpeguocr ua

cKnyqeH

,qoroBop co

IIB
(4euapz)

Bu4 ua

nocTaIIKa

KNACA I. NO|OBO PL| 3A'ABHI4 HAEABI{I4 UN CIOrirZ

02212/2021

Ha6asna Ha BTopo-

reHep a r{v crcz TI{I4 uuxu\ur opu
sa norpe6hre Ha naqueHTfiTe

npuJ3Y YunnepsnrercKa
Itruuura ga Xenraronorzja

Ha6anra, uclopara 14 MoHTa)r(a

ua ue6er r,r 4enoBr4 o4 ue6er sa
norpe6ure ua AreHqr.riara :a
,rer(oBV t r MeAl4tlr4HCI(I4

cpeACTBa

Ha6anra Ha ropr,rBo 3a MoropHra

Bo3una co 6esroroBzHcr(o

uar(ame ua 6eHsuucKa nyMrrr,r

10.05,2021

10.05.2021,

11,393,690.00

9,1.45,902.52

299,690.00

259,927.00

1,200,000.00

OrnopeHa

nocTalKa

0435312021

07297 /2021 25.05.2021

r0.05.2021

10.05.2021 floe4uocraneu

floeguocrareu
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Baaga na Perry6lura Cenepna Maxe4onuia

Mala rPeg

floeguoct

Mala nPeg

21.09.2021

16.12.2021

02.02.2022

02.02.2022

12.10.2027

Touepra 3a rPrHrePI41534312021

1966412021

218571202t

156061202t

V]
OCTAHATI4 AKTI4BHOCTI4 BO 2Oz1"ro[I',IHA ]

HAA|EHuI4IATA3AIIEK0BI^I/LME[L4uI4HCKI4CPEICTBA

1. OgpxyBabe Ha cucreMor 3a KBaJrIaTer

Tuuor3aI(BaJII4TeTroCotII4HyBaaTAenoAnpa6oteuuTeBoCerroporsauucfooprua\vlv|

3a Jrer(oBI,I I4 MeAI',IqI4HCI(I4 CpeACTBa' , !, ,rvl(-',i.|Mor 3a I(BaJIr4Ter ce o6jareuU SO

CurenpoqeAypu14AoI(yMeHTI,IBopaMI(I4HaCI4CTeMoT3aI(BaIn.I.e'rLEUV,,qDLr

3aeAHI4qI(I4 $ongep 'u "ogoOpa 
AocranHocr Ha crare spa6oreHl4'

I-{errraHaMA/IMEAeflpeKyBoCnoCTaByBa}I,eHaoAp}KnI4BCLICTeM3aI(BaJI}ITeT
o6e:6esyralbe Ha sonep6ara *'u 'u#"e 

IsII4eHrH'""U-".:::::::t::"tffiiflipiT"t:;;il:
:ffi:f;;ffiiffffffi 'l#,;;;;;r"u*" *,u egura*rocra Ha MAnMEA rororleMa

rDaHcnapeHrHocr no, pa6o1eu,,grg.*ry.n0.,,I1l4p1H,€,,-q1,,,,T.P-9.L}Llr;s,!.*o','II,3,!H9",?.?g'l+""T"

945,000.00

236,866.00

Ha6asKa I'I I4cIroPaKa Ha

uu c! op rurau4qKa otrp eMa

I(aHqenaPI4cltl{ rrorpoIIIeH

Xurueucttu rIorpoIIreH

nrarepujal

22,462.00

L09,377.00

67,650.00

27.04.2A2L

29.04.2021

29.04.2021
OcuryPureJIHI4 YcnYrlI

Ycnyru sa iuo6l'ulHa

rene$onuia, c[uncua

telecfouuja u uHtePuer

r<ouerquia:a nePraog og 2

flpeneuruBHo oAPII(YBalLe I4

XOCTI4HI HA rIOCTOCqKI'I

r,rHTerpuPau un$ oP tutalluc(l,t

0551512021

07931,12021

15351,12021

floe4nocraoe

floegHocraneH

2,124,000.00

3,304,000.00

29.06.2021

15.10.2021

39



Baaga na Perryr6aura Cenepua Manegonuia

3aI(oHCI(Lt pol(oBa, MeHaul{paH,e Ha p,3r4rlure, nnaHr,rparbu ,u rfo,,'fl;;; ; ;;;;;;#;;;
::::::::_u",:11:::::"_lyrlbe Ha ar(rr.rBHocrr.rre npeKy eouracua ynorpe6a Ha pecypct4,'rl/s\rq na PtruyPUI4,no4o6peuu, AocneAHu rI [peABlIAnI,IBr4 pe3y,Tarr., r(a*o u no4o6po MeHaur,rparbe coqoBeqrfl4Te pecypcrl u Ht4BHa r(oHTrlHyt4paHa e4yr(aqraia.

3apagz Itonu4 nangerrrujara peAoBHara rrpoBepr(a Ha craHAap4or 6erue or4no)r(eHa 3aanpr4n 2021,rcguua.

2' cucreu Ha MeHaurrparbe Ha AoKyMeHTu (Document Management system, r.e.
IMC) Ha MAJIME,{

Bo cfenpyapv 202L roIHHa, MAIMEI cxnyqr4
peanr,r3arlltja ua 4ouo rrHlareilHu MoAyrru:

. Og4eleHr,{e 3a xyMaHr4 Jrer(oB}r,

. O4neleHr4e 3a MeAZrIprHCr(h cperqcrBa,

AOTOBOp co HaIBOperrrH onepaTop 3a

t MoAya 3a norpol[yBaqKa Ha.rrer(oBr,r Ha roA,,ruHo HHB. 14 r,r3Berurar,r,t oArele'lle 3a tlraprraar<oel(oHoMcrc4 u cfapivrarcoenr4AeMr,oro,urfl4 Mr4crrerba,
' Pasroi Ha cepB,tc(ra)sa I(oMyHI,IKaqzia co flocroeqKr,or perr4crep Ha neKoBz,t oAneneHue 3a I4HcneKI{t4cIfl4 Ha43op o4 o6racra Ha ,rer(oBr,rre u MeA,,uprHCrc4Te

cpe.qcTBa r,I

Itonqeuror Ha crrre Aono.rIHI,TerIHr,r MoDynu e sa noetpzKacHo, nor(BarrurerHo t4He[perreHo pa6orerne Ha MAIIME,{. Cerropor 3a rau(topivrar{ Lrfi sa Jrer(oBkt Lr MeEV\t4HCr(pr
cpeACTBa Bo I(oopiqfiuaquia co og4eneHl'Iero sa nucpopuarr,rqra noA,qprxKa ce oAroBopHr,t 3ar(oHrIenrr'rparbe, r(oopnr.rHr4parbe, cneAeH,e ro rIMnneMeuraquja Ha MO,qynI,lTe.

3. 3ar<ou 3a JreKoBlr u MI4z\LTHCKH cpeACTBa

Bo anpru 2021 ce v3rorBI'I npeAnor Ha HoB 3anou 3a Jrer(oBr,rre oA crpaHa Hapa6orHara fpyna rcoja ja coqr,rHyBaa npercraBH Lr\Lr oA MAIMEI, MuucreprcBoro 3a3ApaBCTBo' eKCrIeprLI or cDapr,raqenrcl(llor (:arynrer Kar(o kt oA Izlucrlrryror 3anpeAI(,I,HI,qKa u KrI4HuqKa cfaprvraxolorr'ria. llplr cnojara pa6ora oBaa rpyna rr4 3eMarrre Bo

T::::i::::::"-.::,T:::"1o4 crpaHa Ha pa3nr.rqHr.r 3acerHarr.r crpaHr.r. onojfrpe4ror3aI(oH e AocraBeH no MzuucrepcrBoro 3a 3ApaBCTBo 3a nonHaraMorrlHa [ocranl(a.

4. MefyuapoAHa copa6orxa sa2o2lro,qnHa

MefyuapoAHara copa6offia e r,rMrreparr4B Ha MAIMEI 6ugejxu yrrrre co caMoro
d:opnar,parce MA/IME,{ sanovua co LIHTeH3r,rBHa r(oMyuzraqzja co areHrIt4r.rre 3a "rrer(oBr,r r4MeAUI{I4HCI(}'I cpeiqcrBa or perLroHor z Enpona co qen pa3MeHa Ha LtcKycrBa, ery6arl uja ns4o6uaau,e Ha naprHeplr Bo uejsunworpasnoju HarrpenoK.

Pearlr:zp aHr,r aKTr4BHocrr4 :
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BnaAa na Perry6aura Cenepna Maxegonraia

4.1.

4.2.

ilAlijiiiu". il;;' ;ilffiffi ;;,;;;;' ;;;, Ji J fi u.,uvuu," H a ABe onl ine .eAHI4III,I

Ha Ecnneptcttara KoMI'Icnia sa uacn$uraquia'" T':"."^T"':IHtl.Xffii3Hi
;:^"i":H"',;;xffi"#fi ;]ffi ;ff;H;;;;;pu"uKBarrr'rrerHarIeKoBI.(coner

ua Enpona) Cryas6YP, @PaHqraia'

Bopar,,rruTeHaI4ttAcoEnponcKaTaareHqn]asaJIeI(oBI4BoTeKna202lroAI4HaCe
peanI43I'IpIaHu nosefce o6ynn Bo KoI4;6;;a npa6otegr o[ MAIIMEI' Trae o6yrn

6ea roaeu llpl4[oHec so saiartynaBeTo Ha I(arIaqIITeTI,IT rra MA/IME[, a ce oAHecyBaa

Ha crIeAHI4Te TeMI4: mr- ^^--. ^-t
;;;:T;eHr rrrraH - reopr.ria r4 apaKca (Risk Management plans: Theorv and

Practice,

- CuporeAyBarbe Ha IMII uHcnerquia' rpuKa3 Ha clyuai (Carrying

insPection: case studY)'

-EnarryaqraiauaAoCI4e3aHoBJIeK'rtpl4l(a3Hacrryuai(Evaluationofa
product - case studY)'

.BarquHrasaItoBI,ul.g,anroprasaqraja I Bvll]uflailqa(Covid-].gvaccines:

use and vigilance),

[o6po era6rupaua ynorpe6a (Well established use)'

Bop6a rporr,rB aHruMl,IKpo6sara pe3I'ICreHIIraia (The fight against AntiMicrobial

Resistance),

cnpone*ynarbe Ha Gcp uncnerqufa - npr4r(a3 ua cryuai(Carrying out a GCP inspection

- Case studY),

Cnpone4ynaH,e Ha I,IHCIIeKIIHia sa cfaprural(oBI'IrI4JIaHIIa - flpI4I(a3 Ha cnyuaj (carrying

out a Pharmacovigilance Inspection)'

out a GMP

dossier: new

authorisation,

4-3. MAIMEA r,rMa IIorIII,IilIaHo AoroBop :a copa6orKa co uppsala Monitorins centre 
]

(yMU) - rlo6alna enel(TpoHCKa 6asa Ha noAaTOIII4 3a HecaI(aHI'I peaKIII4I4 Ha JIeI(oBI4 l

ua CsercKara 3ApaBCTBeHa opraHr43arrrzja co ceAl'Illrre no r[lnegcra'

Bonepuo,4oTCenTeMBI4-AeI(eMBpu2L2lIoAI,IHa,noA[oKpoBLITeJICTBouaYMII6ea
opfaH},I3llpaHu oCyM online o6yrz oA pa3nI,IqHI4 C.IMeHTI4 Ha $aprurartonllll4JlaHllaTa

Ha roia yqecTByBaa npa6or:euure oA OAAeJIeHlIeTo 3a cfaprvrarou4rl4IlaHlla t

Marepr4oBr4rr^naHrra oA MA1MEA. Egynaropu 6ea el(cfleprl'I Bo noJlero Ha

ioap*uno,,,,nu*,uunpuC3o,ayqecTByBaanI4IIaI(oI4Cenpa6oreuuBo
i HuqlroHanHr,rTe rIeHTpr4 BO noseite oA ABaeceT Ser"riu oA cI4Te I(OHTI4HeHTI4'

}gpa6oreuureroo4geleHl4eTo:aclaprr,lal(oBl4fl,IJlaHqat{MaTepI4oBI4l}InaHIIa[p}I
;ffnAnME[CeCTeI(HaaCoHoBI43HaeH']aI'IBeIIITI4HHI(aKoI'ICJIeAHI4Tecepru$uraru:
li Bone[nocfaprrlanoBr,rfr4rraHrla(Introductiontopharmacovigilance)'
it - vraxynau,e 3a .p-a?{H-o-.g.Tg-,,L*q, .9apM.31l-o,-P.,41{I.a*"ru#.,P*?."*-qT3*P.t9'g-:S'J9-"'"Tmuni93$fg
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Baa4a na Peny6aura Cenepua Manegonnia

Co6upan'e BZCoKol(Ba'JIt{rerHu npr4iaBr.r 3a Hecar(aHlr peaKr{r,r}r (Collecting high quality #ADR reports), 
, 

'- \vvrrLLL,rs 
:;Ynparynarbe co ct4creMor Ha OapMar(oBurr4rraHr{a r,r repM uHorrotuvt (pv management lisystems and terminologies), ---^ \- ' r'rqrrqsLrrrurrL 
ii

o6yra 3a orl(pl'tBaH,e LI npor{eHr(a Ha cvrHaJr (signal detection and assessment.orrr") jItopzcren e ua vigiflow 6asara (vigiflow use), 
qrrq qooLor 

iiKopzcrerre Ha Vigilyze 6asara (ViEIyze use)ra l;
itorrcpunalbe Ha cl4rHan 14 rlpoqeHl(a Ha r(ay3anHocra(nonpsauocr) Bo npaKca (signal 
ildetection and causality assessment in practice). 

vurrqrrvLr/ DU rrPq.^rq t-'."'' 
jl

::
MAIMET yqecrByBarre r4 Ha ne6zuap opraHr,r3r,rpaH oA C3o sa 3ananHr,rre 6rrnrn.n, jseuju, Ha TeMa: ,,flpoqeurca Ha 3ApaBCTBeHr,ITe TexHoJlorr4 vr,, co u", oJfr;H; i
;ffi lil,' ;[T:tr ;',"'j::::,yni:: :l _1 :, "3 

M o,r(vB a ]r, u *,, o o.,ul, 
" ".,',, ;t4HoBarI4BHI'I reI(oBI'r 3a HacereHl4ero. Ilo,qo6pynalbe Ha 3npaBCTBe Hvrre nHAk (aroplr3a per?IoHor IrITo AoBenyBa Ao AonroBeqHocr, npoAyI(TtIBHocr ua pa6orHara cuna kreI(OHOMCIfl,I pacT.

MAIMET peAoBHo yqecrByBarrre Ha ne6uuapure opraHr,3 ap,,Huon crpaHa c3o rozce oAHeCyBaa Ha nauIervrzjara a ce oAHeCyBaa Ha 3,qpaBTCBeHVOT, COqZjaruaor uCI(OHOMCI(LIOT ACNCKT IIITO TAA rO I4MAruE BP3 HACCNCHKICTO.

VI

@I4HAHCI4CKA COCTOIBA HA AIEHIIKIIATA 3A /IEKOBI4I4
MEfl I4III4HC KI4 CPET CTBA

@11 HAH C UCKU T43BEITITAI

Bo reror ua 2027 roAuHa Bo eAeH HaBpar 6erue clpoBereHa npe'aMeHa Ha cpeACTBacoulacHo o6apcrnre u I(oHeqHo o4o6peuaor clrruauczcr(H rrrraH za 2o2hoAr,Ha, a pacxo,qlrpeanLI3I'IpaHLr Bo 2027 roguHa ce npvKa)I(aHI4 Bo cne,qHara ra6era. Bo rero t ua 2o21roAr,rHat'IMaIIre ABe rpeHaMeHlr Ha cMerl(ara790016239160317 nopa4r.r roManr(y o4o6peH 6yqer sanlrarla o4 norpe6Horo.

Uercr(a cM err(a 79 00162391(1311 lt

Cranra

flargl,I Iz rTr.rpRr{r, hr
Eyger sa2021 IIlan

4.600.000,00

Peanusupauo
420

4.600.000,00

4.000.000,00421

t/qL^vl+
k 123.150,00.
r\v1vry raqJrra vt y LJ ty I n I peglbe
TpaHCnopT

-

4.000.000,00 3.027.936,00
423 rvlaTep 4,anh. H Cr4rel r4HBeHTap 20.00q.000,00 20.000.000,00 1701,0.420,00
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Bnaga na Peny6nurca Cenepna Maregonuja

10.000.000,00 2.633.464,00
f*:N.rifiii.1!1:.1-:::j::i' _ :i''

flonpanxa I'I TeI(oBHo 10.000.000,00
424

425
24.63L.924,00uAPrr\y DqrDL

AorosoPuLI YcrYrLI

Apyr[ TeKosuu PacxoAI'I

Pasuu rPaHccbepu

I(ynyname Ha onpeMa I'I

MA[II4HI4
r--^ -nrrrrrrr n6iott'ru

29.000.000,00 29.000.000,00

6.000.000,00 6.000.000,00 1..536.260,00

426 30.000,00
2.200.000,00 2.200.000,00

464
1.071.665,00

3.000.000,00

1.407.383,00

t.L76.665,00
480

462.961,,00 112.961.,00

481

483

567,617

4.074.056,00
Itynynan,e na rrle6en

Bnontynama u ueS uuaHCI'ICI(I4

1..092.617,00 t.092.617,00

12.000.000,00 12.000.000,00
485

54.819.363,00UPtrAL I D

Brynuo 92.300.000,00 90.532.243,00

Capt aqKa cMerra 19001
fllan PealuauPaHo

Crama

u

Ey4ret sa2021

1.100.000,00 0,00
1.200.000,00

420
2.533,00

lla'Ittvl n Anj"."jl Il:::::::

300.000,00 275.000,00421 I(o rvryuanu u Y cilYrv rP eerbe LI

a.nzr{cnonT
275.000,00 44.242,00

300.000,00
423 icrrl I, CI,TEH I,IHBEHTAP

0,00
lvlct r E PYrJ

500.000,00 455.000,00424 flonpanra I4 reI(oBHo

270.600,00
TT^r^D^nHI,I \/Crl l4 1.000.000,00

q10.000.00
425 ?75 000.00 164.850,00

TT^rz r{HI4 NACXO.I[VI 300.000,00
426 600.000,00 0,00

600.000,00
464 rlro

0,00
L'dJrlyl r PqrrLYrLy'i

Itynynan,e Ha onPeMa I'I

il/f, IIII4H14

2.000.000,00 1.800.000,00480

1.800.000,00 0,00
2.000.000,00485 Broxynama u ne$uxaHcI{cKI'I

482.225,00
8.200.000,00 7.400.000,00Brynuo

(-rrornA 1qOO16239
fllan PeaarsuPauoll

CtasKa

OcsonHPr nlato
flpragouecra sa coquialuo

oc14rypyBalbe

HaAouecroqPt

,4pyru reKosHla PacxoAla

Bt%

Byqer 2a2021

17.330.100,00 17.330.082,00 17.330.0u2,uu
401

6.722.833,00
6.744.900,00 6.722.833,00402

387.000,00 387.000,00460.000,00
404

426
1.025,00

100.000,00 100.000,00

24.635.000,00 24.539.915,00 24.440.940,00
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Blaga Ira Peny6aura Cenepra Maregonnia

RAPORTI VIETOR PEN PUNEN E AGIENCISE

SE BARNAVE DHE PAIISJEVE

MJEKESORE PER VITIN 2021

'i:L

r:r;Ellsrr:jiE!'ilrfin:{:f:i&a:'rs#itira+rF:s:ii:iisiviriuffi:ffi-Hd Tljujjt t tNTonMACIoNIT
HA&oil HA I,IH@oPMAIIHIA u cofiPxll dhE PERMBAJTJA:

f,.F#:i#:if'1 ",''6+:lsfrinilHiris+i#;d:' ''"*'' **ffiP 
liToR Mgt PUNTEN E

AGJENCIONIT TE BARNAVE DHE PRODUKTEVE MJEKESORE

Pi]R VITIN 2021

HYRJE

Agiencioni p€r Barnat dhe Pafisfet Mfek€sore (ne tekstin::::::'":^y^:#::ititt;:-":l:

i,-,1:::: T' Jffi ;;'' ;* *' dh e,, n'n::,,' 
:': :^? ::^.: ",,. T1;' f ;r'#;];

::Xil:,,:,ti:Tffi'".il;;;;;;"'""t dhe paiisiet *i"kn'o'"' Nd krve te MALMED-iI
r !^r : ^ili achfA nprcriegiEs Pef

:ffi:H::"ffi;:"JJ;';.";; I n"pubrikes s6 Maqedonise, i cli eshte pergiegies per

.. .. r ---^-^+^naA +a l\{ AT lVIF,l-)

#"#ffi,*"r;;:r#;" u*iur. t6 pun.ve qe iane n6 kompetenc. t€ MALMED'

^^-.^*ia o Ttonrrhlikas sE Maqed
i','.;:l}i',il;'r'.tffi;#;;;, t6 em.ruar nsa Qeveria e Republik€s sE Maqedonis.

Veriut "Nr. 28/21 dhe 122 I 21)'
I verlut I\r' zol"":]:'oo',u'" 

,_ .^^_r,^+il,o .lha srrhstancave psikotrope ("Gazeta Zyrtare
i - Li.gii pdr kontrollin e drogave narkotike dhe substancave psikotrope

o 1'\l'l /1^ 1AL t1" 1ltg 115'37 116'53116 dhe 193/17) dhe

.1?;,il:,::T:::::il:il '; 
)iir,t nrro,t64t13,t4stt5,3, tt6,53tt6dhe 1e3l17)dhe

.'-.,L.lil,ac "a l\rlanedonise", nr. 4i*'ffii:,:til:"ilffi*.r* G zeta zyrtare e Republikes s€ Maqedonise", m. 43f12,

a^^ t.,. .tr\ t1tr ^ hq .c'Lll\ 192115.17116,37116,
,iJfl,'# ,]i:'[?ir: ,i'[i,'Ziti,,"Bztt+,188t1,4 , to1is, 6ttts, ts'tt5, ts2t15, t7 t16,37 t1'6'

.. r,^-:..+, -* 1nl hq 1\?,119. 180 /19,
'|ilii'^i-,!'r:^);Y"');""!-J;;J;;.s s6 Maqedonis. s6 veriut" m.r,ttle,153t1e'180 tte'

27 5 I 19,77 I 21, 122 I 2ldhe 178/21)'

"{ilr'i:;iffi[ ,*"r';. cilit runksionon MALMED eshte Ligji per Barnat dhe

+ -orlininale nEr o6rdorim nE

p",i,,"1#;:-'.ffiJ:,u:.d''[iffiiil;;;;;;' dh:#li:i::r:,1Tll't:fl::i,r"1?i:T,i:
';'"'i'.T#';ffi:::")f,,1'fl elJ?nlffi ;#1qyx::ilx,.fl',":.ui=J:;:Hlffi:
;[fTil#ff'1iT'i;'.ffJ,:l1. : #,il,lf,]{i},,1 i*it, *,aosies ne tres, trestimin'

ffi;" *rit",r, 
" 

tile'i'e' ' 
reklamimi dhe inspektimi'

ilJ;ffi e mb.shtet pun6n e tij ne disa akte ligiore dhe nenligiore qE dalin prei tvre' si m€

:?trra, barnat dhe mietet mjek.sore (,,Gazet a zyrtare e Republik.s s6 Maqedonise" nr'

106107,BB/10, 36111,, 531t1, 136111, tU12,147 113, t64113. , 27 f !4, 431t4, 88115, 154115, 228115,

7116,53116,83118,1131t8 dhe 245118 dhe "Gazeta zyrtare e Republikes se Maqedonise s6
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Bna4a na Peny6aura CenepHa Maregonria

1i

i!
1)dhenien e lejeve per prodhimin e barnave 

|f

2)dhenien e lejeve per prodhimin e pajisieve mjek€sore, f
ii

3)dhenien e lejeve pr0r tregti me shumice me barna dhe pajisje mjek6sore, li

tf4)dhenien e miratimeve p€r tregti me pakic€ me barna dhe pajisje myekesore; 
ff

edikamentesh ,e ifimportuara; -;
ti

5) dhenien e lejeve por vendosien e barnave n6 treg, si dhe ndrvshimin, iiplotesimin ose vazhdimin e miratimit; - '-""""" 
]i
ti

6)miratimin per rekramim td barnave dhe pajisjeve mjek€sore; jj

it

7) mbaitia e regjistrit td barnave, Regjistrit te barnave tradicionate bimore. i{Regjistrit td barnave homeopatike, Regjistrit t6 produkteve kufitare arr. n"giirtr,, ,a iimjeteve mjekesore n€ Republiken e Maqedonise; "' - -- - -- 
lf

ti8) mbajtfen e regiistrit te prodhuesve t6 barnave dhe Regjistrin u prodhruruu /j
td mjeteve mjekdsore ne Republiken e Maqedonis€; ji

li
9) mbajtjen e regiistrit te subiekteve per tregti me shumice dhe Reeiistrin e |jsubiekteve pdr tregti me pakic€ me barna dhe miete miekosore ne nupu-itr* ;ljMaqedoniso; 

f
ii10) l€shimin e miratimeve dhe/ose nfoftimeve p6r provat klinike te barnave; jl

10-a) mbaitia e regjistrit per provat klinike; - --"'- " -' 
I
li11)leshimi i miratimeve dhe/ose njoftimeve p6r provat krinike te pajisieve mlekesore; 
Jj

11-a) vleresimi i perfitimit te pritsh€m n6 lidhje me rrezikun e mundshem per Jfshdndetin e t€ anketuarve (dokument p€r vleresimin e dokumentr.r"rr, ,"rrirrri. jt

dhe klinik me vlerdsimin e raportit pdrfitim-rrezik)per ilagin qe esht€ ,ro;"i,Li,",i. j;

giyq - -' 
jf

j$

2) dhenien e lejeve pdr import, p€r import paralel dhe per nevoja pdr eksport t6 ,ibarnave; ^''-i;

ii3)leshimin e certifikatave t€ pajtueshm€rise me parimet e praktikes se mir6; ii
lf
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Baaga na Perry6nura Cerepna Maregouuf a

4) leshimin e

-ie 
b"ttt'u" dhe Pajisfeve

mjek6sore;

5) klasifikimi i produkteve si barna ose paiisje mf ekesore;

6) themelimi dhe mirembaftia e sistemit per

materialovigiilenc€;

16-a) pergatitia e raportit vietor p€r reaksionet

barnave nE Republik€n e Maqedonis€;

e padeshiruara tE raPortuara ndai

7)kriiimin dhe mbajtien e baz6s se t6 dhenave n6 paftim me dispozitat e keti' ligii;

B) inspektimi i barnave dhe paf isieve miek6sore;

9)inspektiminesubjekteveperprodhim'tregtimeshumic€dhepakice;

10) aktivitetet p6r sigurimin e kontro,it te cil€sis. s€ barnave dhe pafisfeve

mjek€sore;

11)zbaton masa p6r monitorimin e konsumit tE barnave;

1'2)promovonpErdoriminracionalt€barnavedhepajisjevemiekesore;

13) integrimi n6 rrietin nderkombetar t6 informacionit p6r barnat dhe pafisiet

mjek6sore;

23-a) analizon dhe vler€son sigurine dhe efektet anesore mbi subiektet ne provat

klinike;

23-b)kryenmbik€qyrieinspektuesembiprovatklinike'efektetanesore

dhe mosfunksionimi i droges;

23.c)analizondhevlerEsontedhenatfarmakoekonomiken€lidhiemebarnat;

23.d)kryenprocedurEurgjentepOrtErheqjenngaqarkullimiten|eilaqidhepajisie|e
miek€sore td gatshme;

23-e)planifikon dhe zbaton veprimtari ne fush€n e kontrollit sistematik t6 barnave;

23-f) pergatit dhe boton botime profesionale q0 lidhen me kompetencat e Agiencise

dhe

14) kryen pun€ to tiera lidhur me barnat dhe paiis'"t *i":::::::-:,::],,:j,: 
--T: 

o,:-::-'".,:

farmakovigiilencE dhe

" t"'*',,,t
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Bnaga na Perry6nura Cenepua Maxegoruia

P6rmbatia e Agiencionit :

AKTIVITETET E REALIZUARA E AG'ENCISE PER BARNA DHE PRODUKTE
MIEKESORE PER VITIN 2021
SEKTORI I VLERESIMIT TE DOKUMENTACIONIT DHE TREGTIMIT TE BARNAVE DHEPRODUKTEVE MIEKTSORT .,

1. Departamenti i Mjekesis6 Humane

AKTIVITETET E REALIZUARA
E AGIENCISE PER BARNA DHE PRODUKTE M]EKESORE PER VITIN 2021SEKTORI I VLERESIMIT TE DOKUMENTACIONIT DHE TREGTIMIT TE BARNAVE DHEPRODUKTEVE MIEKesonE

1. Departamenti i Mjekesisd Humane

:i.*:.."^r:,'::::j,T:11"^1,"^Illrjl*,,,,r,novimin dhe ndryshimin e miratimit p6r vendosjen

autorizimit p6r marketing, 191 aprikime p6r rinovim t6 autorizimit tregt;;;i.;l#;.;pdrmir€sim tE dokumentacionit dhe 116 k,Srkesa p6r transferim miratimi (grafiku nr.1).Gjate vitit2021iane dhen€ giithsej 497 aproviml per vendosjen e nf€ produkti medicinal n6treg' pdrkatesisht 313 miratime per marrjen e autorizimit per shiile, 176 miratime p6rrinovim tE autorizimit p€r vendosjen e nj€ produkti medicinal n6 treg t6 dokumentacionittashmd t€ pdrmirdsuar, B. miratimet p6r permirdsimin e dokumentacilnit per vendosjen n6treg td nje bari dhe l0l miratimet p6r transferim (grafiku nr.2).

i n€ treg tE ni6 produkti medicinal,sipas kompetencave ligjore td p6rcak#;, il;ffi;:Hlpergiegjes per dhenien e miratimeve p€r vendosien n6 treg te bainave, si dhe ndryshimin(ndryshimin), plotesimin ose rinovimin e miratimit.
1'1' Procedurat per marrjen e miratimit, rinovimin dhe ndryshimin e miratimit per vendosjennE treg te nie produkti medicinal,sipas kompetencave ligjore t€ percaktuara, MALMED eshtepergiegjes p€r dhenien e miratimeve p€r vendosjen n6 treg t6 barnave, si dhe ndryshimin(ndryshimin),plot€siminoserinoviminemiratimit.

:l?::,1,,:l Y :::.j::y*: {,:I", 671 aprikime, si vijon: 362 aprikime p6r marrjen e
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Baaga na Perry6nura Cenepna Maregonula

Seprt*s 3a o6o6pyaaue na npoM{Hl't }13 o4o6perruiata

ri trae&!bt ltl ,rex ro npomet {aapuiaqrlt} ' 2it24

$aptrua rt npexot xt ogo6pe*lre w ctsre&s Ha rett

eo nPomer'116

6epa*a aa oOxosa sa Ao*YM€rl;qfiiata lr se{e

,rrga,q*"o o9o6peHHe lllrH cllFoBeAyBeibe Na no6?anxH

"'',.,*grpagda ra goxyuenrlquia- 191

Eapatta ra 6o6xBarba Ha oAoSpexra la cra.tt:-X"

aex ao nporrler (peructpaqtla no npB fiATl' 'bl

Sxyner 6poi xa aflrtxt{r{pi}tll 6rpatr ra go$u}albe ili
- ' 'ogc6pexte 

ra c'fdralba ila rtex Eo npotttet " S71

x Seriesl

Grafika nr. L

l.2.JanembajturmbledhieteltomisionitperProdukteMedicinaleperP€rdorimNier€zordhe

ffiiliffiH;ffi::t nduu;tur 12 seanca t6 nomisionit p6r Barna p6r p.rdorim Nier.zor dhe

iane shqyrtru, $itf,r;; Ab kdrkesa- tiZO ftetfttsa t€ aplikuara ne sistemin elektronik dhe 30

kerkesa n6 versionin e shtyprr), t ' iun6 nxierr€ 313 vendime p€r marrien e miratimit'

vendosia n€ treg e nf€ bari (regiistrimi per here tE par€)' 176 vendime pdr rinovim miratimi

dhe B vendime p6r pdrmir€simin e dokumentacionit'

t

t
I

I

Ij
1000
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Baa4a ua Peny6anxa Cenepna Mar<egonria

* yhAa&sfi!, o&o6peu*ja lfr crsB*rbe,.& rer{
oo npomer-497

r l4s6a.qeri* o4o6prxr.ria la go6uaan e rra
OfiO$peHtle 3* CT?f?rirF rtrl neF BO np0ryteT -

313

* l4l4*gexr o6*o*eru o,4o6peuaja *a
craofirbe n& rar{ ro npo*aer to *e*e
rl*&.trIffAeua Aonymenraql+ia * o4o6penuj*
$* r{agrpaAy8alre ila l40*yrv!eHTar-lnjar* :a
craa&l6e $a ne$ so npdMer -lg4

t l43aa&e8h o,qodpenuja 3* npoMoHa Hfi
Ao,(yrieilr*L{r4ift u* ro.ro*.rrex _ ?ig3

l; 7lsfia3eiN o6O$pruuj,r ,al .ipelr*c )(i
tlil$ill&9 fir],{e( B* ti}or"1c,T " 101

1.3. Variacionet
Grafika nr.2

Gjate vitit2021'jand dordzuar gjithse i2424aplikime p6r miratimin e ndryshimeve neautorizimet e marketingut (variacionet)dhe iane dh€ne gjithsej 2393 miiatime pdrndryshimin e dokumentacionit te ilaEit t€ perfunduar (Grafiku nr. 1 dhe grafiku nr.2). .

- Jane dor€zuar 116 k€rkesa per bartjen e miratimit dhe ian6 miratuar gjithsej 101kerkesa p€r bartje t6 miratimit (Grafiku nr.1).
- Jane l€shuar 207 miratime p€r regiistrim ne Regjistrin e produkteve Itufitare.
- Iane loshuar 216 njoftime p6r krasifikimin u p.oluktur".

Te gjitha aktivitetet dhe te dhenat e kryera ne k€to procedura plot€sohen dhe perdit6sohenrregullisht n€ baz6n e duhur te te dhenave t6 barnave.
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Baa[a na Peny6nuna Cenepna Maregonraia

l,lrge6exx o6o6petxia re npoMaHa Ha f,oxytlerrrqrja t*
roroo lrex Fo 2021 roA' " 2,93

Hrqagetx o6o6peHXia 3t npoMalra Ha Xorry*ret:aqtlJ* Ha

roros iax Fo 2020 ro6' - 218$

HclaaeHx oAo6peHXia 3e go6naaroe xa ogoSpexrle aa

.';f:fi;;X"-,r"'l' rpiincrpaqxie no npa nar)no 2021

roA' - 313

Hsaaaexx ogo6peHHia 3a 6o6raaroe xa ogo6pexue ra

.'.;;;;;';;;I"-,ir-*l' tp"rcrpaq,ia no npa nar)ao 2020

ro6' - 1X6

fiagagexu ogo6peHuja se cYaBal$e He a€x Bo npost€r ao 2021

rog' - 49?

l,llgr,qenu o6o6penuJa ra cYaeet'e Ht lt€x Eo nPoM€1Bo 2020

roA" 205

1s00 2000 2500 3000

[H:l1tl-?:i'Jj|l[;H;: d-i,u.i* p€r krverien e studimeve te bioekuivarences'

Grafika nr.3 (Dallimi preivitit 2020 dhe 2021)

Ne Grafikun nr. 3, eshte b.re krahasimi i autorizimeve te reshuara t6 marketingut per nje

barn€, si dhe variacionet n6 vitin 2020 krahasuar me vitin 2o21,,kunfe ndryshim statistikisht

i rendesishem v€rehet n6 autoririrn.i. ierhuara te marketingut (regfistrimi p6r here te pare)

n6 vitin 2O2O (116 vendime) krahasuar me vitin 2021 (18 vendime)' si dhe numri i

pergjithsh6m i vendimeve te nxierra pdr vendosien e nje bari nE treg'

1.4. Procedurat per marrien e miratimit per kryerfen e ni6 prove klinike ose raportimin e

ndryshimeve n€ ni€ prove kr1ike.t:!iilllt*-::t::,:::tt.t:il"',-t*i:'J#?ilt*i;
;Ulllru;I: ili"r",#il ;!*^r."r.*i.s p6r. reshimin e miratimeve p€r riilimin

dhe/ose njoftimet p€r provat k-linike te 
"bai,uue, 

administrimin ne regjistrin per provat

klinike,leshimin u ,irrruir*eve dhe/ose njoftimeve pdr provat klinike t€ pafisfeve mjek.sore'

kryerjen e analizave dhe vler.simit te 'ig"i'e 
dhgefekteve an€sore te subjektet n6 provat

klinike dhe kryerien e mbikdqyri., i"'iutttuese mbi provat klinike' efektet andsore dhe

mosfunksionimin e drogave'

Giate vltit2O2liane mbaitur L2 seanca t6l(omisionit p6r Provat Iilinike t6 Barnave

dhe Pajisjeve Mjek6sore, ne t6 cilat lu,,e ,tlqv,tuar giith.s ei266raste, raporte p€r provat

klinike dhe raporte te ngjarjeve t6 nuJnlnt*ura te ndodhura giate ni6 studimi klinik te

miratuar. obiekt i shqvrtimit tE l(omisionit ishte mirattit]11[*:?5,i"t"t-111}:i:i:J.'

tm0

,

I
,

!

i,

i
i
i

--*t*
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Ne bazd td nenit 62 te Ligjit per Barnar dhe pajisjet Mjekosoru, no.r,irioii;;;,"' 
'*-

Yl::::;l-",*S-1,:l: o-:. llk:,': :n 
mir€ kriniku.g;ute vi[lt2o2rka bere B mbikeqyrie p6r

I ::.r9,rr: 
klinike t€ miratuara, p€r 5 studime ne vazhlim dhe p€r 3 studime;i;;i:',:"'= ''

I Pertunduara,2 mbikeqyrie p6r marrien e autorizimit. per krylrjen e provave klinike ne
i 
qendrat e ISHP-s€, si dhe l inspektim per zhvendosjen e organizat€s l(ontraktuese t6

! Iterkimeve (CRO).

1'5' I{omisioni i Etik€s p6r ekzaminimet klinike dhe t€ tjera n€ lidhje me barnat dhepajisiet mjek€sore
Gjat6 vitit2}21,jan6 mbajtur 14 seanca t€ I(omisionit te Etikes p6r ekzaminimeklinike dhe ekzaminime t€ tjera lidhur me barnat dhe pajisiet mjekEsoie dhe gjithsej303

kerkesa p6r miratimin e studimeve klinike, kerkesat per bioekuivalenc6, raportimin endryshimeve dhe raportimin e ngjarieve tE padeshiruara q€ kan€ ndodhur gjat€ kryerja eprovave klinike.

1. Departamenti i pajisjeve Mjekesore
Departamenti i Pajisjeve Mjekesore i ushtron kompetencat e tij n6 prgrputhie meI(reun 4 te Ligiit p€r Barnat dhe pajisjet Mjek6sore.
Legjislacioni pdr pajisiet mjek6sore eshte plot€sisht i harmonizuar me Direktivat eBE-se per regjistrimin e paiisjeve miek€sore ne regjistrin e pajisjeve mjek6sore dhe garantonkushtet e pergjithshme dhe td veEanta p6r sigurin6, cil6sin€ dhe efikasitetin e pajisjeve

mjekdsore.

Niesia vlereison dokumentacionin per regjistrimin e paiisjeve mjek6sore n€ regjist6rn€ bazd td dokumentacionit t€ certifikruirg, piodhuesi, organet evropiane t6 nioftimit,institucionet kompetente dhe agjencit€ ku a]o pa,isje mjekesore 6sht6 n6 treg.

",,0., 
,]l f:Tl:,TI:i":A:l*:L" "u,':.s le 

Republiken e Maqedoniso kan6 shenjon CE percilesi dhe konformitet n€ p.rputhje me diiektivai evropiane. 
trrs r,cr,e, LE lrer

Eshte duke u pdrgatitur nje ligj i ri per pajisiet mjekosore, i ndar6 nga Ligji p6r barnat,i cili do td inkorporoie disa nga direktivat e reja t€ BE-s€, t€ harmonizuara--e legjislacioninvendas.

Nd faz€n pdrfundimtare 6shte edhe sistemi elektronik DMS p6r dor€zimin dhemiratimin e dokumentacionit por regjistrimin (regfistrimin)e paiisjeve mjekesore n6regjistrin e paiisjeve miek€sore t6 disponueshme ne RSM.
Ne periudh€n prei o7.o1.2o27deri m0 31.12.2021jan,0 dor€zuar dhe miratuar dorazigiithsef 955 kerkes a(619 miratime pdr regjistrim nd regjistrin e pajisieve miek€sore dhe 2g9miratime per ndryshime dhe 47 vendime per nd€rpre4l'te procedurave me k€rkes. triparaqit€sitosep6rplot€siminedokumentit).f--.:
2'1' Leshohen autorizimet per import t€ barnave dhe pajisjeve mjek€sore (EXIM).

N€ p€rputhje me kompetencat q6 dalin nga Ligji per Barnat dhe pajisjet Mjek€sore dhevendimi p€r Shperndarien e Mallrave, t€ cilat i referohen import/eksportit te barnave dhepajisieve miek€sore, n€ vitin 2O21,kanj6 rritje t€ numrit, vegan€risht n€ fush€n e Importi ipajisjeve mjek€sore, MALMED ka nxjerr€ n€ total: (Tabela 1i.
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Tabela

t-"j"t e imPortit tE lEshuara

nga periudha 01'01'2021

deri3L.L2.2O2|

Lejet e imPortit tE lEshuara nqaperiudha 01.01.2021deri

Barnat (1040) 3785
Barnat (1040) 3782 P.j',+t Mjekesore (1041)

Ptjitj"t MiekEsore (1041) 6386

1. Departamenti i opinionit Farmakoekonomik dhe Farmakoepidemiologiik

1.1. Konsumi i drog€s pEr vitin 2021

I{a perfunduar ngritja e nf6 sistemi pdr monitorimin e konsumit t€ barnave me

mbeshtetfe IT n6 MALMED, ai permban te giitha te dhenat n€ perputhie me

rekomandimet e organizates Boterore te shendetesise p6r monitorimin e p€rdorimit t6

barnave dhe do t€ monitoroi. stoqet e barnave.I(y sistem do t€ mund6soi6 gjenerimin e te

dhenavep€rp€rdoriminetyreq€dot€ien€relevanteperzbatimineanalizave

farmakoekonomike dhe farmakoepidemiologjike' nxitjen e p€rdorimit racional dhe

pershkrimin e barnave, planifikimin e fondeve p6r barna' parandalimin e munges€s s6

barnave n€ tregun farmaceutik. sigurisht qe duhet tE rezultoi6 ne disponueshmdri m€ tE

mire t6 tyre n€ te giitha nivelet e kufdesit shendetesor dhe promovimit te shendetit

publik.
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1

NR. Emri ipleparatit Numriserik Prodhuesi

1.
AIMAFIX/ AI4M ACDVIITC 5OO

IE 611947
IGDRION Bolognana S.p.A,
Galacino,Itali

2.
TMMUNORHO/ UMyHOPO
300 mcs (1 500IE) L12F18201 IGDRION S.P.A, Napoli ,Itali

3.
I4f BEHA/lc VENA 1g/20
ml 197401,

IGDRION Bolognana S.p.A,
Galcino,ltaliia
I(EDRION Bolognana S.p.A,
Galcino,ltaliia
ItEDRION Bolognana S.p.A,
Galcino,ltalija

4.
uf BEHAI IG VENA 0 9/200
ml 207726

5.
Inf BEHAI IG VENA t0 gl2oo
ml 207726

6. Verorab / Bepopa6 T1GO61M SanofiPasterrrS A Tinn tr.

tx

t

tf

#
tf

lf

i'
it
t,
tt
l$
]n

t$

7.
VAXIGRIPTETRA /
BAITCI4|PI4NTETPA u3L073V

Sanofi Pasteur S.A., Marsi La
Etiol, France
BB-NCIPD fta, ZtT*t- Sut uror,,
1504,- Sofia,Bullgari

8.

9.

PPD Tuberculin (IIII!
Ty6eprynuu), P2526-02-01,

Fibrogammin 250IE P100253023
CSL Behring
GmbH,Marburg, Gjermani

10.

11.

Fibrogammin 250lE P100271177
CSL Behring
GmbH.Marbu rer Gierm e n i

BERIRAB P/EEPI4PAE il
7501E /5ml P100270666

CSL Behring
GmbH,Marburg,Gi ermani

12.
POTATEn/ ROTATEQ T037637

MERCI( SHARP & DOHME B.V.,
Harlem, Holande

13.
Itf BEHAI IG VENA 10 g/2oo
ml 217709A

IGDRION Bolognana S.p.A,
Galcino,Itali

1,4.
AIMAFIX/ AI,IMAOI4I{C 500
IE 6121,01

IGDRION Bolognana S.p.A,
Galcino,Itali

15. MBarflIuHa 594 :,BP-NCIPD Ltd. - Sofia, Bulleari

Baa4a na Peryr6aura Cenepua Maregouuja

1.2 Serit€;;i

tf

Gfate vitit2021"MALMED ka l€shuar nie miratim p6r vendosjen ne treg t€ gdo serie t6 lf'$
vaksinave dhe imunoglobulinave tE importuara (114 seri gjithsej), n€ perputhje me Ligjin 

|f
tf

p€r Barnat dhe Paiisjet Mjek€sore. lf
lr
lr
i$

IILista e vaksinave dhe imunoglobulinave me prodhues dhe num6r t6 seris6 q6 kan€ -rr.eilmiratimin per leshimin e serisE nga MALMED per vitin2o2l 
roL Ys ^qrrtr rrrdrre 

Jl

ll

tf

#
tf
$
j,
ll

t$

t*

tf

tf
lr
J$

lI

tf

i$

l}
l$

t{

t$

tj
i,

It
tf

t;
tf

lf
t8

tf
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RR-NCIPD Ltd. - Sofia, Bullgari
fif rl rrq r-ni ne /llClK BaI(uuHa

(t:,:aoQutrutuP

aH npauror)
485-4
(sexuKyaYIuI

556
(auoSuruasuP

aH rpauoK)
476-7

(nexrary;rYr,r)-

16.

P2529-02-02

BB-NCIPD Ltd,26 Yanko saKazov

lqnL - Sofia. Bulleari17.
PPD Tuberculin flII[
Ty6epryluu

A0838-01-03

BB-NCIPD Ltd,26 Yanko SaKazov

1qnA - Sofia. Bullsari18.
TETATOX TT vaccine 0,5

*l /-nor

u019097

MERCI( SHARP & DOHME IJ.V.,

Yonnor,r Holland6t9. D^T^TtrT{ /ROTATtrO

A0838-02-10

BB-NCIPD Ltd,26 Yanko Sakazov

lqol - Sofia. Bullsari'20.
TETATOX TT vaccine 0,5

ml/gosa

A0838-03-01-TrETATox 
TT vaccine 0,5

21' 
I ml/aoga

DD-I\Ur-t- u DLv, av

1<ott - Snfia. Bulleari

Sanofi Pasteur S.A., Marsi La

tr-inl Frenceu2A122V22.
Typhim Vi(PolYsaccharide

tvphoid vaccirlel 

-

yanofi Pasteur S.A.,', Marsi La

trrinl FranceU3D6O5V23. TETDAI{CTIM /TETRAXIM

-sanofi 
Pasteur S.A.,., Marsi La

trriol Franc6VOC8OlV24. rrErrr A I{ aLrN/f /PtrNTAXIM
CSL Behring
GrnhH M a rbure.GiermaniPt0037954525.

Hepatitis B Immunoglobulin

P100379551

CSL Behring GmbH,Marburg' ''
t\Iqrci La F,r'iol. Franc€26.

Hepatitis B Immunoglobulin

XgOnf ON Bolognana S'P'A'

calirAno Ttali21,40227. I,rr I1FHA /IG VF,NA 5Or/1
IGDRION Bo
Gelicano- Ital

ognana S.P.A,

0740128. T,dr RFI{A /IG \/F.NA 5Or/1
ITEDRION
flalinenn

Bo
Tta

ognana S.P.A,

61210529.
ATMAFIX/ AI4MAOI4I(C soo

IE

612109

ITEDRION Bolognana S'P'A'

Galicano,Itali

E*^fi I)aqterrr S-A.. Lion.Francd

30.
AIMAFIX/ AI4MAOI4I{C 5oo
TErt-
\/ornrrh / Renona6 T1G153M

31.
T3E952V

32. YtrI{ c A I{ CIITM /HEXAXIM E-^c T)acrorrr S A . Lion.Franc6
u3P421V

33. DEI2 A T{.T,4T- /R F\/AXTS

8M2354

PFIZER Manufacturing l3elgium

5V,Pure,Belglik34.
TIPEBEHAP 13 /PREVENAIT
13
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1i

ti

ti

if

lt
]t

lf

1i

35.
IPEBEHAP 13 /PREVENAR
13 E18002

PFIZER Manufacturing Belgium
NV, Pure.Belsiike

i

ft
ig

t!

ti
It
tf

t$

tf

t$

li
tg

l}

t{

,'

t#

36.
PPD Tuberculin
MAMMALIAN P2535-02-06

BB-NCIPD Ltd, 26 yanko Sakazov
,1504,- Sofia.Bullgari

37. PPD Tuberculin MAMMALIA P2529-02-02
BB-NCIPD Ltd, 26yanko Sakazov
,I50 4,- Sofia.Bu I I sa ri

38. BC G vaccine/Ecllt Barclr{Ha

636-2
(tuoSunusup
au nparuorc)

485-4
(rexzxyryl,r

I

BB-NCIPD Ltd,,26yanko Sukrrnl, l

,1504,- Sofia.Bullgari 
IBB-NCI@

,1504,- Sofia.Bullsari I

39.
TETATOX TT vaccine 0,5
ml/4osa A0838-01-03

40. GARpASTL (fAPIACr4n) T040615
MERCI{Sffi
Harlem.Holande I

41. GARpASTL (fAPIACr4n) T027534
MERCI{ SHARP & DOHME B.V.,
Xaplena, XoaaHAraia

MERCI(SH@
Harlem.Holande

l!

I
II
It

ir
ti

ff

l$
ta

lI
,f

42.

M-M-R VAXPRO(M-M_P
BAnCI]PO) u018360

43.

vIf BEHAIIG VENA 19120
ml 207401 Galicano,ltali I

L.
I4f BEHAIIG VENA 1, g/20
ml 197401

.IGDRION Bolognana S.p.A,
Galicano,Itali

Ir
I4f BEHA/ IG VENA 2,5 g/50
ml 217501

IGDRION Bolognana S.p.A,
Galicano,Itali il

lllIi
tit
1i}
ti;
ti$

It
}E

lf

i$

]t

#
lr

in

IE

t!

#

t$

It
}'
tv
,t
ln
It
t*
tf

L' Fibrogammin 250LE P100355451
CSL Behring
GmbH,Marburs.Gierm a n i

L,
VAXIGRIPTETRA /
BAI(CI4|PI4IITETPA V3H582V Sanofi Pasteur S A I.inn tr

48.
VAXIGRIPTETRA / 

IBAI(CI4|PI4IITETPA I VIXZ+ZV Sanofi PasterrrS A T inn F

l-
Infl uvacTetra cycneuszia :a
r,rHiercruparre 244

Abbott Biologicals B.V.-
Olst.Holand6

50.

VARIVAX BaKr{r4Ha rrporvrB
BapLrqena (mnna) T034286

MERCI{ SHARP & DOHME B.V.,
Harlem Holande

51. GARpASTL (fAPIACr4n) u012149
MERCI{ SHARP & DOHME 8.V.,
Harlem Holand€

52. POTATET(/ROTATEQ u013599
MERCI( SHARP & DOHME 8.V.,
Xapleu, Xoaauuia

53. ENGERIX B/ EH|EPI,IITC E AHBVDOl3AC
GlaxoSmithlfl ine Biologicals S.A.,
Riksensart. Beloiik6

54. TMMUNORHO/ UMyHOPO M06F10211 HBlpNEqlegnana s.p.A,
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1ffiffii]jl;jjiiii:iifu"ccffi

rlolinan^ TfAli
?AA mnrr 11 600 TF,)

t<f OntOn Bolognana S'P'A,

n,linqnn Iteli21292355.

UMAN ALBUMIN/ YMAH

^ 
rrR\/'i\/f T/TI{ ?O o/1 00 ml

ttfOruON Bolognana S'P'A,

r].linano Itali21293056.

UMAN ALBUMIN/ YMAH

^ 
nRvI\[T/I{ ?O o/100 ml

207401,

IGDRION Bolognana S'P'A,

ealieano.Itali
57.

I4f BEHA/ IG VENA 1' gl20

ml

217501,

IGDRION Bolognana S'P'A,

celicano-Itali
58.

I4f BEHA/ IG VENA 2,5 gl50

ml
t<gOnf ONf Bolognana S'P'A,

r:qlir.Ano ltali61210159.

etueprx/ AI4MAOI4I{C 5oo

IE Eiotf".t Manufacturing GMBH

An der Goldgrube 12,D-55131'

Mainz, Giermani,
P fizer Manufacturing Bel gium

NV
Riikswe g 12, 9-287 0, Puurs,

I noloiikoEL020060.

Pfizer-BioNtech COVID-19
\/onni no

EL8723

BionTech Manufacturing GMbrt

An der Goldgrube t2,D-55131

Mainz, Gjermani,
P fizer Manufacturing Bel gium

NV
Riiksweg L2, B-2870, Puurs,

Iloloiilre
61,.

Pfizer-BioNtech COVID-19

Vaccine

EN1194

BionTech Manufacturing GMIJH

An der Goldgrube 12,D-5513t

Mainz, Giermani,
P fizer M a nufacturin g Bel gium

NV
Rijksweg 12,8-2870, Puurs,

RoloiikF
62.

Pfizer-BioNtech COVID-19
\/annino

JSC Ph"t*standart-Ufa VITA'
Ilrrcier-12012163.

Gam-COVID-Vac, ComPonent

T-
JSC Phrttnstandart-Ufa VITA'
R rrqiar-t4012164.

Gam-COVID-Vac, ComPonent

t-

Gam-COVID-Vac, ComPonent

II rr-190221

Medgamal Branch ot'FSbl N' r'
GamaleYa NRCEM, the MinistrY

of Health of Russia.18 GamaleYa

Street, Moscow, Russia JSC

,Pharmstand@
65.

CTMAV522 st<gios@
66. Covid -19 Vaccine
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Andong-si, Gyeongsangbuk-do,
36618,I(orea

Medlmmune Pharma BV, A
member of the AstraZeneca
Group MIA:108777,
Lagelandseweg 78, 6545 CG

Gam-COVID-Vac, Component
I I-230321

Medgamal Branch of FSBI N. F.
Gamaleya NRCEM, the Ministry
of Health of Russia.18 Gamaleya
'Street, Moscow, Russia JSC
Pharmstandart,UFA VITA

SARS-CoV-2 Vaccine (vero
Cell),Inactivated

Sinopharm/Bejing Institute of
I produkts CO.LTD.-Ifine

COMIRNATYTM, COVID _ 19
mRNA Vaccine EX2405

BioNTech Manufacturing GMBH
An der Goldgrube 12 55131Mainz
- Giermani

/ P fizer Manufa cturing Bel gium
NV
Riiksweg 12

2870 Puurs - Beleiik€

Gam-COVID-Vac, Component
II
pacrBop sa uujercrzpame, 0.5

2800421

]SC GENERIUM

/Medgamal Branch of FSBI N.F.
Gamaleya NRCEM,the Ministry of
Health of Russia 18 Gamaleya
street,Moscow, Russia

COMIRNATYTM, COVID _ 19

mRNA Vaccine

BioNTech Manufacturing GMBH
An der Goldgrube 12 55l31Mainz
- Germani

/ Pfizer Manufacturing Belgium
NV
Riiksweg 12

2870Puurs - Beleiike
SARS-CoV-2 Vaccine (vero
Cell),Inactivated

Sinopharm/Beiiing Institute of
.biological products Co.Ltd.-Ifi n€

SARS-CoV-2 Vaccine (vero
Cell ,Inactivated

Sinopharm/Beijing Institute of
I products Co.Ltd.-Ifine

COMIRNATYTM, COVID _ 19
mRNA Vaccine
r(oHr{eHTpar 3a cycneu:lrja sa

BioNTech Manufacturing GMBH
'An der Goldgrube 1255l31,Mainz
,- Germani 'l' ,

Pfif er Manufacturin.g Belgium
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NV
Riiksweg t2
2870 Puurs - Beleiik€

75.

COMIRNATYTM, COVID - 19

mRNA Vaccine
r(oHrleHrpar 3a cYcneusuia sa

EY4834

BioNTech Manuf acturing ului'n
An der Goldgrube L25513lMainz

- Gfermani

I P fizer Manufacturing Bel gium

NV
Rijksweg 12

?R7o Prrrrrs - Belsiik€

AstraZeneca Niimegen B'V',

Lagelandseweg 7 8, 6545 CG

Niimeoen. Holand6ABW480176.

Vaxzevria (uPerxogHo

COVID-19 Vaccine Astra

Zeneca)(ChAdOxl-S

[recombinant]) susPenzimi i
iniolztirnif

BioNTech Manufacturing GMBH

An der Goldgrube 1255l31Mainz

- Giermani

I Pfizer Manufacturing Belgium

NV
Riiksweg 12

2R70 Puurs - Beleiike8Y483477.

COMIRNATYTM, COVID _ 19

mRNAVaccine
koncetrat Per suspenzimin e

iniolrfimit
gioltech Manufacturing GMBH

An der Goldgrube 125513I Mainz

- Giermani

I Pfizer Manufacturing Belgium

NV
Riiksweg 12

2R70 Prrurs - BelsiikeFA57t578

COMIRNATYTM, COVID _ 19

mRNAVaccine
koncetrat Per suspenzimin e

inipktimit

FA5715

BioNTech Manufacturing GMIJH

An der Goldgrube 1255131Mainz

- Gjermani

I P fizer Manufacturing Belgium

NV
Rijksweg 12

2870 Puurs - Beleiike
79.

COMIRNATYTM, COVID - 19

mRNAVaccine
koncetrat Per suspenzimin e

iniolztirnif

FA7812

BioNTech Manufacturing GMI3H

An der Goldgrube 1255131' Mainz

- Gfermani

I P fizer Manufacturing Bel gium

NV
Riiksweg 12-

80.

COMIRNATYTM, COVID - 19

mRNAVaccine
koncetrat Per suspenzimin e

iniektimit
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2870 Puurs - Beleiike
SARS-CoV-2 Vaccine (vero
Cell),Inactivated
Vakcina kunder SARS-CoV-2
Br4pyc (uHanru 2021040440

Sinopharm/Beijing Institute of
biological products Co.Ltd.-Ifi n6

SARS-CoV-2 Vaccine (vero
Cell),Inactivated
Vakcina kund6r SARS-CoV-2
Br4pyc (uHarrunupaHa 2021030362

Sinopharm/Beiiing Institute of
biological products Co.Ltd.-Ifi n€

SARS-CoV-2 Vaccine (vero
Cell),lnactivated
Vakcina kund6r SARS-CoV-2
Bt4pyc (nHarcrznzpaua 2021,030319

Sinopharm/Beijing Institute of
biological products Co.Ltd.-Itine

Vaxzevria (mdpdrpara
COVID-19 Vaccine Astra
Zeneca)
(ChAdOxl-S [recombinant])
suspenzimin einf ektimit ABX3118 Nijme.qen, Holande

AstraZeneca Niimegen B.V.,
Lagelandseweg 78, 6545 CG

iniektimit

COMIRNATYTM, COVID _ 19

mRNA Vaccine
koncetrat pdr suspenzimin e

BioNTech Manufacturing GMBH
An der Goldgrube 12 55131Mainz
- Gjermani

I P f izer Ma nufa ctu ring Bel giu m
NV
Rijksweg 12

2870Puurs - Belsiik€

COMIRNATYTM, COVID _ 19

mRNA Vaccine
koncetrat p€r suspenzimin e
iniektimit F47812

BioNTech Manufacturing GMBH
An der Goldgrube 12 55131Mainz
- Giermani

I P fizer Manufacturing Belgium
NV
Rijkswe.q 12

2870 Puurs - Bel.eiike

iniektimit

COMIRNATYTM, COVID _ 19

mRNA Vaccine
koncetrat p€r suspenzimin e

BioNTech Manufacturing GMBH
An der Goldgrube 12 55131Mainz
- Gjermani

I P fizer Manufacturing Belgium
NV
Rijksweg 12

2870Puurs - Beleiike
COMIRNATYTM, COVID - 19

mRNA Vaccine
koncetrat pdr suspenzimin e FC3558

BioNTech Manufacturing GMBH
An der Goldgrube t255l3LMainz
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7i tiru ft Unufacturin g Bel gium

NV
Riiksweg 12

Sinovac Life Sciences Co'Ltd' -

w202105001

CoronaVac COVID-19 Vaccine

(Vero Cell) Inactivated

vakcina kund6r SARS-CoV-2

virus (caktivizuar

Sinovac Life Sciences Co'Ltd' -
Pekin.q.I(inew202105002

(Vero Cell) Inactivated
valcina kund6r SARS-CoV-2

CoronaVac COVID-19 Vaccine

virus (ioaktivizuar ffituringcMBH
'An der Goldgrube L25513tMainz

Riiksweg 12

2870 Puurs - BSlgd<g-

- Giermani

I P fizet Manufacturin g B el gium

NV

FE2OB3

COMIRNATYTM, COVID _ 19

mRNAVaccine
koncetrat i disPerzuar PEr

iniektim

An der Goldgrube 1255l31Mainz

- Giermani

I P fizer Ma nufacturing Bel gium

NV
Riiksweg 12

Bi"NT*h M*ufacturing GMBH

2870 Puurs - Belgiik€'

COMIRNATYTM, COVID - 19

mRNAVaccine
koncetrat i disPerzuar PEr

iniektim

16380 4osu

COMIRNATYTM, COVID - 19

mRNAVaccine
r(oHIIerPar 3a AI'ICnePsuja :a

Att*Zun"ca Niimegen B'V"

Lagelandseweg 7 8, 6545 CG

Niimegen, HollandE :

Laboratorious Universal farma

'S.L.C/EI teiido 2, Poligono

Industrial MiralcamPo, 19200

'Azuqueca de Henares,

Vaxzevria (nPerxoguo

COVID-19 Vaccine Astra

Zeneca)
(ChAdOxl-S frecombinant])
cycneusuia sa uuierrl4parbe

cornrnNerYIu-wlkJ2

6l

Bi"NT*h M"""f.cturing GMBH

An der Goldgrube t255131'Mainz

- Giermani

I P fizer Manufacturing Bel gium

NV
Riiksweg 12

210106
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mRNA Vaccine
r(our{erpar 3a Ar,rc[epe ia sa
znjercruparre

An der Goldgrube 12 55131,Mairz
- Gjermani

/ P fizer Manufacturi ng Bel gium
NV
Riiksweg12
2870Puurs - Bel.qiik€

COMIRNATYTM, COVID - 19
mRNA Vaccine
koncetrat i disperzuar p6r
iniektim

BioNTech Manufacturing GMBH
An der Goldgrube 12 55l3lMainz
- Gjermani

/P fizer Manufacturing Belgium
NV
Riiksweg 12

2870 Puurs - Beleiike

COMIRNATYTM, COVID - 19
mRNA Vaccine
koncetrat i disperzuar p6r
iniektim

BioNTech Manufacturing GMBH
An der Goldgrube 12 55131Mainz
- Gjermani

/ P fizer Manufacturing Belgium
NV
Rijksweg 12

2870Puurs - Beleiike

.COMIRNATYTM, COVID _ 19
mRNA Vaccine
koncetrat i disperzuar p€r
iniektim

BioNTech Manufacturing GMBH
An der Goldgrube 12 55131,Mainz
- Gjermani

I P fizer Manufacturing Bel gium
NV
Rijksweg 12

2870 Puurs - Bel.siike

COMIRNATYTM, COVID - 19
mRNA Vaccine
koncetrat i disperzuar per
injektim

BioNTech Manufacturing GMBH
An der Goldgrube 12 55131Mainz
- Gjermani

I P fizer Manu facturing Bel gium
NV
Rijksweg 12

2870Puurs - Beleiike
CoronaVac COVID-19 Vaccine
(Vero Cell) Inactivated
vakcina kunder SARS-CoV-2
virus(unaktiv w202105001

Sinovac Life Sciences Co.Ltd. -
CoronaVac COVID-19 Vaccine

vakcinakunder SARS-CoV-2
virus(inaktiv) w202105002

Sinovac Life Sciences Co.Ltd. -
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nioNtech Manufacturing GMBH

An der Goldgrube 1255l31'Mainz

- Giermani

I Pfizer Manufacturing Belgium

NV
Riiksweg12
?R7O Prrrrrs - Belsiik€

102.

COMIRNATYTM, COVID - 19

mRNA Vaccine

koncetrat i disPerzuar PEr
inialrtirn FA7083

giotrltech Manufacturing GMBH

An der Goldgrube 125513L Mainz

- Gj erman i I P fizer Manufacturing

.Belgium NV
,Riiksweg 12

'2R7o Prrurs - Belsiik€FA4632103.

COMIRNATYTM, COVID - 19

mRNA Vaccine
koncetrat i disPerzuar Per

iniektim DLT

104.

COMIRNATYTM, COVID - 19

mRNA Vaccine

koncetrat i disPerzuar PEr
iniolu f irn FH8469

lJioN'l ecn NlanutacturIrlB' \rivrL'r r

An der Goldgrube 1255131' Mainz

- Glermani

I Pfizer Manufacturing Belgium

NV
Rijksweg 12

?R7O Prrrrrs - Beleiike

BioNTech Manufacturing GMBH

An der Goldgrube t255131' Mainz

- Gjermani

I P fizer Manufacturin g Bel giu m

NV
Rijksweg 12

2870 Puurs - BeleiikeF 5782105.

COMIRNATYTM, COVID _ 19

mRNAVaccine
koncetrat i disPerzuar P€r

iniektim

106.

COMIRNATYTM, COVID _ 19

mRNA Vaccine

koncetrat i disPerzuar P€r

iniektim FG6270

BioN'I'ech Manutacturlng \rtvrDr r

An der Goldgrube t255131Mainz

- Gjermani

I P fizer Manufac turin g Bel gium

NV
Rijksweg 12

2BTOPuurs - Belgiike

FH8469

gioNtech Manufacturing GMBH

An der Goldgrube 1255131Mainz

- Gjermani

I P fizer Manufacturing Bel gium

NV
Rijksweg 12

?R7O Prrurs - Belsiike
107.

COMIRNATYTM, COVID _ 19

mRN Vaccine
koncetrat i disPerzuar Per

iniektim gioNtech@F15782108. coMIRNATYTM,lqvlD - 12
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mRNA Vaccine
koncetrat i disperzuar p6r
iniektim

An der Goldgrube t255L31.Mainz
- Gjermani

/ P f izer Manufacturing Bel gium
NV
Riiksweg 12

2870 Puurs - Belgiike

109.

COMIRNATYTM, COVID _ 19

mRNA Vaccine
koncetrat i disperzuar p6r
injektim FI4187

BioNTech Manufacturing GMBH
An der Goldgrube 12 55l3i,Mainz
- Gjermania

/ P fizer Manufacturing Belgium
NV
Rijksweg 12

2870Puurs - Relrriikp

110.

COMIRNATYTM, COVID - 19

mRNA Vaccine
koncetrat i disperzuar per
injektim FI(0115

BioNTech Manufacturing GMBH
An der Goldgrube 1255131Mainz
- Gjermania

I Pfizer Manufacturing Belgium
NV
Rijksweg 12 

|

2870 Puurs - Belgjike 
I

711..

COMIRNATYTM, COVID _ 19

mRNA Vaccine
koncetrat i disperzuar p6r
iniektim FnO115

BioNTech Manufacturing GMBH
An der Goldgrube 7255131Mainz
- Gjermani

I Pfizer Manufacturing Belgium
NV
Riiksweg 12

2870Puurs - Bel.qjike

112.

COMIRNATYTM, COVID _ 19

mRNA Vaccine
koncetrat i disperzuar p6r
injektim FL1939

BioNTech Manufacturing GMBH
An der Goldgrube 12 55l31Mainz
- Gjermani

I P fizer Manufacturing Bel gium
NV
Rijksweg 12

2870 Puurs - Belsiik€

113.

COMIRNATYTM, COVID _ 19

mRNA Vaccine
koncetrat i disperzuar p6r
injektim FL1072

BioNTech Manufacturing GMBH
An der Goldgrube 7255131.Main2
- Gjermani

I P fizer Manufacturing Bel gium
NV
Rijksweg 12

2870Puurs - Belsiikd
714. Vaxzevria (nperxo4no 210297 AstraZeneca Niimegen 8.V.,
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Tffilandseweg 78,6545 CG

Niimegen, HollandeCOVID-19 Vaccine Astra

Zeneca) (ChAdOxl-S

[recombinant]) susPenzim

p€r iniektim

1.3)Serit€ e miratuara t6 ekstrakteve t6 kanabisit p€r p€rdorim miek.sor p€r nevoiat n€

praktik€n klinike p.r ni€ num6r t6 caktuar pacient.sh per diagnozat e p€rcaktuara me

Rregulloren pEr iormularin e recet€s, si dhe m€nyren e p€rshkrimit tE barnave qE

p.rmbaine ,rrUrturr.u in" bim. te t ta'inmara n€ lista' II dh; III (pacient€t me skleroz€

t€ shum6fishte, s€mundie malinie ih";;;t"ma tE r6nda epilgptike n€ femiieri)

ffi*tit"rik--L--Juthtmrl I preP.ltdLrL

ITANOBIL'CANC i
ITAHOEI4II' I(AHU

5270t21, 28 sc
2.5 mgTHC + 2.5 mg'

CRD/1ml.240m1,'

ZS*gTHC + 2.5mg

cRD / 1mI.240 ml 5880621 48 sct<eNogtl'CANC /

IGHOBI4TI'I(AHU
2.5 mgTHC + 2.5 mg

cRD i 1mI,120 ml 5340321, L8 scI(ANOBIL'CANC /
IGHOEI4II'I(AHU
I{ANOBIL'CANC /
IGHOEI4TI'I(AHU

870621 47 sc
2.5 mgTHC + 2.5 mg

cRD /1ml.120ml

10 mg THC + 10 mg

CBD

/ t mI,120 ml

10 mgTHC + 10 mg

L CBD
t-
I tl ml,12o Tl_

5280121 47 scI{ANOBIL, CANC + /
ITAHOEI4II' ITAHII+

I(ANOBIL. CANC + /
Y. ^ Yr^rrr rr@ T1 A IJTT-L

97 sc5890621
ITATIUDYIJI I\TLTU+

5290121 46 scKANOBIL'CANC FORTE /
20 mg THC + 2u rng 

ICBD I

/ mI,120 ml 
I

20mgTHC+20m9 
IcBD 
I

/1ml 120m1 |

40 mg THC + 40 mg

I CBD

| ,ml,t2oml
F*grHc1r1gg.SQ

IGHOBI4II' I(AHU (D(]P I b

97 sc5930627
IGNOBIL'CANC FORTE /
nAHOEI4II'I(AHU OOPTE

5360321 30 scI(ANOBIL'CANC ULTRA /
IGHOEI4TI' I(AHIf yTITPA

1.8 sc6281121,
IGNOBIL', EPI / ItAHUbl',Ir I"

#<-1*-*-=:
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Bna,qa na Peny 6nuxa Cenepna Maxegonr{a

1.4 Shkat€rrimi i barnave t€ skaduara

Ne baz€ te Ligjit pdr Barnat dhe Pajisjet Mjekosore dhe Rregulloren p€r kushte m€ t6peraferta per m€nyr€n e depozitimit t€ mbeturinave me barna ("Gazeta zyrtaree RM,,nr'153/}8)MALMED leshon leje per asgjdsimin e barnave t6 skaduara me origjin€ ngashitesit me shumic6, barnatoret, prodhuesit dhe objektet e kujdesit sh6ndetesor.

N€ vitin aktual 2027ianl dhene gjithsej 79lejeper asgjesimin e barnave t6 skaduara,perfshire edhe k€rkesat p€r asgj€simin e vaksinav"'rgu objektet shendet6sore publike..

2) Niesia e Farmakovigiilencds

Ne perputhi" 
T" dispozitat ligjore, organizimi dhe monitorimi i menyres s6

:,:ll1l,,Tl.jn: vler€s.imit te reaksioneve an6sore t€ barnave, p€rpunimi dhevleresimi i t€ dhenave te marra nar cicr,.i-^:;:*:^;---:,-""^"'vs' PErPu,rI

l1ml,720ml
IGNOBIL. MS / I(AHOEI4/I. 2mgTHC+lmgCBD

f 1. m1,120 ml

IGNOBIL. MS+ 7

IGHOEI4II'MC+

2mgTHC+10mS

CBD

/ 1m1,120 ml
TGNOBIL. CANC /
I{AHOEI4n. I(AHU

2.5 mgTHC + 2.5 mg
CBD/ 1m1,240ml

IGNOBIL. MS+ /
I(AHOBIII. MC+

2mgTHC+10mg

CBD

/ 1m1,120 ml
IGNOBIL. MS / I(AHOEI4/I. 2mgTHC+lmgCBD

/7m1,120 ml
IGNOBIL. MS / I{AHOEI4/I'

MC

2mgTHC+lmgCBD

I 1, mL,120 ml
IGNOBIL'CANC ULTRA /
I(AHO EI4II. I(AHU y/ITPA

40 mg THC + 40 mg
CBD /1ml,120 ml

IGNOBIL. EPI / I(AHOBI4II.
ETII4

1mg THC + 15 mg CBD

/1m1,120 ml

IGNOBIL. MS+ /
IGHOEI4N'MC+

2mgTHC+10mg

CBD

/ 1.m1,12!O ml 59 0621
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Bnaga na Perry6aura Cenepna Maregonuia

d;;J;;t l(omtetare t€ Farmakovigiilences'

Raportimi spontan i efekteve anesoroeshltJ]::it"-:":l-t:#;e mbikeqvries

;:1xffi3:.|,,!i;; siguris€ s6 barnave dhe baza e Sistemit r(omb€tar t€

Farmakovigiilences.lie veqanti, kio i referohet raportimit individual tE reaksioneve t€

padeshiruara nga profesionistet shendetesore' Efektiviteti dhe suksesi i programit

kombetar t6 monitorimit t€ sigurise r. bu"'"ut varet dreitperdreit nga pies€marria

aktive e profesionisteve sh€ndet€sor€ n€ raportimin e reaksioneve t€ dyshuara

ffiTrffi rr21, MALMED mori 71, raportime spontane t€ reaksioneve t€ pad€shiruara

t€ drog€s. Aplikimet ian6 dor€zuar n6 MALMED n€ form€ t6 shkruar ose elektronike'

personat pergiesies ne MALMED (mieke dhe farmacist€)i perpunuan raportet sa m€

shpeft t€ ishte e mundur dhe i fut€n n€ baz6n elektronike globale t€ t€ dh€nave p6r

efektet an.sore t€ barnave te organizain, Bo,eroge te Sheldet€sis€ me qend€r nE

Suedi - Vigiflow, Qendra e Monitorimit Uppsala ' ,' ..

likantit:il, .llltc L

rt6r:

Aoriizta 'as SA
T2hcle e meDosnfme Lr'EHUU oPuN

I ,uoela@
llr'El(d(6l=

'-l>Elforesit ankesave

nnrfuara t barrnave nE vi tin 2()4-p6r aplikant

-T
I

al
lil(dl

=l

T
I

I
I

I<tC, I ;

-T
I

-lol
-clol
0JlOI

&
tr
lio

3t

P
a
(,

lro
(0
Pta

lr
PoF

lro
+J
tr

r(Uz

I

l{o
+J

tQ)
lr
Po

24 32 3t 19 t9 344
Miek 35 28 46

43

3t 19 29

31 27 24 18 15 22 26 18 26 319

Farmaceut 3t 38

1
t 0 2 20

9 6 0 0 0 0 0Tieter Puntro6
shendetsor 1

1 1 2 5 6 3 3 3 4 29Pacient os burim
tiet6r 0 1 0

0 0 0 0 0 0 0 0 0 0 0Nukka tE dh€na nga

tE ankuarit 

-

0 0

69 47 55 54 45 57 61, 40 51 712Gjithesei Per muai
67 68 98

Tabelat e m6poshtme tregond efektet an€sore

epidemiologjike sipas moshEs dhe gjinis€'
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Baaga na Perry6nura CenepHa Maregonuia

sipas moshes td pacient€ve iand dor€zuar: p€r moshe n o-24 muaj 19 raporte, per femiie 47,pdr adoleshentd 8, pdr t€ rritur 488, p€r td moshuar 117 dhe per 33 raporte nuk ka t6 dhena permosha e pacientit.

TaSena Ha nollr{ecerr np}rjasr,t 3a fi€caxaH}r
peax{},f u oa neKoaH aa za?,l raflHHa no aospacT

L81r
O." 27 Aefia 2f .qexa go

23 Mecoux

.47

? .. 1:l
r{)AHa.rH

a
,'.,,,ff',,.
12" 17
roJ$4l.tl,

'l.t* .. 44
{()nullt4

:

.i

4:i . (.,4

r{).rl1,1IIti

8{l

:

.l
{rl:i.

4ro.qilr.

17

? 7::;
.T

1U rcAultx 
;

raportuara te LEI{O
Per vitin 2021 sipas moshEs

28 dite deri 23 uua

65 - 74v

Te paniohur

Tabela e reaksioneve andsoru te,"lortrrr" t"
barnave n€ 2021 sipas eiinise

Numri i te
ankuardve

mashkullore
T€ paniohur

68
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Bna4a na Perry6nuna CenepHa Maregonnia

Sipas giinis€ s€ pacientit nga giithsei 7\2raportime:2[5ian€ p€r meshkui' 4l4pet femra dhe

petSf raporte nuk ka tE dh€na giinore'

Ne vitin 2O2l iane Pataqitur 712

eshte522meshum6-.se-n j.""--yil"gS*e-{-"-,

CnopegSex flpltxas Ha nogHec€Hl4 nprJaaN ra

HecaKaHH peaq'xr 2O?:Ol 2A21 rogrxa
',:,:,

.: "

2a27{ol7uila

2020 roflYHa

Ta6eaa Ha nollHecexr npvtiarr ia HecaxaHta

pearUul,l oAnexoBn eo }AZL rofi'rHa np rrr,lr

69
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Nga gjiths ei 712 raporte t€ reaksioneve t6 padoshiruara t6 barnave n€ vitin 2021' 278

,Jpo*,u,reagimeiepadeshiruara"9:i:l}'i1'":,*i-1'L';:Yl?"r;t"tll'""r,,*:iilil
I(omirnati, Astra
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BnaAa xa Perryr6auna Cenepua Maxegouuia

f ruxwx;*w;:'*ry**wv.*,rit ww;u**-,

il Ptt":tamentit te Farmakovig;ile;;es ar,. 
"nruteriale 

vigjilences ka p€rpunuar

lf :lill*:l:I. te siitha raportet e vaksinave kund€r r(ovrD 1i permes komunikimit te
l$ o:titl€rdreit€ me ankuesin, si dhe me profesionistet shendetesoie dhe mieket e families 

r

lf ner te marrd te dhena te detajuara, tti besueshme dhe te sakta pdr ,.utriorui lu..lg anesore. 
Il*l

lf I 
fipxrar xa rajreao nprjaoeHll HecaxaHl,t pQaxqHu oA sarqhHa nporH8 NoBr4A 19 ( no MedDRA) i

lf . 
l.in,,(4,,0(r zs.ir ii

lI , ,,,ur6,,,*u 22.r,11 ft

l; @ l ',, J,: ..i

It " '"' rr

-

I}:
Jf ;nn*a*nnnrc(,r.rreilflepaTypa re$.i% lllI,ll
]lt 

st"'xara"uamr.4B 
lf

ft: riAeuebp.4?i 
lf

il 
--,.,," 

jI

JI

lf lulle raportuar reaksione te pad€shiruara me simptoma t€ lehta si ethe, keqtrajtim, 
l|l{ dhimbje koke, dhimbje muskufsh dhe gjymtyresh,dhimje,etje,kokedhimbje,pa aoerksi eti. i$lE " .r-;;;- 

- ---- D''r^rr!'rLur1'urrrrrUs'EL,lc'Nur\trullllllu,|e'pa aoerKsl € , ilf '" endin € qplikimit, 
lf

if marramendje,. sr/r'\rrrr 'if

i$ flpNxae Ha flpoqsfiryarHa sacraJ,oHocr fia Hoca*a*il pea*{rir{ o& I li
J$

l$ sax{uHrt nporns tto*,.t.Q tg ro ro*pacr i ifI, , j,,
if rs " 44 t${t*trn 

st .srt_ I ifts'l,:l[

lf ""64rosuttu 34.li% i rt

lf .* T'rosanu ffis.*x j 
lfii Y..... i 
}f|f z ]sra&uil\ 'X 6.bo/, ill ilQ')% 
lf

lf ,.,n rtznar<s ) r.4% i lf

ri 1'4% i i,lfitf,{l}
lf Sipas moshes, numrin me td madh t€ reaksioneve t€ padeshiruara nga vaksina kunder l$i$ ttovto 19 e ka popullata aktive 18-64vje9 (18-44 vjeg51.,g% dhe 45-64vjeg34,5%), ndersa ne ifli

|$ srupmoshat mbi 65 vjeE perfaqesimi numri i aplikimeve esht€ me i ulet. - 
if& *o******-fi
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Bnaga na Perry6mra Cenepna Marcegonuia

Ipnxal xa npoqeHrya,Ha 3acraneHocr Ha HecaBaHr,t peaKqx]r oA

saKqHHx nPorxa KOBl4fi 19 no nor

HenolHaro
3o/o

Lidhur me monitorimin e ngiarieve te padeshiruara qe ndodhin giate provave klinike'

n6 vitin 2021, MALMED ka marre 19 rapoite te ngiarjevl t€ pad€shiruara nga studimet

klinike tE kryera ne R. Maqedoniu. Ng, n'*ri i pel$ithshem i aplikimeve' fillimisht iane

dor.zuar 1g dhe aplikimi i mepasshem eshte 1 nga gjithsef 4 studime'

Reklamimi i barnave

Nebaz6t6neneveg4dhel3lteLigjitp6rbarnatdhepaiisjetmiekEsoredhe

udhezimet p€r reklamimin e barnave dhe pajisjeve miek€sore, mbajt.sit e autorizimit p€r

Ne vitin 2O2L,M LMED ka marre 4 raporte te ngiarieve t€ padeshiruara nga paiisiet

miek€sore. Aplikimet dor€zoher, r,e fuf-AiUfED 
"n-fo;Te le thktrut

edikamenteve medicinale nE

2021.,rr

li
C"

lr

(0

Shume n€ mua

7l
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Baaga xa Peny6aura Cenepua MaregoHuja t

marketing dhe prodhuesit mund t6 inao;;ojne publikr, . ;;;;";; k;;;#tilffi';
barnave pa recet6. E njeita gi€ duhet t€ behet pas miratimit paraprak nga MALMED dhe

ne perputhje me raportin permbledhds p€r vetit€ e barit ose udhezimet e pacientit, ku

mbaitesit e miratimit iane td detyruar ta beine kete ne m6nyr€ objektive. Rregullimi ligjor

i kesaj Eeshtje ka nj€ r€nd€si t€ madhe per mbrojtjen e shendetit publik dhe per kete arsye

MALMED ka vendosur kritere strikte p€r reklamim n€ perputhje me standardet

evropiane.

N€ vitin 2021, MALMED ka leshuar 256miratime p6r reklama p6r:

- BARNA PA RECETE - tOO miratime

- BARNAT TRADICIONALE BIMORE - 15 miratime

- PRODUKTET MIEKESORE - 31 miratime

- PRODUKTET KUFITARE - 104 miratime

Ta$ena Ha l,r*fiaflefiH qff,o6penlria 3a
ornacysafi,e sa 2fi2L rrlgr,rHa

J]IK08r1 St3
pfuInT

{ P A /}* t)l/l t} t I N 1 t. t vl
xEp5A_fl I,t r,{ /t rRC}814

MElirluHt-.tcl{l,t
cpr.fi,crBA

72
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Bna4a na Perry6nura Cenepna Maregonria

Nga reklamat e miratuara p€r barnat pa recet. ne vitin 202i., barnat pa recet. iane 41%'

produktet kufitare iane 47%,barnat ianelZZdhe barnat tradicionale bimore iand 67o'

t

1

i

I

I
I

ii_

IIPoUsnryafi Ha 3acraneilocr Ha

o6o6P""xia 3a orlacYsalbe Bo 202L

roA,lHE

:r fl[}{01]t4 ue] PELIEIII

{! TPALl4Ut4Ol',Ml'tH
xEP6ArHl,l flrx()Bl4

: Mry1i4tll4HCt{tl
tpEACTBA

$$ rPAHl4t{Hl4 np0H3l}olil4

npufia3 Ha oAoopeHx oilacyBal5a no Sapmarorepana8lcxa nqArpyna sa 2021 roAuHa

ne(oBi 
'3 

rPe'^lJh H' r'a'r*oC' OArv'ol" i I

elrattlxguauaro:u f 1

uYxoruruuu 
'il 
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HecreporAH, aHTnxHSnaMaropHu u aHlupesMalcfiu npeoaparff : 1

ffHxx6uropoHanpDroHc{anYMna X 2

neRo8u 3a rpelMaH Ha 4)yHutlxoHa'Hx r3dpotrHrecfiHalH6 3a6o'yBaEa t 2

aHlffxqcrasiHu(x'}actrctescxayf,orpe6' B 2

aHTfiOyxtanHi ne{oor ]a nosa'Ha ynnlpeoa X 2

Aekoare(Tsa, il apyrx Ba3arHv ilPenallarff 3a io[anBaynoll)e6a 

- 

:

He3iiHil aerloHrecril0x la crcreM'HaYnolpe6a lfl 3

ahHexarnouxk aHrhtrHrfre(T,B'f v aHTH(enT'Un

aBTHTpoM6oIx!Hil aPeAcraa

ratuara p€r barnat pa recet€ n€ vitin 202"t"34iane miratime p€r barna nga

n€ngrupi farmakoterapeutik i aglenteire antitrombotik., anargiezik€ve dhe antipiretik€ve 19'

preparatevetefvtit15,iosteroideveil;T1-TY:"11"",:*',ln:li::.:""rf ?:;f ;,fl ff ;
;::poil1ff[i|jlll]i;t"ffi'""J.:'# lnu ,,"rurate t€ tiera nazare p6r p.rdorim topik 3' barna

-- !:*-.r.^+irza nar norrlorim topik 2, antihistamin-g. -p-9l...p**-+..9,ti"m*t'*;rg,*ibkH-gl1?-"PsJantimYkotike gQr. m toplK z,
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'atrajtimin e semundieve funksionale gastrointesiinale ,, f*;;;ffi;#;6r.i"-i z,

il::l:'j:::195 1,?r:.,111r-1::r. 
dhe antireumatike 1 preparate topikale per dhimbjekygesh dhe kockash 1, adsorbente intestinal l, preparate veshi 1, mukolitid;;d;r# i'irl"

analoge 1 dhe barna per trajtimin e vardsisd nga nikotina 1.

Ilpoqenryarxa 3acraneHocr cnopeg
Qapruaxorepanesrcxa no&rpyn a

I a HrHTpoM$oTHrtHh cpeAqrBa

I aHa/IfoTtluH H alrl4nr4porqr{u

x npenspaTh 3;1 fprO

r Hecl(pohA{h aHT}fl4HipraMato,:u14
14 SHltrBcoilaTc(x trponapsl,4 3a
noxanHa yn0rpe6e

I raHeko,flouk!.t autnaa$evrrieu n
aHThten?r,luh

Iff t{a3arfi }4 lle,{0ut.QcI.}.raH 3a
ot(Tetr,tcr(a yno-rpe6a

N€ vitin 2021ian€ dh€ne 256 miratime pdr reklama, qe €shte 156 miratime m6 shum€ se nj6
vit md par6.

Cn o penqf eH n p ?rxa3 H a l,r3.qra*qe H 14 ogogOpe x raj a

2OZLto,ll,4.Ha

2Q2OroAxHa

1o/o

Zaa.

3a <rmacyealbe ZAZOIZOZS. ro;4Nna
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Bnaga na Peny6nura CenepHa Mmegouraia

III

SEKTORI PER INSPEKTIM DHE LICENCIM TE

BARNAT DHE PRODUKTET MIEKESORE

1. Niesia per inspektim n€ fushen e barnave dhe paiisieve miekesore

Inspektor€t farmaceutike te punesuar ne Departamentin p6r Inspektim nE fushen e Barnave

dhe Pafisjeve Mjek€sore, ne kuader t6 Sektorit p€r Inspektimin dhe Licencimin e Barnave

dhe Pajisjeve Miekesore, mbikeqyrin zbatimin e Ligiit p6r Barnat dhe Paiisjet Miekesore'

Ligjin p6r Barnat narkotike dhe substancat psikotrope. dhe akteve nenligjore t6 miratuara

n€ baz€ t€ ligjeve, si dhe rregulloreve t6 tjera n6 fush€n e barnave dhe paiisieve miekesore

dhe te merren masa per eliminimin e parregullsive dhe mang€sive tE konstatuara brenda ni6

afati te caktuar.

Inspektor€t farmaceutike inspektoind barnat dhe pajisjet miekdsore' inspektoinE

subjektet per prodhimin, tregtimin me shumice dhe pakic€ t€ barnave dhe pajisieve

mjekdsore, inspektojne provat klinike, efektet andsore dhe mosfunksionimin e barit'

kryejne procedur€ urgiente marrin vendime per mbikeqyrjen e prodhimit dhe tregtimit t6

barnave. dhe pajisje mjek€sore, urdh€ron masa dhe cakton afate p6r ekzekutimin e tyre'
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nis procedur6 penale kund€r personave iuridik6 dhe fizik€ prane organeve t ompei..rtu,

bashk€punon me institucionet shkencore dhe arsimore, organet shtet€rore dhe gjykatat

n€ fush6n e ekzekutimit te sanksioneve gjate mbikeqyrjes,lnspektimi kryhet ne p6rputhje

me Programin Vjetor tE Pun€s s€ Nj€sise s€ Inspektimit ne fushen e barnave dhe pajisjeve

mjek6sore, i cili miratohet nga I(€shilli Inspektues, si dhe nE baz6 t€ planeve tremuiore t€

1.1. Analiz€ dhe vler6sim i giendies p€r mbik€qyrjet e kryera ne vitin 2021

Ne gjashtemuiorin e pare te vitit 2027, nd perputhje me planin vjetor t6 pun6s se Njesise se
Inspektimit per vitin2021, si dhe me planet mujore t€ punes se secilit inspektor p6r muajt
janar, shkurt, mars, prill, mai dhe qershor 2021.,nj€ gjithsej 120 inspektime, nga t€ cilat 98
inspektime td rregullta, 7 kontrolle dhe 15 inspektime t6 jashtezakonshme. Ne
giashtemujorin e pare te vitit 2027 ian€ kryer gjithsej 164 inspektime, nga t6 cilat 9T
kontrolle t€ rregullta, 6 kontrolle dhe 61 inspektime te jashtezakonshme. plani p6r
gjashtemuforin e par6 per vitin2021. eshte realizuar dhe tejkaluar me 36,67%.

Pasqyr€ e numrit total t€ inspektimeve te planifikuara dhe t6 kryera sipas raioneve p€r
periudh€n ianar-qershor 2O2l: : r -

Rajoni

Jugoperindimor
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farmac
Shkupi
(2 vent
shqiptt
mbush
prokur

1_: r. i"i +J..al,,',,." ":":

Raioni iPelasonis€ 10 10 0 100.00

Rajoni i Pologut 2 2 0 100.00

Rajoni Verilindor 1 3 2 300.00

37 t58.73
Rajoni i ShkuPit 63 100

44 136.67
Giithesei t20 t64

Nga kontrollet e rregullta dhe te iasht€zakonshme te kryera nga inspel

armaceutike, ian€ miratuar 8 vendime t6 barnatoreve, si n6 vifim: 3 vendime n€ rair

ihkupit (2 vendime n€ Aerodrom dhe l vendim n€ Qair),2 vendime n6 raionin iugper€n

2 vendime n6 I(€rqove) dhe 3 zgjidhie n6 rajonin lindor (3 vendime n€ Shtip) te cila

;hqiptuar masa per veprim n6 paitim me Ligiin p6r barna dhe paiisie mjek€sore n" pir

mbushies io tE rregullt nga ana e pun€torit farmaceutik n€ pjesen e tret€ t€ rt

prokurim. te uiit te-clistiluar pa certifikata nga analiza e cil€sis€, nioftim io t€ rregu

nd€rrim t€ stafit profesional,libreza sanitare te verifikuara n€ koh6 dhe kalibrim t€ rt

LE peshoreve precize t€ destinuara per pergatitien e barnave kombetare' 
'

N€ gjashtemuiorin e dyte t€ vitit 2027,n6 p€rputhie me planin vietor t6 pun€s s€ Ni6r

Inspektimit per vitin 2021, si dhe me planet muiore t6 pun6s s6 secilit inspektor p€r

korrik, gusht, shtator, tetor, n6ntor dhe dhjeto r 202L, nie giithsei 136 inspektime, nga t

95 kontrolle te rregullta, 11 kontrolle dhe 30 inspektime te jashtezakonshn

gjashtemujorin e av[ te vi|lt 2O2l ian€ kryer gjithsei 193 inspektime' nga t€ ci

kontrolle te rregulita, 1"0 kontrolle dhe 88 inspektime tC iasht6zakonshme' Pla,

gjashtemujorin e dyte per vitin2O2l€shte realizuar dhe teikalualme 41,91%" """

paraqitja grafike e numrit total te inspektimeve td planifikuara dhe tE kryera sipas

nd periudh€n korrik-dhietor 2021

ktoret
rnin e
dimor
t jan€

es6n e

:cet€s,

ilt per
:egullt

sis6 sE

muajt
.e cilat
re. Ne

ilat 95

ni per

arqeve
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rii
{i wsa mbik€qyriet e rregullta dhe t€ jasht6zakonshme t6 kryera nga inspektoret litf"
ll 

farmaceutike jan€ marr6 3 vendime t€ barnatoreve dhe l vendim per shit6s me shumice, si ne ll

li 
vijim: 2 vendime n€ raionin e Vardarit (1 vendim ne barnatore nE Sveti Nikolle dhe 1 vendir 1'

]! 
ne.f,iter.me shumice n€ Rosoman)dhe 2. Vendimet nE rajonin lindor (2 zgjidhjern Orrnr,oJ j|

lg ne Itosan). 
i:lirr!i;

il Ne Gjykaten Themelore Penale - Shkup jand dor€zuar dy kerkesa p€r ngritj", 
",:

,i 
procedurds pdr kunddrvajtje. 

l:ti_ iij; Trainimet 
i,]i lill li

ii Cirte vitit 2021, iane organizuar disa trajnime on-line p€r inspektoret farmaceutit<e, te ji

j organizuara nga Agiencia Evropiane e Barnave (EMA) dhe Drejtoria Evropiane pdr Cilesine e il
I Barnave (EDQM), ne fushdn e barnave t€ falsifikuara dhe t€ dyshuara dhe reduktimin e l:

i rrezikut per shkak te shondetit publik. me droga t€ falsifikuara dhe vepra te ngjashme lllkriminale 
-r--' -- ---'-"""^- 

ltilifil
I 1. Departamenti per licencimin e barnave dhe pajisjeve mjek€sore jE

i Cirte vitit 202lian€ leshuar: 
]i

I 3licenca p6r prodhimin e pajisjeve mjekEsore, ii

i ,, , .- 1 licenle ner prodhimin e substancave aktive t€ klasifikuara n6 listat II dhe fll {l

. (kodeine, morfind, folkodine), i!

i - 1 certifikate GMP p€r prodhimin e barnave, 
li

- 5licenca per prodhimin e ekstrakteve td kanabisit per q€llime miekesore, li
- 5 licenca per prodhimin dhe tregtimin e l€ndes aktive n6 form6 bimore te lules se j|

thar€ td kanabisit per qellime mjek€sore, 
{l

- 2 licenca p€r prodhimin e formave te dozimit farmaceutik q€ permbajne ekstrakte jl

kanabisi per qellime mjekdsore, li

- - 3 certifikata GMP per prodhimin e luleve t€ thata td kanabisit per qellime -1eLe.or", ]i

e0 +***-*-
uo * "--"**"--"-""":::::-**"*"-:::::::*::]
ffi "{ ::: : --::-::::"*:-::: ::::-.:-:_::::_.:-- -::,:."::I" :

i3 .::--: -:-::*--:-:--: - - --::-t--::: : -r-: r
lf, .J : l: I::* --;:-; : f ]':l:",::'

{:"!:"1"--j---:ffc
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- - t vendim pet ";Ad;;;i;; 
e licences per prodhimin e barnave'

_ lfiffi;.r;=r'ril;;;;;i"*merise s6 ricenc€s p.r prodhimin e ekstrakteve t€

kanabisit,

- - 56 vendime p€r licence per t0 vepruar n6 institucionet private shendetesore

farmaci,
.3vendimep6rlicencEp6rfunksioniminestacionevet€farmacive,

- 183 vendime p€r ndryshim t0 te dh€nave n6 licenc€n p€r pun6 t6 institucioneve

private sh6ndet€sore - farmaci'

- 10 zgiidhfe per licenc€ pEr te operuar n€ dyqane tE specializuata'

- 29 vendime per pages€n e farmacive td l€vizshme'

- 7 vendime per tregtimin me shumic€ t€ barnave dhe paiisieve miekesore'

- 5 zgfidhfe per shitie me shumic€ tE barnave'

.4zgjidh|eperkryerieneveprimtaris€meshumicCmem|etemiekesore

e veprimtaris6 s€ tregtisd me shumic€ tE pajisieve

mjek€sore,

- - 10 vendime p€r ndryshim t€ t6 dhonave n0leien e pun€s p6r ushtrimin e veprimtarise

s€ tregtis€ me shumice me barna dhe paiisfe miekesore'

-.l0vendimepernddrprerjenefunksionimitteinstitucioneveprivateshEndet6sore-
farmaci,
.3vendimep€rndErprerjenefunksionimitt6dyqanevet€specializlJara,

- 3 vendime p€r nd€rprerfen e aktivitetit t6 shitfes me shumic€ me barna dhe pajisie

mjekdsore,

- 5 vendime p€r pushimin e procedurave administrative dhe

.1472n|oftimep€rnd€rrimt6kuadritprofesionaln€-institucionetshendetesore

private - farmaci

IV

SEKToRIeEnqEsuTJETJURIDIKEDHETEPERGJITHSHME,MBESHTETJE
INFORMATIVE

DHE qESHTJET ADMINISTRATIVE-TEKNIKE

N€ kuader t€ Sektorit p€r Qeshtie Iuridike dhe te P€rgjith:Y";:-""1*ie Informative

il:iffi ;;H;il,".i""+"r."i\:,:.y:1,:1",11r^f"",p;l'ltr,1il;
,.r"r"l:;:"ilffiffi ;r'ilil;il".apergilhshmedheqEshtieadministrative-

stomatologiike,
- 10 vendime P€r ushtrimin

teknike dhe
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1' Departamenti p€r pune juridike dhe te pergjithshme dhe Eeshtje administrative-teknike
Ne vitin 2021, Departamenti i Ceshtie;e luridike dhe t6 p€rgjithshme dhe QeshtjeveAdministrativo-Teknike ka p€rgatitur akte administrativo-ligjore, ka dhen€ mendime dheshpiegime p€r zbatimin e meniEhershem te rregulloreve n€ fushen e barnave dhe pajisjevemiek€sore' si dhe drogave narkotike dhe substancave psikotrope, t6 shkembyera.informacione, mendime dhe pervoja me organet e tjera te administrates shtet6rore, jan6trajtuar raste qe p€rfshijne veprime nE lidhie me konkluzionet e Qeveris€ se RS te

Y:i:1,:1,::irln::il:rnrl:sa.t dhe ankesat e paraqitura nsa persona fizike dhe juridike.Fusheveprimi i Departamentit iane Eeshtiet qe nat 
"n -J prnen 

"n 

"r)rn]";#ffi
depozitimin dhe dorezimin e dokumenteve nE departamente dhe departamente te tjera neMALMED' d€rgimin e dokumenteve tek palet, ri anu trajtimin e materialit arkivor dhedokumentarEshte ngritur procedur€ kundervajtese, e cila s€ bashku me inspektor.tfarmaceutike ne vitet e kaluara jane iniciuar para Gjykates Themelore penale - Shkupkund€r kryer€sve te shkeljeve t€ dispozitave te iiglit p6r barna dhe mjete mjek.sore. Edhekunder MALMED-it eshte ngritur padi n€ Gjykatenihemerore Civire n€ Shkup.

,,,,,r,ulll:j::::.T:r:fl nu.mrin ne. rritje te k€rkesave t6 parashtruara nsa subjektet 
Iiuridike t€ interesuara p6r hapjen e objekteve t6 veta prodhuese ne n,,;;:.'ff #'.T:rTesht€ rregulluar infrastruktura komunale, u miratua nj€ Rregullore per ndryshimin eRregullores per permbajtien e k€rkes€s, dokumentacionin dhe kushtet e detajuara. sa ip€rket hap€sir€s, pajisjeve dhe personelit p€r marrjen e miratimit per prodhimin e barnave

[?l,,",.,XflJ:::?:#:#; ;r:26s/2r), 
sie q€ ka rehtesu,, pr"*;;;:"il;;,"ve p6r ridhjen e

2. Ni€sia e mb€shteties s6 TI-se.

1. Njesia e mbeshtetjes s6 TI-se

3' Departamenti i Mbeshtetjes sE IT-se eshte pergjegjes p€r zbatimin e qellimeve dhe
detyrave td pun6s ne fush€n e teknologjive te informacionit td p6rdorura n,0
MALMED dhe kontribuon shume nd rritfen e funksionalitetit dhe efikasitetit te
punds n€ MALMED.

4' I(jo p€rfshin konfigurimin dhe mirembajtjen e pajisjeve kompjuterike qe ka
MALMED, mbeshtetjen e pdrditshme te punonf€sve n6 rast t€ problemeve t€
natyr€s informative, asistencdn n6 punen me programet e pdrdorura nga 

rpunonj€sit n6 punen e perditshme, si clhe mirdmbajtien e programeve dhe
sistemeve td pdrdorura nga MALMED.

5' N€ vitin 2027, Departamenti i Mbeshtetjes sr6 TI-se ka kryer n€ m€nyr6 adekuate
dhe cilesore detyrat e tij lidhur me:
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;:':;;i"ii;i' r.";rigrii-i dhe mirembaitja e p€rditshme e rrietit dhe Paiisieve

kompjuterike ne ambientet e MALMED;

7. - Mirembaitia e perditshme e sistemeve t6 perdorura nga punoniesit e MALMED:

8. 1. Sistemi: sistemi i integruar i informacionit - p€rmes ketii sistemi te gjitha

k€rkesat ne lidhje me procedurat e barnave dordzohen nd m€nyre elektronike nga

mbaitesit e miratimeve'

g. 2. Sistemi: EXIM - sistemi me ni6 ndalese per lefet per import' eksport dhe transit

t€ mallrave dhe kuotave tarifore'

10. 3. Sistemi: Regfistri qendror i barnave'

mbledhien e Emimeve m€ tE uleta'

magazin6 virtuale dhe agregator p6r

11.

12.

4. mirdmbaitien e faqes s€ internetit te MALMED dhe

5. Mbeshtetfa e perditshme e perdoruesit per perdoruesit e jashtem qe

perdorin sistemet e m€siperme (keshillimi i perdoruesve te iasht6m'

sistemetezgjidhjess6problemeveqejanepergiegjesiedepartamentitt6
mb€shteties sE IT, eti.).

BLERIET PUBLIKE

N6 vitin 2[Zlianezhvilluar LL procedura t6 prokurimit publik' nga te cilat 10

prokurime publike kan€ p€rfunduar me sukses, nd€rsa nj6 prokurim €sht€ anuluar'

PROKURIMET PUBLIKE TE REALIZUARA TE AGJENCISE PER BARNA DHE

81
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Prokurimet publike t€ realizuara giat€ vitit202lian6 si mirokurimet publike t€ realizuara giat€ vitit2}2lian€ si m6 posht6:

ESJNnr.i

shpallies
L€nda e kontrates p6r prokurim
publik

Data e

ItontratEs

Vlera e

kontratds sd

lidhur me

TVSH

(denare)

Lloji i
procedur€s

6
1 2 4 5

I. IIASIFII(IMI I. I(ONTRATAVE TE pRoI(uRIn rn punrrr<

0

0221212021

0435312021

0729712021,

t534312021,

L;;;;,0;6;t,;;1.

1966412021

,;;;;,;;;;

ts51512021,

793U2021

S

tt

ir
vl

gjeneratds se dyte p6r nevojat e i 10.05.2021 i 11,383,680.00 i

pacienteve n€ ISHp I{inil<a 1 10.05.2021 't g,145,902.52 | 
Procesi i hapur

UniversitareeHematologjise I I I

montimiimobilfevedhepies€vel j j 
l

temobiljevep€rr";;;;;'-""- I 1'o'ol2021' I zao'eo0'00l- . i

Agjencis€on,rr;;;;1iu,,.," | rc.os.zozt I zsot,oz..0oiEthieshteoP 
IMjek€sore I i i ^iPi"f.*i-i*rrUrrrntl;;per- I i- i j;

mjete motorike me pagese pa t 25.05.2021 j t,zoo,oo0.00 i E thjeshte op ilparanepikatekarburantit I j I j;

fonere dhe Printer i zt.og.zozt 1 io+,elsoo ] vfeie 
" 

uogel iijrotrii-iah"snpeindarjae I i i--"- 
---t-,,

raiisiev_g te rT | 
12.10.2021 i 945,000.00 

| 
r t hieshte oP :,

riro mater,e arre r,ar*tili _ "__j^j 
i,,/)ry/l _l-.rjr,,O^oroo.f -vr4;;U+: 

ji

vrut"'i,arffirhil; |*oz.oz.zizz l'"- tsi,tro.oo I l$rigie,ni_ke. _*l 02.02.2022.; *_34,889"19i_"1::":t:, l;

iL"*! I**Mi"IJg N ri{ffi A p E R p d o K u fi M E-ij u dL r K f i i s uc R B r nn iV s- 
I Ti o[2., | li,',,oz.no 

i 

-"

rherbime Sigurimi I ,r.on.ron i ,ii,r)7.00 I vlere e vogel

ild.bidl;;"[f"ri'e;"lri;6-t*- i -i
rlefonis6 fikse dhe lidhies me I t i

rternet per nie p"ri;;;; 
-'^- ] zg.oo.zozt j 2,724,ooo.oo 

i 
E thjeshte oP

iesare I I I;;";**.'':]a-i..,:'r!""""tr.;*;*,]:a;,,,1|--:^-:.;-,];;;"61l-;5]]:]#,,j]];].-:t
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E thieshte OP3,304,000.0015.10.2021,
1535u2027

mbaitja e nj€ sistemi

informacioni t€ integruar

ekzistues

V

AKTIVITETE TE TJERA NE 2021

EAGJENCISEPERRARNADHEPR0DUKTEMJEKESoRE

1. Mir6mbaitia e sistemit t€ cilEsise

Ekipi i cil€sise perbehet nga nj€ pfes€ e stafit tE Departamentit te Informacionit p€r

Barnat dhe Paiisiet Miek6sore'

Te gjitha procedurat dhe dokumentet brenda sistemit t€ ciresise publikohen n€ nje dosje

t€ perbashk€t p€r akses m€ tE mir6 t€ te giithe punonidsve'

Qellimi i MALMED €shte duke kriiuar ni6 sistem t€ qendrueshem cil€sie per te garantuar

besimin e klienteve tan6, punonj€sve dhe te gjithe aktoreve tE tiere n6 sektorin e

shendet6sis6, rritjen e efikasitetit te MALMED m€ shum6 transparence n6 operacione'

unifikimin e procedurave nE perputhie me afatet ligiore' menaxhimin e rrezikut' koston'

planifikimi dhe kriiimi i nie cikli me t€ shkurt€r aktivitetesh n.p€rmiet perdorimit efikas

t6 burimeve, rezultateve t6 p6rmir6suara, td qendrueshme dhe td parashikueshme' si dhe

menaxhimit me t€ mir€ t6 burimeve nierdzore dhe edukimit tE tyre td vazhduesh6m''

p€r shkak t6 pandemise Covid, rishikimi i rregullt i standardit u shty pdr nd prill2}2l'

2. Sistemi i Menaxhimit tE Dokumenteve (dmth DMS)i MALMED

83



i
t3

tN€ shkurt 2021,, MALMED n€nshkroi

zbatimin e moduleve shtes€:

. Departamenti i Mjek€sis€ Humane,

. Departamenti i Paiisieve Mfek€sore,

nj€ marr€veshje me nje operator te jashtem per

. Moduli pdr konsumin vjetor t6 barnave dhe raportet,

' Departamenti i Opinioneve Farmakoekonomike dhe Farmakoepidemiologjike,

' Zhvillimi i sherbimit(eve)p6r komunikim me regjistrin ekzistues t6 barnave,

' Departamenti pdr inspektim nd fushdn e barnave dhe pajisjeve mjek6sore dhe

. Departamenti i Licencimit.

I(oncepti i te gjitha moduleve shtesd eshte per funksionim me efikas, m6 td mir6 dhe m6

t€ qete te MALMED. Departamenti i Informacionit por Barnat dhe pajisjet Mjekesore n€

koordinim me Departamentin e Mbeshtetjes sd Informacionit jan€ p€rgiegjes p€r

konceptimin, koordinimin, monitorimin deri n6 zbatimin e moduleve.

3. Ligii p€r Barnat dhe paiisjet Mjek€sore

Ne prill te vitit 2021 eshte p€rgatitur propozimi per Ligfin e ri per Barnat nga nje grup

punues i perbere nga p6rfaq€sues nga MALMED, Ministria e Sh€ndet6sise, ekspert6 t€

Fakultetit t6 Farmacis€ dhe Institutit p€r Farmakologii Paraklinike dhe Iflinike. N€ pun6n

e tii, ky grup mori parasysh edhe propozimet e paraqitura nga aktor€ t€ ndrysh€m.lty

projektligj i eshte dor€zuar Ministrise s€ Shendetesis6 per procedure t€ m€tutjeshme.
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Baaga na Perry6auxa Cenepna Maregonria

1. Bashkepunimi nderkomb€tar p6r vitin2}2l

Bashk€punimi nd€rkombetar eshte imperativ i MALMED sepse qe nga themelimi i tii

MALMED ka filluar nj6 komunikim intensiv me agiencit€ e barnave n6 raion dhe Evrope

p€r te shkembyer p€rvoja, edukim dhe per tE fituar pafner€ nd zhvillimin dhe perparimin
'':':.'. 

"'::t:.

e ti,.

4.1. MALMED p€rmes perfaq€suesit te saf mori pies€ aktive ne dy sesione onl
.,,'; 

'"tttt 

... ';,, 
",,:.,t 

..'':r, ,;,,t,,.|,,r.

,..r4.

6 dy sesione online t€

I(omisionit te Ekspert€ve per klasifikimin e barnave sipas metodes se leshimit i cili punon

pran6 Drejtoris€ Evropiane per cilesin€ e Barnave 0(eshilli i Evropes) Franc6.

t::,. :'...., .:a

4.5. 4.2. Ne kuad6r t€ IpA-se me Agiencine Evropiane p6r Barna giate vitit 2021ian

,-^ ^l:-.. ^- ll-^ +-oinimorealizuar disa trainime n6 t€ cilat kan6 marr€ 1

4.6.

4.7.

4.8.

4.9.

- Ityeria e nie i GMP: studim rasti,

19, autorizimi dhe vigiilenca (vaksinat Covid-19: autorizimi'

p€rdorimi dhe vigiilenca),
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Baaga na Perryr6mlra Ceneplra MarcegoHuia

wrc
4.10. - P€rdorim i vendosur mire (perdorim i ,uraorrr * iiiji, -

4.11. - Lufta kunder Rezistenc6s Antimikrobike,

4.12. - Itryerja e ni6 inspektimi GCp - Studim rasti,

4.13. I(ryeria e Inspektimit Farmakovigjilence.

4'14' 4'2'MALMED ka nenshkruar njd marrdveshje bashkepunimi me Uppsala Monitoring

Center (UMC)- ni€ baz€ te dhenash elektronike globale e reaksioneve negative t6

barnave td Organizat€s Bot6rore td Shendetesise me qend6r ne Suedi.

415' Ne periudhdn shtator-dhjetor 2O2l",ndnkujdesin e UMC-s6, ian6 organizuar tet€

trajnime online nga segmente td ndryshme t€ farmakovigjilences, n6 t6 cilat kane

marr€ pfese punoni€s t6 Departamentit t€ Farmakovigjilences dhe

Materialevigjilences nga MALMED. Pedagoget ishin ekspert6 n6 fushdn e

farmakovigjilenc€s n€ oBSH dhe mor6n pjese persona t6 punesuar n€ Qendrat

I(ombdtare nd md shum€ se njdzet vende nga td gjitha kontinentet. punonj6sit e

Departamentit t€ Farmakovigjilences dhe Materiale Vigiilencds n6 MALMED kane

marr6 njohuri dhe aftesi t6 reja si dhe certifikatat e mdposhtme:

4-16. - Hyrje nd farmakovigiilence (Hyrje n6 farmakovigjilenc€),

4'17' - Itomunikimi i r€ndesise se PV dhe punds suai(I(omunikimi i rend€sis6 s€ pV dhe

punes suaj),

4.18. - Mbledhia e raporteve ADR me cil€si t€ lart6,

419. - Menaxhimi i sistemit te farmakovigjilenc€s dhe terminologjive (sistemet dhe
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E--6*,.o Datte ilnuteCeneura Nl?ffteliowtla

;wro"'lr*' 
t"t*inologiite e menaxhimit t€ PV)'

.2O. - I(ursi i zbulimit dhe vler€simit te sinialeve

4.2|..P6rdorimiibaz6ss6t6dhEnaveVigiflow(p€rdorimiiVigiflow),

4.22. - Vigilyze use database (Vigilyze use)dhe

4.23.-Zbulimiisinjalitdhevlerdsimiishkak0sisen6praktike.
4.24. MALMED mori pieso edhe n€ nje webinar t€ organizuar nga OBSH per Ballkanin

per.ndimor, me tem6: ,,vler6simi i teknologjive shendetesore" me qdllim qe te

afrohen dhe shpenzohen n€ mdnyre racionale parate e shendetesise dhe te

mundosohet disponueshmoria e barnave inovative per popullaten' Permir€simi i

treguesve sh€ndetesore p6r rafonin q6 qon ne iet€giatesi' produktivitet t6 pun€s dhe

rritie ekonomike'

4.6.MALMEDmorip|es6rregullishtn6webinar€teorganizuarngaoBsHmbipandemine
dhe aspektet e saf shendetesore, sociale dhe ekonomike per popullat€n'

VI

GIENDIAFINANCIAREEAGIENSISPERBARNATDHEPRoDUKTET

MIEKESORE

RAPORTI FINANCIARE

'ji I I :i::,
jj,: : i:.j]].n !,;,. i t i:|..,.

"rii' "'l

Giat. vitit 2o2lne nje rast 6sht€ bere rialokimi i mieteve n€ perputhie me detyrimet dhe

pranin financiar te miratuar perfundimisht p€r vitin 202r, ndersa shpenzimet e realizuara nE

vitin2027 ran€ paraqitur n€ tabelen e meposhtme. Giate vitit2O2Lka pasur dy rialokime n€

llogarin6 lgoo1.623gieoltl per shkak te nie buxheti m€ pak t€ miratuar p6r paga se sa

kerkohet. - -.',.-----:*j#--,--.i
-*-*-"---'."..'.4*l11lsa#I#fiffi""''r#& 

*
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Baaga ra Perryr6aura Cenepua Maxe4onuja .3

.i
'l

I(onto Buxhetore 19 00L62391,6311,4

I(onto e vet€finansur a 19 00162391T g714

Artikuli Buxhet p6r
2021,

Plane Realizuara

420 Harxhime ditore rru.qore 4.600.000,00 4.600.000,00 123.150,00.

421
Sherbime komunale p6r
nxemje dhe transport 4.000.000,00 4.000.000,00 3.027.936,00

423 Materiiale dhe inventar i vo.qel 20.000.000,00 20.000.000,00 17.010.420,00

424
Riparimi dhe mirembajtja e
vazhdueshme 10.000.000,00 10.000.000,00 2.633.464,00

425 Sh€rbim et€, kontraktuara 29.000.000,00 29.000.000,00 24.631.924,00

426
Shpen6yime tjera t€
vazhdueshme 6.000.000,00 6.000.000,00 1..536.260,00

464 Transfere td ndryshme 2.200.000,00 2.200.000,00 30.000,00
480 Blerje e paisjeve dhe maqinave 3.000.000,00 1,.176.665,00 7.071..665,00
481 Objekte nd€rtimore 1.407.393,00 462.961,00 112.961,,00
483 Blerie te mobiljeve 1,.092.617,00 1,.092.617,00 567.617

485
Investin n€ te ardhura jo
finansiare 12.000.000,00 12.000.000,00 4.074.056,00

Gjithesej 92.300.000,00 90.532.243,00 54.819.363,00

,Artikufi Buxhet 2021 Plan Realizuara
420 Harxhime ditore rrugore 1.200.000,00 1.100.000,00 0,00
421 ,Sh€rbime komunale p6r

nxemje dhe transport 300.000,00 275.000,00 2.533,00

423 Materiiale dhe invetar i vog€l 300.000,00 275.000,00 44.242,00
424 Mirmbajte dhe merimetime

dhe vayhdueshme 500.000,00 455.000,00 0,00
425 Sherbime kontraktuese 1.000.000,00 910.000,00 270.600,00
426 Hraxhume tjera t€

,vayhdueshme ' 300.000,00 275.000,00 164.850,00

464 Transfere t€ ndryshme 600.000,00 600.000,00 0,00
480 rterie e paisjeve dhe maqinave 2.000.000,00 1.800.000,00 0,00
485 Investim ne te ardhura jo

financiare 2.000.000,00 1.800.000,00 0,00

Giithesei
8.200.000,00 7.400.000,00 482.225,00

I(onto Buxhetore 19 001,6239160317

Artikuli Realizuara

77.330.100 17.330.092,00
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Braga na Perry6rulra Cenepua Maregouuia

- Konkluzat:

.i:l::.

Baa4ara Ha Peny6rII,IKa Cenepua Mare,qouuia ro pa31ne4a fi ycBovt ro,qlIIuHI4oT

usneruraj 3a pa6oTerbeTo ua Areuquiara sa neKoBI,I I,I MeAI4IIUHCKI4 CpeACTBa 3a

2O2l ronufta. I Qeveria e Republik€s s6 Maqedonis€ s6 veriut e shqyrtoi dhe e

miratoi raportin vietor per pun6n e Agiencis6 s€ barnave dhe paiisjeve

miek6sore per vitin 2021.

1.
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