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Brapa na Penybmna Cepepua MarepoHHja
(everia e Republikes sé Magedonisé st Veriut
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ﬁHmﬁumA. J INSTITUCIONI :
ATEHLHIA 3A NEKOBA H MEHUHMHCKH CPENCTBA
AGJENCIA E BARNAVE DHE PAJISIEVE MJEKESORE

MEMOPAHAYM
MEMORANDUM

el

TITULLL: (kako wTo e non

ToAHIIEH W3BELUTA] 3A PABOTATA HA
ATEHLIMIATA 3A JIEKOBH 1 MEJHLHA HCKM CPEJICTBA
3A 2021 ropunaf

RAPORTI VIETOR PER PUNENE AGIENCISE SE BARNAVE DHE PAJIS] EVE
MJEKESORE PER VITIN 2021

Cronje [ Shkup,
160500 20221%

2022 ropHMHa




— e —
Bnana na Perry 6 Cenepua Marenonmja
Qeveria ¢ Republikis sit Magedonisi si Veriut
Fﬂwnnuummuw 2 g S
L. Pasqyré e materialit: A= =

Crnopen unen 4-6 crap 3 OA 3aKOHOT 3a NekoBmTe MEAHUMHCKITE cpefcTpa (,Caymben |
BECHMK HAa PM* 6p.106/07, 88/10, 36/1, 53/11, 136/11, N/12, 147/13, 16413, 27/14,
43/14, 88/15, 154/15, 228/15,7/16, 53/16, 83/18, 113/18 u 245/18 u Cnyncben secuuk ya PCM®
Op.28/21 u 122/21) rogwumsmor H3BewTaj 3a paboremero g Arenumjata sa mexony w
MEIHUMHCKH CpemcTpa, AHPEKTOPOT ro AocTasysa Ao Bnagara wa PC Makenounja,
Hajaouxa 1o 31 mat o TEKOBHATA rOgHHA,

Cornacuo OBOj 4eH, B, aH PEETOPOT Ha Arenymjata 3a NEKOBH W MeHUHHCKK CpeacTea ro
ACCTARYBA rOAMITHHOT HIBEWTa] 3a paboTeweTo Ha Arenumjara aa 2021 rognHa./

Sipas nenit 4-b paragrafi 3 t& Ligjit t& barnave dhe Pajisjeve mjekésore ("Gazeta zyrtare e
RM-sé ,nr.106/07, 88,10, 36/11,53/11, 136/11, 11/12,147/13, 16413, 27/14, 43114, 88/15, 154 /15,
228/15, 7/16, 53/18, 83/18,113/18 dhe 245/18 dhe "Gazeta Zyrtare e RMV-sé® nr, 28/21 dhe
122/21) raportin vietor PET punén e Agjencisé sé barnave dhe pajisjeve mjekésore, drejtori e
parashtron deri né Qevering e Republikés sé Magedonise @ Veriut, jo mé voné se 3 mars |
né vitin vitin aktual.

Né pajtim me ket nen, ud. Drejtori § Agiencisé s8 barnave dhe pajisjeve mjekésore e
parashtron raporin vietor PET punén e Agjencisé pér vitin 2021,

Eﬁarn&.rmun MOMHK pewtunla (2a-npoTuns dprymenTa);
2. Zgjidhjet e mundshme té shqyrtuara (pér - kundar argumencte}:

; —

YUPaBA W Opranmansm
3. Rezultate nga konsultimet o realizuara me mindstrite | organet e tiera t8 administrates shtetérore dhe
organizata: i _ =%
!

4, Nanw uare;:nja.m-; COMPREH eNEMEHTH B DA N 10O
| 4. A permban materiali elemente té ndihmas shtetdrore; I

AA J PO . HE /JO

Hanw e powecena oanyka Ha Kommcwjara 2a sawrwra ua KOUKYpeRUMjaTa 3a koMnaTeGHANoCTS Ba
APECABHAT NOMO;

A Bshte sjell2 vendim nga Komisiont pér Mbrajtje nga Konkurrenca per Pajtueshmirins ¢ Ndihmés
\ Shretérore:

A/ PO THE /IO

3. Majasa aa yoornacenoor pa NPpoOMHCOT O MKOAGHARCTROTO Ha Emponckara Yauja (so npuRor)
5. Deklaraté per pajtueshmiri te dispozités me ligiet e Bashkimit Evropian ( né shtojce ) y ,




Bnaga Ha PenyGania Cenepua Marenormja
Qeveria e Republikés sé Magedonist sé Veriut

2 —r'
[IA | PO j HE /10

e MefyHapoHg ROTOBOPHE

_ﬁ. YegraaceioeT €0 NpEIEMEIHTE obnprEs o paripuEynd
kombitare & ratifikuara:

| 6. Pajiueshméria me detyrimet & marra nga marrévesh nider

{

.'J'. Pemenie K08 ni-llpt;lupﬂ'l]lﬂ (co pbpasnomenme):

?r__ﬂlidhl?_qunm_mﬁﬂﬁt_{me arsyetimk . TP VL "
Bnapata Ha Penybnuxa CesepHa Makejjonuja To pasrnena H YCBOH rn:r.t:1.1ul.uu-u;|-1'1I
napewTa) 3a paborerneTo Ha ArenuujaTa 3a nexkoBd W MEMIHHCKA CPecTsa 33

3021 roguua/

nisé sé Veriut e shgyrtol dhe miratoi raportin vietor

Qeveriae Republikés s& Magedo
vitin 2021 l

pér punén e Agjencisé s& barnave dhe pajisjeve mijekésore pér

|

| g, DHCKANER HMIHKAIEH 1 METEpHjAnNTE WTO CF mpeALraaT 11
i B. Implikime fiskale té materialeve g8 propozohen:

/

9. (uexyBasy BIjanaj:
9. Ndikimet e pritshme: . —
/

10, Denka na CexpeTapHjaToT 38 SERONOGABCTED N MaTcpHjaaoT

110, Vierésiml i Sekretariatit Ligivings per materialin: g _ = 1l
A [ PO |_ HE /1O

1 11 Ongesea i MWHRCTERCTROTO 38 HH(OPMATHIKD QIIETECTIN B aiMHIHCTpalja no MaTepHjanoT:
II._*u_r].m:&:lmll_[_qui;st:hgseghuq!_r_is!._;rﬂumﬂ!@g dhe Administratés pér_u_-natarlg.‘_r;t_l: REElL =5 =
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12, Knyamm Hu¢mpum-|uu :lzxmnt-npunpaue Ha japnoCTa:
12. Informata kyge per informimin ¢ publikut: 1
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DBnage wa Denyimuna CepepHa Mawegormfa

OEPAZEL 3A TPOLIEHKA HA @HMCKAJTTHUTE UMIUTHKALAH
HA TIPEJUIOT TIPOTMCITE M OTIITHTE AKTH JIOCTABEHH JI0 BIAJIATA HA
DEITYEIMKA CEBEPHA MAKEJIOHHJA 34 HUBHO YCBOJYBAIBE

FORMULAR PER VLERESIMIN E IMPLIKIMEVE FISKALE NE PROPOZIMIN E
DISPOZITAVE DHE AKTEVE TE PERGIITHSHME TE PARASHTRUARA DERITE OEVERIA
E REPUBLIKES SE MAQEDONISE SE VERIUT PER MIRATIMIN ETYRE

1 Haane na npegnoror: [ Titulli i propozimit: 3 MunHcTepcTBo [ OPraH na AREARHI
yhnprasas
Ministria [ organi | administratiés
shtetdrore:
Cog et wineuTaj 3a paboTaTa Ha AreHuMjaTa 3a neKoBr AreHuuja 3a JNeKOBH MW MEAHLMHCKH
j MEqHHHCKR cpeacTea 3a 2021 romuHa/ cpencrea/
Raporti vietor pér punén e Agjencisé sé barnave dhe | Agjencia e Barnave dhe Pajisjeve
pajisjeve mjekésore per vitin 2021 Mijekésore
3. [len na npegnoror: / Qellimi i propozimit: 4. Bapuanpegnor: [ Liojii mit:

JanolHaBaihe 0 ToAHImHROT wipewrTaj 3a paborarTa Ha Fopuiies wipemTaj
AreHuujaTa 3a IEKOBH W MEAHIMHCKH CPeAcTea 33 2021 | Raporti vietor
ropuna [

Njoftimi me raportin vjetor pér punén e Agjencisé s
barnave dhe pajisjeve miekésore per vitin 2021
5 Kourakt aune ussame: [ Personi pér kontakt dhe titulli: | 6. Kowraxt ven/daxc uas e-NOMITa:
Kontakt tel./faks ose e-posta
BJJAH PEKTOR/U.D. DREITORI Lirim shabanigmalmed.gov.mk
Mr. farm. spec. Lirim Shabani
7 Axtapnoct: [ Aktivitete:
Y CROjYBAHE HA TOAMIHNOT wasenrTaj/
Miratimi i raportit vietor

§. Bua na Gapame: J Lloji 1 krkeses:

[ | PerynaTiia Bo BRCKA O EV/ { ) Hopa nporpasd [} MNpepacnpeaenta (pa cpencTea)
Rregullativa né lidhje me BE Program i rl nosely B NPOrPaMi
Rishperndarja (e mieteve) midis dy
programeve
{ ) [lpyra wosa peryaariuea { } FroaemyBatbe | HAMATYBAMLE Hi { ) CnofyBare Ha Ane HaH momeRe
Fregullative tetr e re [LOCTOMEKS MporpamMa nporpamu [
Zmadhimi [ zvogélimi i programit Bashkirmi | dy ose mé shumé

ckistues programeve
9, llen na GapaneTo | npepnomenara axmuanocts [ QEllimil kirkeses / aktivitetit 18 Propozuar:
Bnapata va PenyGauka Cepepra Makepounjana aa ro pasrnefia W yCBOH FORMITHHOT WIBeWTaj 3a
paboTarta Ha AreHuujaTa 3a MEKOBEN W MEAHLHMCKH CPeACTRE 34 2021 roguHa.f
Qeveria e Republikés s& Magedonisé s¢ Veriut te shayrtojé dhe miratojé raportin vietor per punén e
Agjencisg «p barnave dhe pajisjeve mjekésore per vitin 2021

10. Bpcxa co najHiaTa Hporpami; / Lidhja me Ergammln [ gevms!'.
f




11, Puckanum HMTLTHEAT

Implikime fiskale:

Tasomrg

rog,.
Vitd i vijues

nap) / (mijéra denari)

| (wajagm pes

Bropa rog,
Viti 1 dye

Tpera rop.
Viti § trete

Yerapra rop,
Viti i kator

ABrynuu Tpomonmw 3a npegnerot / Shpenzimet
e pérgfithshme per propozimin

[lazrn / Rrogat

Crows i yeayrn / Mallrat dhe shrbimet
Kamwran / Kapitali

Tpauncepn / Transfer

Brymuo / Gjithse|

Q.-

-

.-

{.-

B.Qaofipens cpencraa 23 npegaoror f Mjetet g
miratuara pér propozimin

Inatsi / Rrogat

Croxm u yeayrs [ Mallrat dhe shérbimet
Kamuran / Kapitali

Tpancthepn { Transfere

| Brynno / Gjithsej

C.Mpossena (pasauxa) o OA0fpEHHTE CpegCTRY
(B-A)/

Ndryshimi (diferenca) nga mjetet e miratuara
(B-A)

Tna / Rrogat

Croxm u yenyra / Mallrat dhe shérbimet
Kanwran / Kapicali

Tpancipepm / Transfere

Brynuo / Gjithse|

D. Pacnososnmn CPEACTER O Npenename (o
APYTH BETHBHOCTH WIH NIPOTPaMH Bo OpranoT)
Mlete né dispozicion nga te hyrat (nga
aktivitetet tera ose programet nd organ)
[Tnaru / Rrogat

Crows u yeayrs / Mallrat dhe sherbimet
Kamwran / Kapitall

Tpancdrepn / Transfere

Brynuo / Gjithse|

E. Heto nmnankatin ua CPEACTBATA HA GRFAHOT
(C-D)/ Implikimet neta t& mjeteve té organit
(C-D)
natw / Rrogat
Crowa u yenyru / Mallrat dhe shérbimet
Hanwran / Kapitali
Tpauncdpepn / Transfere

Brymno / Gjithsej

F.3ronemysane | namanysare na fMpsxomuTe /

Zmadhimi { 2vogelimi i té hyrave
G. Jomonsmresim W3IBOPH HE hUHAHCH parke wan
CHOABNYIAME HA TPOWHOHTE

Burime shtesd t& financimit ose ndarja e
shpenzimeve
Hanap:/
Burimi:

1L Hero aronesynane SHamanymame
Gpojor Ha mpafotenn no BpCea co npegaoror: /
Zmadhimi / zvogelimi neto | numrit tp

té punésuarve ng lidhje me propozimin



I KaknH rapaiiuy, IaeMi HaH ApYTH
BHCTHHCKH WM MORIH DBpCK Re NpOH3NEIET
@ BnagaTa{a xow He ¢ RABEAEHH BO rouka 11 A
)

Cfare garanclone, hua dhe obliglme té
virteta ose t& mundshme do té dalin per
Devering [t cilat jane te paragitura né pikitn 11
Aderite 11 G)

13. Axo oBA NpeTcTasypa fapaive 3
ROMGARHTENNH CREACTEa BO TEKOBHATI
PMCKANHA NOAHEE BN HAMBOR O HOPMEARHDET
IHICIYE M [OArOTEYBarkE pa GyyeToT, na ce
mage obpaznomenne |

Niase kio paraqet kérkest pér mjete
plotésuese né vitin fiskal vijues ose Jashté ciklit
normal té phrgatitjes sé buxhetit, té jepet

arsyetim

1, [laTa HA JABPUIYBATLE HA ApoLEHKATE
Data ¢ mbarimit té ylerfsimit

15. JlaTa na nogHECyBarke Ha AHAANIATE A0

MHHHCTEPCTBOTO 34 (DHIAHCTIHA 33 pobnnaie
MHCIeHE

Data ¢ dérgimit té analizbs drejiuar
Minkstrist s¢ Financave pér mendim

16. Jlara Ha aohHBAKE Ha OAroBop 04
MUMHCTEPETROTO 32 rHaHTHK !

Data ¢ marrjes 58 pérgjigies nga
Ministria ¢ Financave

17. Hanmenn nobapany o MuHHCTEpCTBOTD
3a (hHHAHCHMN

Ndryshime t@ kErkuara nga Ministria ¢
Financave

1E. Ojiropop Ha MHHHCTCPCTBOTO"

npenara:
Pergjigje nga ministrla-propozues

19, Opgrosop o MurRCTepCTBoTo 34
dhHaNCHR:
e nza Ministria ¢ Financave:

0. [lann MHCEIHETO Ha MuHMUCTe pCTROTD
3 thHHARCHN € IAAeH0 BO NpRIor

A gshre dhéne né shtojcé mendimi i
| Ministris® s Financave

= Dfcaiwarit vé Organit

i _."-1.-:_-‘.'._' Miratuar / Hata I}at?'.
"‘l ME i, "-‘_‘
wﬁ Wiy, D. DRESTORI
m o Ny m % noe, T i i
€5 poim sel Wi 16 -t ML
15 A S Jlen | mecet /
B Mo ga 1) KERPS a. rog.
4%, g [Lnpakyepia O N Dita / muaji / vitd
='.‘; Farit Shyetbror oze | L

(ernue Ha MAHHCTEROT
Menshkrimi | Ministrit

Men/ mecew/Ton.
Dita / muaji / vith







.\'-H-\'H.

A

=

\l
§

‘:I .

e —— *ﬁ.r;:‘:;._l_ 5] ——

Mmmﬁm“&wﬁmmﬂdﬂ

SACHOB HA MHGOPMALIIA 1 COMPAMHA:/ TITULLL | e ORMACIONIT dhe PERMBAJTIA:

e

roJMIEH W3IBELITA) 3A PABOTATA HA
ATEHIIMJATA 3A JEKOBW W MEJHITH HCKMW CPEICTBA
3A 2021 FTOJIMHA

Borep,

AreHuMjaTa 33 NeKOBH M MEHLLH HeKM cpeacTea (Bo HATAMOIIHHOT TEKCT: MAJIMEN) e
cAMOCTOEH OpraH Ha ApKabHaTa ynpaga W & HaAJeNHa 33 BpUIEE HA ynpagHuTe
CTPYYHHTE paboTi 33 NEKOBHTE H MEIHLMHCKHTE CPeACTRa. Ha ueno Ha MAJIMED e
MMEeHYBaH AWPEKTOP O CTpala ua Bnapara Ha Penybnuka MakenoH®ja, Koj e oAroBopet 34
3aKOHCKOTO, CTPYYHOTO H edpuKacHoTO HIBpUIYBalLe HA paboTHTe WTO Ce BO HajNeAHoCT HA
MANME]L

[upeKTOpoT HA MAJIME]L uma 3aMeHHK Koj o Ha3HAYYEa Bnapata na Penyfnuka
CepepHa MakeaoHHja

MAJIME] ceojaTa pafora ja 3acHoBa Ha nopeke 3aKkoHd H Mof3AKOHCKH aKTh KOH 0]
HMB TPOMNETYBAAT W TOXL:

- JaKoMOT 3a NeKoBHTE H MeAHIHHCKHTE CpefcTRa (.Cnymben BECHHK Ha PenybavKa
Maxenonuja” 6p. 106/07, g8,/10, 36/11, 53/11, 136/11, 11/12, 147/13, 164/13, 27/14, 43/14,
88/15, 154/15, 228/15, 7/16, 53/16, 83/18, 113/18 u 245/18 W ,Caymben BecHuK Ha
Penybnuxa CepepHa Maxeaonuja” Gp. 28/ 21 u 122/21),

- "aKoHOT 34 KOHTpOJa Ha onojuu Apors M MCHXOTPOTIHW CYyNCTAHLHH (Corymbien
pecHuK Ha Penybauka Makemonuja” 6p. 103/08, 124/10, 164/13, 149/15, 37/16, 53/16
193/17)n

_ 3aKOHOT 38 3PaBCTBEHATA JAWTHTA (.Cnyxben BecHHK Ha Penybauka Makeponnja”,
fip. 43/12, 145/12, 87 /13, 164/13, 39/14, 43/14,132/14, 188/14, 10/15, 61/15, 134/15, 192/15,
17/16, 37/16, 20/13 o LCaymben BeCHHE HAa PenyGnuka Cesepha Marenonujaop.
101/19,153/19, 180/19, 275/19,77/21,122/21 n 178/21).

OcHOBHHOT MpaBeH aKT Cnopej koj paboTH MAJIME]L & 3akoHOT 38 NEKOBHTE H
MeAHLUHCKHTE CPeACTRa. Co oBoj 3aK0H Cce ypeayeaat MEKDBHTE H MEHUIHMHCKHTE CPecTRa
1a ynorpeda Bo XymaHaTa MeHLHHA, YCAOBHTE W HAYHHROT 4a obesbeayBaie Ha HABHHOT
kpanurer, GezbegHocT H edHKACHOCT, HAYMHOT H NOCTANKWTE 338 HHBHO MPOW3BOACTRO,
MCTIMTYBaKE, CTABAE BO MPOMET, npomeT, thopMHpae Ha LEHH, KOHTPONA HAa KBANWTET,
orAacypae M HHCMEKLHCKH Haj30p. 1

Hapnesnocts na MAJIME]L ce:

E— = =
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Baapa na PenyGanka Cesepua Maxenonnja

1) uapapan.e opoipennja sa NPOMIBOACTED Ha NekoRy:
2] uanapame ofobpennja 1a MPOH3BOACTBO HA MEAHLIMMHCKH CpeAcTRa;
3) msnapame ogobpenuja 3a MPOMET HA FOAEMO CO IEKOBH | MEAHUMHCKH CpepcTea;
4) wanapame ofobpennia 3a npoMer Ha Mao CO NEKOEH H MeQHLHHCK K CpeacTea:
4-a) H3naBatbe Ha ofobpense 3a npomer Ha cekoja cepuja Ha yeesen new;
3) H3gapame onobpennja sa crasame wa JIEKOBH BO NpPOMeT, Kako W npoMena,
AONOAHYBaMe WK obHoBa Ha ofobpenneTo:

6) opobpyeare 3a OFNACYBAILe 38 TEKOBH H MeIMLMHCKH CPpencTRa;

7] Bonemwe ma Perucrap 3a AeKoBH, Perncrap aa TPazHUMOHAINK Xephanu NEeK0BH,
Perucrap sa xomeonarciu newosH, Perucrap sa rpansyunn npoussonn w Perncrap
38 MEAHUHHCKH CpegcTea po Penybauka Makegonnja;

8] Bomeme ma Perucrap ma NPOMIBOAHTENN Ha neKosn w Perucrap wa
NPOM3BOJHTENH Ha MEQHUHHCKH CPeACcTBa Bo Penybnuka Ma KefoHH]a;

9 mopeme pa Pervcrap na cyBjesry aa MPOMET Ha ronemo u Perncrap pa cyfijexTu sa
IPOMET HA MAIO CO IEKOBM M MeAMLHHCKH CPEACTRA BO Penybauka Maxegonmja;

10) mapapame ofobpernja u/uam HIBECTYBAILA 38 KNMHHUKH MCMHTYBatba Ha NEKOEM;

10-a) Bogeme na PETHCTAP 32 KIMHHYKH HCTHTY Balba

11} u3pasame onobpenmja  w/wan HIBECTYBAA 33 KAHNHYKH HCNHTYBaWa Ha
MEeJHLHHCKM CpejcTaa;

11-a) ChamyauMja Ha ovekysaHaTa KOPHCT BO OHOC Ha NOTEHUMJEHMOT P3Nk Mo
JAPABIETO Ha MCnMTaN HUHTE (QOKyMeHT aa MpoUeHa Ha npeTkIMHMYKATA |
KIHHHYKATA JOKYMeHTalHja co eBanyalMja Ha oHocoT KOPHCT-PH3IMK) 33 fekoT
KOj € npejMerT na KAHHHYKD HCMHTY Bame

12) wanapane ofobpenuja 3a veos, sa flapanenck yeos u 3a norpebure 3a u3nos na
NEKOBM;

13) usgapame cepruchunary 3a YCOrNaceHoCT co HavenaTa Ha fopure NpaKcH;

14) napapawe ceprdmuKaTH 3a notpelure ag H3BO3 HA NEKOBMTE B MeIHUHHCKHTE
CpencTea;

15) wnacudpmraumja na MPOHIBO0/IHTE KAKO NEKOBH HAH MeIHLMHCKH CpeacTna;

16) BocnocTapysame u op PEYyBalE  cHCTeM 33 dhapma KOBHIMAGHIA ¢

MaTEpPHOBHTHIAHLA;

l6-a) waroreypamwe wa TOAMIOEN H3BEWTaj 33 npHjapeHuTe HECAKAHH peakuMM Ha
AexopuTe Bo PenyGnuka Maxegon Hja;

17) BocnocTavysamwe i DAPHYBakbe Ha Dasa Ha NOAATOLM COMNacHD co ofpeabure og

OBOj 3AKOH;
18) MHenekumckn Hag S0P HAJL NEKOBHTE B MeJHLIHHCKHTE CpefcTaa;
19) uHcnexumckn Haf30p Ha cyDjexTH 33 IIPDHEB!J,IEETEI_J‘. NpoMeT Ha FOEMO H MpOMeT




Ha MA,

20) aKTHBHOCTH HA obesbeaypaibe Ha KOHTpOAA Ha KBAJWTETOT Ha NEKOBHTE M Ha
MEHUHHCKHTE CPeAcTRa;

21) cnpopeyBa MEpRH 33 cnefelse Ha NOTPoYBauKaTa Ha AEKOBH;

22) ja npoMoBHpa palMoHaIHATA ynotpeda Ha TEKOBHTE ¥ MeAHIMHCKHTE CPEACTE;

23) uurerpaudja  BoO mefyHapofnara Mpexa Ha prdiopMatiuK 3a  JIEKOBHTE M
MEIHIHHCKHTE CPEe/ICTRE;

23-a) ru ananuIupa v OLEHYEBa CHIYPHOCTA W HecakaHuTe eerTH Bp3 MECTIHTAHHLATE
BO KAHHHMKHTE HCTTHTYBarba;

23-6) ppIUM MHCTEKUMCKA HAR30P Hap KIHHHYKHTE HC MWTYBakka, HECAKAHHTE nejcraa
W HEHCPaBHOCTA Ha NEROT,

23-p) rM amanuiIkupa M oueHyBa dhapMaKoeKOHOMCKHTE MOAATOLW MOBp3aHH €0
NCKOBUTE;

23-r) cnpopeAyBa WTHE noCTanka 3a NOBJCKyDaHke Ha rOTOB NEK W MEejHLHHCKO
CPEJCTEO Off NPOMET;

23-7) nnaHKupa M CNpoBeayRa AKTHBHOCTH BO JOMEHOT HA CHCTEMATCKA KOHTpONa Ha
NeKOBH;

23-f) napaboryna n nyBAMKYBa CTPY4HH nyfnMKaLMH NOBpP3AHK €O HAJEAHOCTHTE
Ha AreHuMjaTa H

24) spun APYTH pafiotH BO BpCKa CO NEKOBHTE W MERHLUMHCKHTE cpeacTsa Bo
COINMACHOCT CO 0BOj JAK0H.

OprasM3anucka NOCTAREHOCT:
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PEAJIM3HPAHU AKTUBHOCTH
HA ATEHLIMJATA 3A JIEKOBH H MEJIHLIMHCKH CPEJICTBA 3A 2021 rofguHa

CEKTOP 3A [TPOLIEHKA HA NOKYMEHTALIMJATA M CTABA FbE BO NPOMET HA
JIEKOBH U MEJIHIIHHCKH CPEJICTBA

L. Opapenenwme 3a xymanm nexonw

LL Mocranku 3a pobupame na opobipenune, obuosa u npoMena Ha ofobpenne sa
CTaBae Ha NeK BO NpOMeT

Cornacko yrepgenyre JAKOHCKHM HAONEXHOCTH MAJIME]] e OfrOBODHA 33 H3JlaBak.e
Ha ogofipenruja 338 cTapame wa AEKOBH BO NPOMET, Kako W npomena (Bapwjaumja),
AONOAHYBare wan obMoBa Ha ogofpenmero,

Bo Texor Ha 2021 roguma co MOAHECEHH BRYNHO 67] Gapakse, u Toa: 362 Bapama 3a
Robusame Ha onobpenue sa CTaBame Ha neK BO nposert, 191 Gapame 1a obHOBA Ha ogobpenme




npeHoc Ha opobpenne (rpadmk Gpd).

Ro texot Ha 2021 roguna u3aaneH ce rynHo 497 opoGpennja 3a CTaBabe Ha JIeK BO
NpoMeT H TOa, 313 opobpenuja 3a pobupare Ha opobpeHmMe 3a CTagakhe Ha nex po npomert, 176
opobpennja 3a obroea Ha ogobpenne 3a CTaBaie Ha jewk BO MPOMET Ha BeRe HAarpajeHa
NOKYMEeHTalja, § opobpennja 3a HaarpafyBaHe Ha nuu?ueumuuiaﬁ 14 CTARaHE Ha JEK Bo
nposmet u 101 opobpenue 3a NPEHOC (rpadmx Gp. 2).

Gapard 5 0acBpyEated MY TPOMENK Hi agebprgets
» Craadibn a8 S 83 nponeT (apujegun] - 2424

GRpared 1 NpEHOE i oaelpanion b CTEEREE 18 B0
%6 npomaT- 118

Gapiia ba gobmeaied g paplipated 18 cREREE HE
v 40 nposa |permerpacis no nps nar - 362

By Bpoj wa pameHpann Eapaona 3 gulmiaa v
EobpesaE 18 CTEIEH S NEE 12 npasat- 671

e I

I'pacdmr Op. 1

12, Oppann CefHWlM Ha KoMmcujaTa 338 AEKOBM 34 XyMana ynorpeba ©
pasrnejanu Gapama

Bo Texor Ha 2021 rojuHa ofpHaHi ce 12 cepHHuM Ha KomucujaTa 3a NeKOBH 34
xymana ynoTpeda u Ha HCTaTa pasriefanu ce BRYTHO 650 Gapawa (620 Haparma ari LHpaHH
BO eNeKTPOHCKHOT CHCTEM H () Gapama Bo hard copy pepauja), P WITO HIAAAEHH ce 313
pelexnja 3a nobupawe Ha opobpeHne 3a CTapake Ha JeK BO MPOMET (perucTpaumja no npe
nart), 176 pewennja 3a ofnosa Ha ogobpenne 1 8 pelnermja 3a nagrpasaba Ha AOKyMeHTaunja.
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Bnapa na PenyGinmxa Cenepaa Maregomuja

B Hananetn oanbpeisis 38 cranaine ma nes
B0 fposseT - 497

B Mayate s ofabpesinga 1 aodivasie s
agolipesie 30 CTasare 1 AEE B0 NEGMNET -
i

Iﬂmmuﬁﬂuummu

CTREAME HA NN B0 APOMST b mpvy

CTA8A18 HA NEW B0 ApoweT - T4
" Miaasemn opolipesiia 1 rpomens m
ARSTARNTICIN[G rid rOTon new - 7153

B Mazanes onolaenvfa 1 mpesios 1 |
EFBEIR 1 A2H 80 NpaseT = 10]

I'padmx 6p. 2

1.3. Bapujaumu

Bo texor na 2021 FOAHHA Ce MOAHEeCEHH BKYNHO 2424 bapara 3a ogoGpysame wa
npomery Ha ofobpennjata 3a crabame na fex po mpoMeT (BapHjainm), a uagageny ce BEYIHO
2393 opobpenmja 3a npomena na ACKYMEHTaUM]a Ha roTos aek (rpadm 6p. 1 1 rpadhu 6p. 2),

= Tloarnecenn ce 116 Gapama sa npeHoc Ha opolipeiye, a opobpenn ce Brynyo 101 Gapaie
3a npexoc na ofobpenne (rpadik Gp., 1),

| = Hapagenwu ce 207 opobpenua 3a ynue o Perucrapor na rpasmymy NPOH3BOIMH,

- Hanapenu ce 216 HIBECTYBaba 3a Knacudmukauma na MPOHIBOH.

Cure axrtusHOCTH M nogaToum kow ce CNPOBENYBAAT BO OBHE NOCTANKH PEOBHO co
MOMOAHYBAAT W 23KYPHPaaT Bo coofiBeTHATa Gasza na NEKOBM,




Hagagenn agobpeiaja nwmum HE
rotes nanse 2021 rog. - 2353

Hraapenn opofpasnjs 13 NPOMEHE HE RERYSEHTALE HE
rovon ARk 86 2020 rog, - 2185

Haasgeron aodpesdn]a 13 gobrnaies K opoEpaRHT 38
nmmnm-nwwwmmmlnim ﬁﬁ
o - 33 . | [ | | |
Wmﬂwﬂ-nﬁmummﬁwnﬂ . '
CTAEBRrLE HE naK 50 npeaaT |permeTpalija Ro ApE nat] o 2020 Lﬂ | | | |
rog. - 116 |

kumnmumnnuwmlﬂil |-F-'T‘ i | |
ro@. = 487 ﬁﬂw | |

Wmﬂﬁﬂﬂ}lnn—mumumﬂpﬂnﬂm [ I |
rog, - 105 Lk | |
] s00 1000 1500 2000 2500 3000

——— A A et e——

I'padme 6p. 3 (koMnapaumja nomefy 2020 rop. n 2021 roj.)

Co [pacdmk Gp. 3 e HanpaBeHa KoMnapaumja na H3fageni of0bpeHHia 3a CTABAILE HA
ek BO TPOMET, KAKo M BapHjaliuK Bo 2020 roguka Bo cnopepba co 2021 roguHa NpH WTo
MoMe fia ce safienexu CTaTHCTHRKH aqaqajHa pasnMKa Ha HIAAAeHH opobpernja 3a cTapatbe
Ha neK BO MpPOMeT (perucTpaiija no npo nat) Bo 2020 roguna (116 pemen wja) B0 cnopepba co
2021 ropuna (313 pewennja), KaKo 1 Ha picynHAOT Gpoj Ha W3RAAEHH pelueHitja 3a CTanake Ha
NEK GO NpoMeT.

L4, Tocrankw 3a pofupame Ha opobpenye 3a CHPOBEJYBaHE HA KAMHMYKD
HCHUTYBAILE HIH PHjaBa Ha NPOMENH HA 006 PEHO KIMHIIKO HCTIMTYBAILE

CornacHo wied 5 of 3akeHoT 32 NEKOBHTE M MEIHLHHCKHTE CPECTBA BO HAAMEHHOCT
uwa MAJIME]lL cnafa u W3papan.e opobpennja 3a OTNOYHYAHE u/Han M3pecTypama 3a
KAMHHMEM HCIHTYBaAa Ha NeKoBd. pofelse Ha permcrap 3d IHHHYEH MCTIHTYBatha,
H3AABALE opphpennja w/uaM M3IBECTYBAKa 34 KITHHHYKH MCIATYBaRa Ha MEIHIHHCKH
cpeficTRa, BpUWEHE aHann3a M OUeHyBale Ha CHIYpHOCTa H HecakaHuTe edexTH Bpd
WCTIHTAHMIHTE BO  KAWHHHKHTE HCTIMTYRAK:A W Bpuehe Ha HHCTIEKIHCKH HAj30p Hafl
KIHHHHYKWTE HCMHTYBakd, HecaKkaHWTe fAejcTea H HEMCTIPABHOCTA HA IEROT

Bo texor na 2021 roanHa oppiann ce 12 ceHHUMH Ha KomucHjata 3a KAHHHYKA
HCIMTYBALE HA NEKOBH W MeAMLMHCKH CPeAcTna Ha Ko ce pasrnefaHd BRYMHO 266
MPENMETH, HIBECTYBalba 34 KTHHMMEN HCMUTYBamka | npujaBH 3a HeCaKaH HACTAHH KOM C2
| cyumne BO _TEKOT Ha opcfpena KIHHHMKD CTyH]a. Mpepmer Ha pasrnegysaibe Ha
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Baaga na PenyGrmia Cepepra Maxegouja

Komucnjata Guao ogofipysame Ha 15 Gapara 3a oTnouHyBame Ha KIHHHYKO MCMHTYBalbe |
25 bapama 3a opobpysae 3a CNPOBEAYBARE HA CTYAHH 33 BHOSKBHBANCHITHN,

Cornacuo wnen 62 01 3aKOMOT 33 MEKOBH | METHUHHCKM Ccpencrea, Kom HCHjaTa 3a
DUEHYBaIE HAa YCIOBHTE 3a fobpa KNHMHHYKS fMpakca Bo Texor Ha 2021 roguna wanpanuna 8
HAJ30pH 33 onobpenn KNk CTYAHH, M TOA 38 3 CTYZHH KOH €& B0 TeK M 3a 3 aapmenn
KIHHHYKH CTYAHM, 2 Hagsopu 3a nobupaime OBAACTYRALE 34 CNPOBEYBAKE HA KIHHHYKD
HenuTysamwe 8o I3V uenrpn, kako u YBHA 3a npenokalmja na Jorosopuata Herpamyeauka
Opranusaumja (CRO),

L5, Evuuxa xomucuja 38 swormmmary H APYTH HCHTYBaA NOBP3AHM CO NEKOBHTE K
ME[MIMHCKHTE CpefcTea

Bo Texor wa 2021 rogmma OApA#anu ce 14 cegnnum wa FEruwukara KOMMCHja 3a
TIHHHYKH M ADPYTH HCTIHTYBaMa MOBP3AHM CO IPKOBHTE H MEJHUMHCKHTE CDENCTEa W oo
pazrnenany pxynwo 303 Bapawa 2a oR0bpyBake Ha KIHHHYKK CTYAuM, Dapama 33
BuoexkBnBanenun, wisecTypame 93 HACTAHATH NPOMEHH W NPHaBa Ha HECAKAHM HACTaHM
KOM C& CAy9Mne BO TEKOT Ha CPOBEAYBAMETO Ha KNHHHY KHTE HCTTHTY Baksa,

2. Oppenenue 3a MCAHLHHCKH CpefcTea

OnnenenmeTo 3a Meguumnnckn CPEACTEA ' OCTRAPYBA CBOMTE HALAeMHOCTH COrMACHO
nornasje 4 on 3aKoHOT 33 NeKoBHTE 1 MEJHLHHCKMTE CpeacTa,

Jlerncnarieara aa MEAHLUMHCKMTE CPecTBA @ KOMIIETHO XapMOHH3IMpaHa co EF|-
MupexTuenTe 3a JANMHIWYBABE HA MEAMUMHCKHTE CPeIcTna Bo PECHCTAPOT HA MegHLMHCKH
CPEACTEA M M rapaHTHpa onwTHTE M nocebiy ycnoen 3a Gesbennoct, ksaaumrer u
eDHKACHOCT Ha Mej HUHHCKHTE CPegcTea.

Onpenennero BPUWIH  OpoueHKa Ha ADKYMEHTalMjaTa 3a FAMHIYBAIE M3
MEAHLHHCKHTE CPeACTBA BO permcrepor Bp3 OCHOBA Ha ceprudmuumMpana ACKYMEHTaUH]a o
NPOHIBOAHTENOT, HOTHOHKAHOMHTe EBPONCKH TEAA, HAJJeKHHTe HHCTHTYIHH M AreHium
RA/E WTO TOA MEAHIMHCKO CPeJCTRO Ce Haola Bo NMpoMeT,

Cure Meguumnckn CPelCcTBa KOM Cf HaofaaT po npomeT o PM umaar CE o3naka 3a
KBAHTET M CooBpPa3HOCT COrnacHo EBPONCKHTE AHPEKTHEN,

Bo Tex e nogrorosxa na HOB 3aKOH 38 MegHUMHCKHTE noMarana, oasoeH o4 3aKoHoT
44 NEKOBHTE, BO KOj Ke OMAZAaT BMeTHATH Aen op wosure EY aumpextusw, ycormaceny co
HAUHOHATHOTO 3AKOHOAABCTRO,

Bo saepuna dasa e u enexTpockioT JIMC cucrem 3a nogHecyeame u ofobpypae na
| AOKYMEHTaUMja 38 Janumypame (perucrpaumja) va MEQHUMHCKH CPeICTBA Do PErscTep va
MEQHLUHHCKK CPpeACTBa focTaniu so POCM.

Bo nepuopor o 01.01.2021 Ao 31122021 rogmua pauHo u3bpoeHn nogHecenn M
ofobpenn ce pkynno 955 Dapamwa (519 ogobpenuja 3a IANMHIYBAKE BO PErHCTAPOT Ha |
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|' MEIHIMHCKH CPEACTBE W 280 ppobpenuja 3a papujannn B 47 peuieHHja 3a JanWpame Ha
MOCTANEM no Hapaie Ha NoAHOCHTENHTE WX 3EIE|J3;|;HHE|LEHI‘L.I1ETHU£ Ha n,uw,frAEH'rauH}ﬂTa].

2.1, Wspazsenn ofobpennja 3a yBod na EKOBH M MEAHUMHCKH CPpefcTsa (EXIM)

CornacHo Haj e HOCTHTE KO npoM3nerypaar 0| 3aKoHOT 38 NeKOBH W MeJHLMHCKH
cpeacTea n OpnykaTa 3a pacnopefysame Ha CTOKH, a €& OIHECYRAaT Ha YBOIOT/MIBO3OT HA
NEKOBHTE M MEAHIHHCKHTE CpeacTea, Bo 2021 ropuHa ce GeNemn 3roneMyBate na OpojraTta
nocefHMo BO JIENOT Ha YRO3 Ha MeHUMHCKH CPecTea, MAJIME]L uma M3AafeHo BRYNHO:
(Tabena 1)

Tabena 1
Hapajenn ofohpernja 3a yBo3 Mepwon o 01.01.2021 ao
31122021

Newonu (1040) 3785

MeqHLMHCKH CPeACTEa (1041) 6386

Onojun apord H MCHEOTRPOTTHH cynmuuuu[ 1050) 254

M3R03 onojH#M APOTH H NCHXOTPOTHA CYNCTAHLMH (0500 | 1150

W3B03 (E041) 182

1l
CEKTOP 3A HHDOPMALIMH A JIEKOBH H MEJMUMHCKH CPENCTBA

1. Opnenenue 3a hapMaKOeKOHOMCKH W dapmaroenHAeMHOTOITER MUCIEHR

1.1. MorpomyBadka Ha NEKOBK 38 2021 ropuna

BocnocTapysaeTo Ha CHCTeM 534 crejerbe Ha NoTpoumysaukaTa Ha nexosn co HT
nogpuKa Bo MAJIME]L e jaBpined, HCTHOT ' COJPMKH CHTE nojaTold  COrNacHo
npenopakiTe Ha CpeTCKATa 3pancTEEHA oprann3annja 3a MOHHTOPHHT HA ynoTpedarta Ha
REKOBHTE, @ Ke TH CJE/IH M 3anHXUTe Ha nexopure. OBoj cHCTEM Ke OBOIMOIKH TEHEPHPAILE |
Ha MNOJATOUM 33 HHBHATA ynorpefia Kou  Ke fujar oj penepaHTHO JHAMEE  3a
| cnposenyBamero Ha dapMaKOEKOHOMCKH M hapMaKoenHeMUOTIOIKH AHATINIM,




yHanpepybamwe Ha pauMoHanHaTta ynorpeba w MPOMAIIYBAE Ha JEKOBH, NAaHHpale Ha
CPEACTBATA 3a NEKOBHTE, NpeBeHpHpaie Ha ABHUNT Ha nexoBum Ha thapmayerrcknor
maprer Bo PCM wro wa xpaj cexaro Tpeda na peayntupa co nogobpa AoCTANHOCT Ha HeTHTE
Hi CHTE HHBOA Ha 3APABCTEEHATA 3AUITHTA | YHanpeayeamwe Ha jagHoTO 3fpanje.

1.2 Opobpenn cepun 3a nymrame so MPOMET Ha BAKUWHH W UMYHOrMOBYAHER 34
2020 rop.

Bo Tex Ha 2021104 MAJIME[] uma nsgageno oaobpente 3a cTapame o NPOMET Ha
CeKOja YBE3EHA CepHja Ha BaKUHHM | uMyrornobyanun (sxynvo 114 CEpHH) , COrmacHo
3aKOMOT 33 NEeKOBN | MEeRHLHHCKH CPeCTRA.

Hluera wa pakupnmn u HMYHOrNOOYIHHME CO npoussoguTen u Gpoj na CepHja KoM mMmaart
Aobueno opobpenne 3a nywTale Ha cepuja Bo npoMer op crpana na MAJIME]] 3a 2021
rojiHHa

6. [Mnens npenapar Bpoj na cepuja | MNpowssoguren
| AIMAFIX/ AUMADHKC 500 KEDRION Bolognana S.p.A,
' IE 611941 Fanukano, Mramuja
2 IMMUNORHO/ MMYHOPO KEDRION S.P.A |, Hanonm,
) 300 meg (1 500 [E) L12F1820 Hranuja
3 MI' BEHA/ IG VENA 1 g/20 KEDRION Bolognana S.p.A,
; ml 197401 lanukano, Hranuja
& W' BEHA/ IG VENA 10 g/200 KEDRION Bolognana S.p.A,
; ml 200726 lanukano, Uranuja
B HI'BEHA/ IG VENA 10 /200 KEDRION Belognana S.p.A,
' ml 207726 lanuxano, Hranuja
6 Sanofi Pasteur S.A, Nuon,
: Verorab / Bepopab T1G06IM tbpanunja
. VAXIGRIPTETRA / Sanofi Pasteur S.A., Mapen Jla
g BAKCHIPHIITETPA U3LO73V Etoun, Dpanunja
g PPD Tuberculin (11111 BB-NCIPD Ltd, 26 Yanko Sakazov,
' Tybeprynun), P2526-02-01 1504,~ Codmija, Byrapuja
9 CSL Behring
: Fibrogammin 250 [E P100253023 GmbH Marburg,lepmanuja
10 CSL Behring
' Fibrogammin 250 I P100271177 GmbH Marburg,lepmanuja
11 | BERIRAB P/BEPHPAB I CSL Behring
' 750IE /5ml P100270666 GmbH, Marburg,l'epmanuja
[12. | POTATEK/ R[}TATEE'.: 1037637 MERCK SHARP & DOHME B.V, l

1]
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Xapnem, XonaniHja
5 | AT BEHA/ 1G VENA 10 g/200 KEDRION Bolognana S.p.A,
) mil 217709A Fanukano, MTanuja
14 AITMAFLX/ AMMA®HKC 500 KEDRION Bolognana SpA
" |IE 612101 [anukano, Hranuja
594
(nuodunmuanp
15. aH npamok)
485-4 . BB-NCIPD Ltd. - Codmia,
BCG vaccine/BCAL BaklMHa (BEXHKYITYM Gyrapuja
556
(nuodunnsup
16. AN npamoK)
4761 . BB-NCIPD Ltd. - Codhuia,
BCG vaccine/BCAK pakumHa (BexuKynym) Byrapuja
17 PPD Tuberculin (1T BB-NCIPD Ltd, 26 Yanko Sakazov
Ea TybepryiHH P2529-02-02 1504,- Codpmia, Byrapnja
18 TETATOX TT vaccine 0,5 BR-NCIPD Ltd, 26 Yanko Sakazov
) ml/ao3a ADB38-01-03 1504,- Codmija, Byrapuja
19 MERCK SHARP & DOHM EBV,
| POTATEK/ROTATEQ U019087 Xapnesm, Xonauamja
20 TETATOX TT vaccine 0,5 BB-NCIPD Ltd, 26 Yanko Sakazov
* | ml/no3a AOR3B-02-10 | ,1504,~ Codpmija, Byrapuja
2 TETATOX TT vaccine 0,3 BB-NCIPD Ltd, 26 Yanko Sakazov
' ml/posa ADB38-03-01 | 1504~ Codwija, byrapuja
7 Typhim vi{[’ulysal:charide Sanofi Pasteur S.A., Mapcu Jla
* | typhoid vaccine) U2A122V E-ronn, paniija
13 Sanofi Pasteur S.A., Mapcu Jla
. | TETPAKCHM /TETRAXIM | U3D603V Evoun, Dpanigja
2% Sanofi Pasteur S.A., Mapcy Na
: [MEHTAKCHM ,I'FENTA:'[IM VOCBOIV Eroun, Mpanumja
25 Hepatitis [ Immunoglobulin 5L Behring
" | P Behring P100379545 GmbH, Marburg I'epmanuja
Hepatitis B Immunoglobulin CSL Behring
P Behring P100379551 GmbH,Marburg,lepManuja
KEDRION Bolognana SpA,
WUI' BEHA/IG VENA 50r/1 217402 Fanukano, MTanuja
18 KEDRION Bolognana S.p.A,
| MI BEHA/IG VENA 50r/1 07401 l'annkano, Hranuja
39 AIMAFIX/ AUMA®HKC 500 KEDRION Bolognana S.p.A,
- IE 612105 Fanukano, Hranuja
AIMAFIX/ AUMADHEC 500 KEDRION Bolognana 5. A

11
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| | IE lanukano, Hranmja
9 Sanofi Pasteur S.A., Mwomn,
: Verorab / Bepopa6 T1G153M Ppanymja
3 Sanofi Pasteur S.A., Jlnon,
| XEKCAKCHM /HEXAXIM T3ES52v Ppanumja
13 Sanofi Pasteur 5.4, luon,
PEBAKCHC /REVAXIS U3P421v DPpaniuia
34 MPEBEHAP 13 /PREVENAR PFIZER Manufat:turing Belgium
~ |13 EM2354 NV, Tlype, Bearuja
MPEBEHAP 13 /PREVENAR PFIZER Manufacturing Belgium
13 EL8002 NV, lype, Benruja
FFD Tuberculin BB-NCIPD Ltd, 26 Yanko Sakazoy
36. MAMMALIAN P2535-02-06 A504,~ Coduja, Byrapuja
PPD Tuberculin BB-NCIPD Ltd, 26 Yanko Sakazov
37. MAMMALIAN P2529-02-02 | .1504,- Cocbuja, Gyrapuja
636-2
(nmodunmsup
#H npamok)
485-4 BB-NCIPD Ltd, 26 Yanko Sakazoy
38, BCG vaccine/BCHK pakimna (BEXHKYTYM 1504,~ Cotbuja, Byrapuja
TETATOX TT vaccine 0,5 BB-NCIPD Ltd, 26 Yanko Sakazoy
39. ml/nosa ADBIB-01-03 | 1504.- Codbuja, Byrapuja
MERCK SHARP & DOHME BV,
4100, GARDASIL (FAPJTACHI) TO40615 Xapnem, Xonanguja
MERCK SHARP & DOHME BV,
41. GARDASIL (TAPIACHIT) T021534 Xapnem, Xonanauja
M-M-R VAXPRO(M-M-P MERCK SHARP & DOHME B.v,
42 BAKCIIPO) V018360 Xapaem, Xonanguja
HI' BEHA/ IG VENA 1 g/20 KEDRION Bolognana S.p.A,
43. ml 207401 Fanukano, Hranwja
HI' BEHA/ IG VENA 1 /20 KEDRION Bolognana S.p.A,
4. ml 197401 lanuxano, Hranuja
HMI' BEHA/ IG VENA 25 /50 KEDRION Bolognana S.p.A,
45, ml 21750 I'anukano, Hraauja
CSL Behring
46, Fibrogammin 250 [E P100355451 GmbH,MarhurglrepmaHHfa
VAXIGRIPTETRA / Sanofi Pasteur S.A., JTnon,
47. BAKCHIPHIITETPA V3H582V Ppanymja
VAXIGRIPTETRA / Sanofi Pasteur S.A., JTuon,
48, BAKCHIPMIITETPA VIK242V Ppanumja
InfluvacTetra cycnensmja 3a Abbott Biologicals BV -
| 49. HH‘IEKTHEEE FLT | Oner. Xona Hiuja | |
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VARIVAX pakumuHa NpOTHE MERCK SHARP & DOHME B.V..
50. | papudena [#uea) TO34286 Xapnem, Xonauguja
MERCK SHARP & DOHME B.V.,
51. GARDASIL (TAPIACHIT) U012149 Xapnem, Xonananja
MERCK SHARF & DOHME B.V.
52. | POTATEK/ROTATEQ U013599 Xapnes, XonaHanja B
GlaxoSmithKline Biologicals SA.,
| 53. ENGERIX B/ EHTEPHKC B AHBVDO13AC | PuxcencapT, Genrunja
IMMUNORHO/ HMYHOPO KEDRION Bolognana S.p.A,
54. | 300 meg (1500 IE) MOGF10211 lanuxano, Uranuja
UMAN ALBUMIN/ YMAH KEDRION Bolognana S.pA,
55. | AJIBYMHH 20 g/100 ml 212923 Tanukano, Mranuja
UMAN ALBUMIN/ YMAH KEDRION Bolognana S.p.A,
56. AJIBYMMH 20 g/100 ml 212930 anukano, Mtanuja
Ul BEHA/ IG VENA1g/20 KEDRION Bolognana S.p.A,
57. | ml 207401 Fanukano, Hranuja
M BEHA/ 1G VENA 2,5g/30 KEDRION Bolognana Sp-A,
58. | ml 217501 Fanuxano, Hranuja
AIMAFIX/ AMMADHKC 500 KEDRION Bolognana S.p.f.
59. |IE 612101 Ianukano, Hranuja
BionTech Manufacturing GMBH
An der Goldgrube 12, D-55131
Mainz, l'epmanuja,
Pfizer Manufacturing Belgium
NV
Pfizer-BioNtech COVID-13 Rijksweg 12, B-2870, Puurs,
60. | Vaccine ELO200 BGenruja
BionTech Manufacturing GMBH
An der Goldgrube 12, D-55131
Mainz, Tepmanuja,
Pfizer Manufacturing Belgium
NV
Pfizer-BioNtech COVID-19 Rijksweg 12, B-2870, Puurs,
6l. Vaccine ELB723 benruja
BionTech Manufacturing GMBH
An der Goldgrube 12, D-55131
Mainz, l'epmanuja,
Pfizer Manufacturing Belgium
NV
Pfizer-BioNtech COVID-19 Rijksweg 12, B-2870, Puurs,
62. | Vaccine EN1194 benruja
63, Gam-COVID-Vac, Component 1-120121 JSC Pharmstandart-Ufa VITA,
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| Pycuja

Gam-COVID-Vac, Component JSC Pharmstandart-Ufa VITA,
6. | I-140121 Pycuja

Medgamal Branch of FSBI N, F.
Gamaleya NRCEM, the Ministry
of Health of Russia. 18 Gama leya
Gam-COVID-Vac, Component Street, Moscow, Russia JSC

65 |11 [1-190221 Pharmstandart ,UFA VITA

SHK Bioscience, 150, Saneopdanii-
gil, Pungsan-ep,

Andong-si, Gyeongsangbuk-do,
36618, Korea

Medlmmune Pharma BV, A
member of the AstraZeneca
Group MIA: 108777,

Covid -19 Vaccine Lagelandseweg 78, 6545 CG

66, AstraZeneca CTMAVS22 Nijmegen, The Netherlands
Medgamal Branch of FSBI N_ F,
Gamaleya NRCEM, the Ministry
of Health of Russia. 18 Gamaleya
Gam-COVID-Vac, Component Street, Moscow, Russia JSC

67. I 1-230321 Pharmstandart ,UFA VITA
Sinopharm/Bejing Institute of
SARS-CoV-2 Vaccine (vero biclogical produkts CO.LTD.-

68. | Cell)Inactivated 2021010020 Kuna

BioNTech Manufacturing GMEH
An der Goldgrube 12 55131 Mainz
- lepmanuja

/Pfizer Manufacturing Belgium
NV

COMIRNATYTM, COVID - 19 Rijksweg 12

69, mRNA Vaccine EX2405 2870 Puurs - Benruja

JSC GENERIUM
Gam-COVID-Vac, Component /Medgamal Branch of FSBI N.F.
I Gamaleya NRCEM, the Ministry of
PACTBOP 3a MHjexTHpawe, 0.5 Health of Russia 18 Gamaleya
70. ml/noaa ZB00421 street,Moscow, Russia
BioNTech Ma nufacturing GMBH
An der Goldgrube 12 55131 Mainz
- lepmanuja

COMIRNATYTM, COVID - 19 /Pfizer Manufacturi ng Belgium
! 71. | mRNA Vaccine EX2405 NV
Ih_—_-'——'_-—._——_,—=__%;
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Rijksweg 12
9870 Puurs - benruja
SARS-CoV-2 Vaccine (vero Sinopharm/Beijing Institute of
72, | Cell)Inactivated 2021040415 biological products Co.Ltd.-Kuna
SARS-CoV-2 Vaccine (vero Sinopharm,/Beijing Institute of
73. | Cell)Inactivated 2021030408 biological products Co.Ltd.-Kuna
BioNTech Manufacturing GM BH
An der Goldgrube 12 55131 Mainz
- lepmanuja
COMIRNATYTM, COVID - 19 [Pfizer Manufacturing Belgium
mRMNA Vaccine NV
KOHUEHTPAT 3a cycrexsnja 3a Rijksweg 12
74, | uHjexTHpaHE EX2405 2870 Puurs - benrija
BioNTech Manufacturing GMBH
An der Goldgrube 12 55131 Mainz
- lepmannja
COMIRNATYTM, COVID - 19 | Pfizer Manufacturing Belgium
mRMNA Vaccine NV
KOHLEHTPAT 38 CYCneH3uja 3a Rijksweg 12
T WHjeKTHPaE EY 4834 28470 Puurs - Benrnja
Vaxzevria (NpeTXofHe
COVID-19 Vaccine Astra
7eneca) (ChAdOx1-5 AstraZeneca Nijmegen BY.
[recombinant]) cycriensnja 3a Lagelandseweg 78, 6545 CG
76. HH]eKTHpatbe ABW4B01 Nijmegen, Xonaniuja
BioNTech Manufacturing GMBH
An der Goldgrube 12 55131 Mainz
- lepmanuja
COMIRNATYTM, COVID - 19 /Pfizer Manufacturing Belgium
mRNA Vaccine NV
KOHLEHTPaT 3a CYCneH3uja 3a Rijksweg 12
77. | nHjexTHpae EY4834 2870 Puurs - bearuja
BioNTech Manufacturing GMBH
An der Goldgrube 12 55131 Mainz
- lepmanuja
COMIRNATYTM, COVID - 19 /Pfizer Manufacturing Belgium
mRNA Vaccine NV
KOHLEHTPaT 3a CycrneHsnja 3a Rijksweg 12
78. HHJEKTHpaH:E FAS5715 2870 Puurs - benruja
COMIRNATYTM, COvVID - 19 RioNTech Manufacturing GMBH
mENA Vaccine An der Goldgrube 12 55131 Mainz
29 | woWuesTpaT 3a CyCneH3uja 3a FAS715 - lepmanuja
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Brapa na Penry6nmka Cenepua Maxegonmja
HHjEKTHpaKke /Pfizer Ma nufacturing Belgium
NV
Rijksweg 12
2870 Puurs - Genruja
BioNTech Manufacturing GMBH
An der Goldgrube 12 55131 Mainz
= lepmanmja
COMIRNATYTM, COVID - 19 /Pfizer Manufacturing Belgium
mRNA Vaccine NV
KOHLUEHTPAT 3a CYCHeH3uja 3a Rijksweg 12
80. | unjexrupane FA7812 2870 Puurs - Benruja
SARS-CoV-2 Vaccine (vero
Cell).Inactivated
Baxumuna npotue SARS-CoV- Sinopharm/Beijing Institute of
81 2 BHPYC (HHAKTHBHpaKa) 2021040440 biological products Co.Ltd.-Kuua
SARS-CoV-2 Vaccine (vero
Cell),Inactivated
Bakumna nporus SARS-CoV- Sinopharm/Beijing Institute of
82. | 2 supyc (MHakTuanpana) 2021030362 biological products Co.Ltd.-Kuna
SARS-CoV-2 Vaccine (vero
CellyInactivated
Bakumuna nporus SARS-CoV- Sinopharm/Beijing Institute of
B3, | 2 mupyc(u HAKTHBEMpaHa) 2021030319 biological products Co.Ltd -Kuna
Vaxzevria (nperxogno
COVID-19 Vaccine Astra
Zeneca) AstraZeneca Nijmegen BV,
(ChAdOx1-S [recombinant]) Lagelandseweg 78, 6545 CG
| 84. | cycnenanja 3a HHjekTHpame | ABX3118 Nijmegen, Xonanauja

BioNTech Manufacturin g GMBH
An der Goldgrube 12 55131 Mainz

= lepmanuja
COMIENATYTM, COVID - 19 /Pfizer Manufacturing Belgium
mRNA Vaccine NV
KOHUEHTPAT 33 Cycriensuja 3a Rijksweg 12
85. | HHjexTHpame FA7E12 2870 Puurs - Benruja

BioNTech Manufacturing GMBH
An der Goldgrube 12 55131 Mainz

- lepmanuja
COMIRNATYTM, COVID - 19 /Plizer Manufacturing Belgium
mRNA Vaccine NV
KOHUEHTPAT 3a cycnewsMja sa Rijksweg 12

1L B6. | uu!anmgm& FA7812 2870 Puurs - Gearuja |




Bnapa na PenyGnnka Cepepha Mawxegousja

I | | | BioNTech Manufacturing GMBH |
An der Goldgrube 12 55131 Mainz
- l'epmanuja
COMIRNATYTM, COVID - 19 [Pfizer Manufacturing Belgium
mRNA Vaccine NV
KOHIEHTPaT 3a CyCrneH3uja 3a Rijksweg 12
87. | MHjeKTHpaLEe FAS833 2870 Puurs - benruja
BloNTech Manufacturing GMBH
An der Goldgrube 12 55131 Mainz
- lepmanuja
COMIRNATYTM, COVID - 19 [Pfizer Manufacturing Belgium
mRMNA Vaccine NV
KOHLEHTpaT 28 cycnensuja sa Rijksweg 12
88, | unjexTHpame FC3558 2870 Puurs - Genrunja
CoronaVac COVID-19 Vaccine
(Vero Cell) Inactivated
BAKLMHA NPOTHE SARS-CoV- Sinovac Life Sciences Co.Ltd. -
g9 | 2 upyc (MHaKTHBApAHA W202105001 | Mekunr, Kinna
CoronaVac COVID-19 Vaccine
(Vero Cell) Inactivated
pawipina nporue SARS-CoV- Sinovac Life Sciences ColLtd. -
a0, 2 pupyc (HHAKTHBHUDAHA W202105002 | [lekunr, Kuna
BioNTech Manufacturing GMBH
An der Goldgrube 12 55131 Mainz
= [epmanuja
COMIRNATYTM, COVID - 19 [Pfizer Manufacturing Belgium
mRNA Vaccine NV
KONLETPAT 3a AuCnepsnja 3a Rijksweg 12
a1 HHEKTHPAE FE2083 2870 Puurs - Bearuja
BioNTech Manufacturing GMBH
An der Goldgrube 12 55131 Mainz
- lepmannja
COMIRNATYTM, COVID -19 /Pfizer Manufacturing Belgium
mRNA Vaccine NV
KOHLETPaT 32 aucnepanja 3a Rijksweg 12
92 | HHjeKTHpaE FE3064 2870 Puurs - Benruja
BioNTech Manufacturing GMBH
An der Goldgrube 12 55131 Mainz
COMIRNATYTM, coviD =19 - lepmannja
mRMA Vaccine [Pfizer Manufacturing Belgium
KOHLETpAT 3a aucnep3uja 3a NV
93. | MHjERTHPAILE | 16380 poau Rijksweg 12
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Baapa wa Penryfanxka Cenepra Maxenonsja .
2870 Puurs - Benruja 1K
AstraZeneca Nijmegen BV,
Lagelandseweg 78, 6545 CG
Vaxzevria (npetxogmo Nijmegen, Xonanauja
COVID-19 Vaceine Astra Laboratorious Universal farma
Zeneca) 5.L.C/El tejido 2, Poligono
(ChAdOx1-S [recombinant]) Industrial Miralcampo, 19200
CYCNeHIHja 3a HHjekTHpabe Azuqueca de Henares,
04, 210106 Guadalajara, Ulnanwuja
BioNTech Manufacturing GMBH
An der Goldgrube 12 55131 Mainz
- lepmanuja
COMIRNATYTM, COVID - 19 {Pfizer Manufacturing Belgium
mRNA Vaccine NV
KOHUETPAT 3a AMCNepanja 3a Rijksweg 12
93. | nHjexTupare FE3430 2870 Puurs - Benrpja
BioNTech Manufacturing GMBH
An der Goldgrube 12 55131 Mainz
- l'epmanuja
COMIRNATYTM, COVID - 19 /Pfizer Manufacturing Bel gium
mRENA Vaccine NV
KOHLETPAT 38 Aucnepsnja za Rijksweg 12
96. | MHjekTHpae FC5029 2870 Puurs - Bearuja
BioNTech Manu facturing GMBH
An der Goldgrube 12 55131 Mainz
- l'epmanuja
COMIRNATYTM, COVID - 19 /Pfizer Manufacturing Belgium
mRNA Vaccine NV
KOHLETPAT 3a AHcnepsuja sa Rijksweg 12
97, | whjextupame FFE871 2870 Puurs - Genruja
BioNTech Manufacturing GMBH
An der Goldgrube 12 55131 Maingz
- l'epmanuja
COMIRNATYTM, COVID - 19 /Pfizer Manufacturi ng Belgium
mRNA Vaccine NV
KOHUETPAT 32 AMCNepanja 3a Rijksweg 12
98. HHJEKTHpAHE FDO350 2870 Puurs - Benruja
BioNTech Manufacturing GMEH
COMIRNATYTM, COVID - 19 An der Goldgrube 12 55131 Mainz
mRNA Vaceine - l'epmanuja
KOHUETPaT 3a AMcnepauja 3a /Pfizer Manufacturin g Belgium
99, HHjEKTHpaNE FDO350 NV
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| | | Rijksweg 12 |
2870 Puurs - Benruja

CoronaVac COVID-19 Vaccine

(Vero Cell) Inactivated
BaKIHHA NPOTHE SARS-CoV- Sinovac Life Sciences ColLtd. -
100. | 2 supyc (aHakTHBHpana) Ww202105001 | Mexwunr, Kuxa

CoronaVac COVID-19 Vaccine
(Vero Cell) Inactivated

paxuuna npotne SARS-CoV- Sinovac Life Sciences Co.Ltd. -
101, | 2 Bupyc (unakTHBHpana)l W202105002 | Mexwuur, Kuna
BioNTech Manufacturing GM BH
An der Goldgrube 12 55131 Mainz
- lepmannja
COMIENATYTM, COVID - 19 /Pfizer Manufacturing Belgium
mRNA Vaccine NV
KOHLETpaT 3a IUCnep3nja 3a Rijksweg 12
102. | HHjeKTHpaLE FATOR3 2870 Puurs = bearuja

BioNTech Manufacturing GMBH
An der Goldgrube 12 55131 Mainz

- lepmanuja
COMIRNATYTM, COVID - 19 [Pfizer Manufacturing Belgium
mRMNA Vaccine NV
KOHLETPaT 34 ANCniepanja 3a Rijksweg 12
103. | uHjexTHpambe FA4632 2870 Puurs - Benruja
BioNTech Manufacturing GMBH
An der Goldgrube 12 55131 Mainz
- lepmanHja
COMIRNATYTM, COVID - 19 /Pfizer Manufacturing Belgium
mRENA Vaccine NV
KOHUETPAT 33 AHCTIEPIM]a 33 Rijksweg 12
104, | HujexTHpaKe FHB469 2870 Puurs - Benruja

BioNTech Manufacturing GMBH
An der Goldgrube 12 55131 Mainz

- l'epmanuja
COMIRNATYTM, COVID - 19 /Pfizer Manufacturing Belgium
mRNA Vaccine NV
KOHLETPaT 3a ANCnep3nja 3a Rijksweg 12

105. | HHjEKTHpaHE FJ5782 2870 Puurs - Benruja
COMIRNATYTM, COVID - 19 BioNTech Manufacturing GMBH
mRNA Vaccine An der Goldgrube 12 55131 Mainz | |
KOHUETPaT 3a AMcnepanja 3a - lepmannja
[ 106. | mujexTupare FG62T0 | [Pizer Manufacturing Belgium |
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Rijksweg 12
2870 Puurs - Benruja

BioNTech Manufacturing GMBH
An der Goldgrube 12 55131 Mainz

- lepmannja
COMIRNATYTM, COVID - 19 {Pfizer Manufacturi ng Belgium
mENA Vaccine NV
KOHLIETPAT 3a AMCTiepsdja aa Rijksweg 12
107. | unjextupame FH8469 2870 Puurs - Benruja
BioNTech Manufacturing GMBH
An der Goldgrube 12 55131 Mainz
- lepmanmja
COMIRNATYTM, COVID - 19 /Pfizer Manufacturing Bel glum
mRNA Vaccine NV
KOHUETPAT 3a Ancnepsnja 3a Rijksweg 12
108, | mMjexTHparme FI5782 2870 Puurs - Genruja
BioNTech Manufacturing GMBH
An der Goldgrube 12 55131 Mainz
- l'epmanuja
COMIRNATYTM, COVID - 19 /Pfizer Man ufdl:turing Belgium
mRNA Vaccine NV
KOHUETpar 3a Aucnepauja sa Rijksweg 12
| 109, | uujekTupane Fl4187 2870 Puurs - Gearuja
BioNTech Manufacturing GMBH
An der Goldgrube 12 55131 Mainz
- lepmanuja
COMIRNATYTM, COVID - 19 [Plizer Manufacturing Belgium
mRNA Vaccine NV
KOHUETPAT 3a AHCnepsuja aa Rijksweg 12
110. | uHjexTHpatbe FEO115 2870 Puurs - Benruja
BioNTech Manufacturing GMBH
An der Goldgrube 12 55131 Mainz
- lepmannja
COMIRNATYTM, COVID - 19 /Plizer Manufacturing Belgium
mRNA Vaccine NV
KOHIETPAT 3a AuCnepsyja 3a Rijksweg 12
11l. | uHjexTHpamwe FEO115 2870 Puurs - Benruja

COMIRNATYTM, COVID - 19
mRENA Vaccine
KOHUETPAT 3a AHCTIepaMja aa

112, I-IH!EH.‘I‘H patse

BioNTech Manufacturing GMBH
An der Goldgrube 12 55131 Mainz
- lepmanuja

FL1939 [Pfizer Manufacturing Belgium |

2
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Rijksweg 12
9870 Puurs - Benruja

mRNA Vaccine

COMIRNATYTM, COVID - 19

KOHUEeTpar 3a aucnepadja 3a

BioNTech Manufacturing GMBH
An der Goldgrube 12 55131 Mainz
- Mepmaxuja

/Pfizer Manufacturing Belgium
NV

Rijksweg 12

113, | mHjexTHpane FL1072 2870 Puurs - benruja
Vaxzevria (MpeTXogHO
COVID-19 Vaccine Astra
Zeneca) (ChAdOx1-S AstraZeneca Nijmegen BV,
[remmhinant]}cycneumia 33 Lagelandseweg 78, 6545 CG
114, | MHjEKTHpAHE 210297 Nijmegen, Xonaxauja

npenMmyBame  Ha

1.3) Opolipenn cepun na @KCTPAKTH Of
norpebuTe BO KIMHHIKATA NPAKED
yrepaenn co [IpanHaHMKOT 34 obpa’enoT Ha PEUEnToT,
NEKOBHTE  HKOH
gnacHipuumMpany BH  JTHCTHTE 1l
manurun 3abonysara W TEIIKH eMHIenTHY

sa ofipenet Hpoj

cojipAaT
u 1l (napmentH cO MY

kanafuc 3a MEAHUHHCKA ynorpeba 3a

Ha MAIMEHTH 33 AMjarHO3NTE

CYNCTaHiHE ¢ pacTennja

Hme na npenapaTtoT JaunHa U NaKyBakhe Bpoj Ha cepuja KonuuuHa
KANOBIL® CANC / 2.5mg THC + 25 mg
KAHOBH®* KAHLL CBD /1 ml, 240 ml 5270121 28 5c
KANOBIL® CANC / 25mg THC + 25 mg
KAHOBH® KAHLL CBD /1 ml, 240 ml 5880621 48 sc
KANOBIL® CANC / 2.5mg THC + 25 mg
KAHOBHT® KAHLL CBD /1 ml, 120 ml 5340321 18 sc
KANOBIL® CANC / 25mg THC +25mg
KAHOBMN® KAHLL CBD /1 ml, 120 ml 5870621 47 sc

10 mg THC + 10 mg

KANOBIL® CANC + / CBD

KAHOBHMI* KAHL+ /1ml, 120 ml 5280121 47 sc

KANOBIL® CANC + / 10 mg THC + 10 mg

| KAHOBMI® KAHL+ CBD | 5890621 ! 97 sC |

21
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| /1 ml, 120 ml

20 mg THC + 20 mg
KANOBIL® CANC FORTE ! CBD
KAHOBMIT® KAHLL bOPTE S1ml, 120 mi 5200121 46 sc
20 mg THC + 20 mg
KANOBIL®* CANC FORTE / CED
KAHOBMJT* KAHLIL ®OPTE /1 ml, 120 ml 5930621 97 sc
40 mg THC + 40 mg
KANOBIL® CANC ULTRA / CED
KAHOBMJI®* KAHLL YJTTPA /1ml, 120 ml 5360321 30 sc
" KANOBIL® EPI / KAHOBWI® | 1mg THC + 15m g CBD
EITH /1 ml, 120 ml 6281121 18 s¢
KANOBIL® MS / KAHOBMJT® | 2 mg THC + 1 mg CBD
MC /1ml, 120 mi 6291121 18 s¢
2mg THC + 10 mg
KANOBIL® MS+ / CBD
KAHOBHIT® M+ /1 ml, 120 ml 6301121 48 sc
KANOBIL® CANC / 25mg THC + 25 mg
KAHOBHIT® KAHI] CBD /1 ml, 240 ml 6271121 49 s
2mg THC + 10 mg
KANOBIL® MS+ / CBD
KAHOBMJI® MC+ /1ml, 120 ml 5370321 18 sc
KANOBIL® MS / KAHOBMT® | 2 mg THC + 1 mg CBD
MC S 1ml, 120 mi 5350321 18 s¢
KANOBIL®* MS / KAHOBWJT® | 2 mg THC +1 mg CBD
MC /1ml, 120 ml 5910621 28 sc
KANOBIL® CANCULTRA/ | 40 mg THC + 40 mg
KAHOBHT®* KAHLL VIITPA CBD /1ml, 120 ml 5840621 96 sc
KANOBIL® EPI / KAHOGHJI® | 1mg THC + 15 mg CBD
EIMH /1 ml, 120 ml 2900621 47 se
2mg THC + 10 mg
KANOBIL® MS+ / CED
KAHOBHT® MC+ /1ml, 120 ml 5920621 48 s
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L4 YusmTyBame Ha JEKOBH CO TOMHHAT poK

CornacHo 3aKOHOT 38 JEKOBHTE H MEeJHUHHCKWUTE CpeacTha i [papuaHMKOT 34
noGNHCKUTE YCNOBH 38 HAaYHHOT HA OTCTPAHYBAE HA OTNAA0T CO nexory [ Cnyxben pecHik
na PM® 6p.153/08) MAJTIME]L n3pasa ppofipennja 3a YHHITYBAE HA NEROBHTE CO MOMHHAT
pox wa ynotpefa co TOTEKND OR pejieiporepUnTe, anTeKHTE, NPOHIBOANTENNTE M

3/|paBCTBEHNTE YCTAHOBMK.

Bo texopnara 2021 roguna fea wagajenn pynuo 79 opfipennja 3a yHHLITYBakEe Ha
[EKOBH CO MOMHHAT POK, BRAYMHTEIHD H HaparaTa 3a YHHIITYBaLE Ha BAKLMHM O] jABHHTE

3PABCTEEHH YCTAHOBM.

2) Opnenenme 3a thapMaKoBMIHIaHIA

CornacHo 3aKoHCKWTE oapepin, OpraHMIHpALETe H CNefeibeTo Ha HAUMHOT Ha
cofupaise ¥ NpOLeHKa Ha HECAKAHWTE PEAKUHM HA NEROBHTE, oGpaboTka W MpOUEHKA HA
pofuennTe NOAATOLM 33 HHBHATA GesbegHoct, ce BpIIM Of1 CTpaHa Ha MAJIME]L, npery
HausoHanHHOT UEHTap 33 thapmaroBMrHAAHLA.

CroHTAHOTO NpHjABYBaMke HA HecaKaHH pejcTha MpeTCTaByBa HajBaMEH AL o
NOCTMAPKETHHIIKOTO CEASHe Ha fesbeanocTa Ha NEROBATE M OCHOBA HA HaumoHanHuoT
cHcTeM 2a (hapMaKkoBHIHIAHUA. Ocofieno, Toa Ce OAHECYBa HA NOEAHHEMHOTO npHjaByBabe
Ha HECAKAHWTE peaKinH oj] CTPaHa Ha 31 paBCTBEHHTE paforrniy. EdpuracHocTa M yEMExoT
HAa HAIMOHATHATA NPOFPaMa 33 Cejlelbe Ha fesbeqHOCTa HA NEKOBHTE AHPEKTHO JEBMCH Of
AKTHBHOTO YMECTBO Ha 3/APABCTBEHHTE pafioTHHLM BO npHjaBybakeTo Ha CYCMEKTHHTE
HECAKAHH PEAKLHH.

Bo 2021 roadHa Ao MAJIME]L npucrurnaa 711 cnoHTaH# npujasy 3a HecaKaHW
Hactanu o Aexopu. [TpujasuTe bea pocTaBeHH jo MAJIME]L o nHcMeHa WK eneKTPOHCKA
thopma, OpropopuuTe auua BO MAJIMEJL (nexapn u dapmauenth] B0 HajKpaToK POk
waepmnja obpaboTEa Ha npuUjaBMTe W M BHECOAa BO rnobannara enekrpoHcka bala Ha
MoAATOLH 338 HeCAKaHH fejcTsa Ha JIEKOBH Ha CpeTcKaTa 3ApancTBeHa opraum3aiuja co

cepuurre Bo Llsencka - Vigiflow, Uppsala Monitoring Centar,

Bo Tafenata nopoay e AajeH npukal Ha NOAHECEHH NPHjAaBH CROPe MOAHOCHTEN:

Tafiena Ha NOAHECEHH NpHjaBy 33 HeCARAHW peaKLHM O] IEKOBH BO 2021 no nogHoCHTEN
|

= |
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[NopHocHTeN Ha | 8| 8| E|E|E|E| B E|E| Bl 8| B

npujanaTa dlal=zlsl=l2|2|={C|° T | = =
Texap 35 ! 28 | 46 | 31 I 19 | 29 | 31 | 2413231 | 19 | 19 | 344 i
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Papmauest 31 (38 [43 |31 |27 |24)18| 15| 22| 2¢ 18 | 26 | 319
Apyr agpascreen
paboTHHE IIQEUHD{}U]HEID
[aument wim gpyr
H3BOR DJ1]0]1 1 | 2 6 |3 (3[3] 4] 20
HEMa NOJaToOUH 3a
nogHecHTenoT 0ljojojofo]o 010000 o |
BEYTIHO 10
MECELIH 67 [ 68 | 98 | 69 | 47 |55 (54|45 |57 |61 40| 51| 72

Bo cnepgnmre tabenu e npukasnan MPHKAS 34 HECAKAHMTE PeaKlMK CNopef opramy u

CHCTEMH H EMHAEMHONOLUIK | HHAHKATORH W Toa CNOpes B03pacT ¥ noJ.

Tabena na nogrecenn NpHjaBH 38 HeCAKAHH
PeakLn o4 nexosd no 2021 no sospacr
Boapacr logmimio | Bo npouenty

0-27 nena 1 0.1%
28 pmewa gpo 23

MeceiH 18 25%
2 - 11 rogumm 47 6.6%
12 - 17 rogmum 8 1L.1%
18 - 44 rogmumn 259 36.4%
45 - 64 roamHn 229 32.2%
65 - ZAroguun 80 11.3%
= 75 rogumMm 37 5.2%
Henosnaro 33 4.5% |

Cnopen sospacta ma naumenTHTe NMOJHECEHH Ce:
npHjaek, 3a feua 47 npujans,
Anua 117 npujasn n 3a 33 np

3a pospact o 0-24 smeceun 19
3a aflonecuenTi 8 npujasu, 3a sospacuu 488 NpHjasw, 33 CTapH
HJABM HEMA MOJaTOLH 34 BOJIPACTA Ha NAHeHTOT,
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Ta6ena Ha nogHeCeHM npujasn 3a HeCaKaH!
peakuuM oa nexoew 3a 202

- 27 amea FH el AD
23 secflan

Cnopen

a7

18

1-11
LTy

1% - 47
FEeT T

FL T
TP

18 - A4

ToHE

A4% = Gl
roapeiA

FAroamm

1 roguHa no so3pacy

ar

]
PRI

&5 -

Tabena Ha NOJHECEHH NPUjaBH 33 HECAKAHH
peaKiHy 0L TEKOBH BO 2021 no noa

mo

fipoj na npujaeH

NpPOUEHT

MEHCKH

414

58.2%

33

HERGEEATO

MAlIEH

245

34.5%

L!_'_IEITE}SHEI;‘[‘D

53

7.3%

[ONOT HA NALHEHTOT Off BRYTIHO 712 npujapa: 245 ce 3a AL
QB HEMA NOJATOLH 38 NOA0T.

414 2a JIMILA OF} JKEHCKH N0 M 33 33 npHj

O MAIKH 1o,
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i Taiena wa nogHeceH npujass sa HECAHAMM \l
Ppeakyun of newoeH 8o 2021 rogMHa no non

| eyl

Bo 2021 rogmua ce noguecenn 712 MpHjany 3a Hecakaua peakiuja of Aek, WTo e 1a 537
NpHjaBH NoBeRe ol NPeTX0HATA roHHA,

Cnopeaben npukas Ha nogHecemu npujaen sa
HEBCaRaHW peauwn 2020/2021 roguHa

|

On srynum 712 npujass 3a wecakana peakuuja na nex po 2021 roguua, 278 NpHjasH ce
338 HECAKaHa peakuMja oA BaKUHHA NPOTHE KOBH] 19, [pujasenn ce necakany PeakyHu o
Komupuarw, Actpa 3ewexa, Criyriik, Cunosa i Cunotapm. Bpaborenure no O IeNeHHETO
3a hapmakouruianua p MATEPHOEHIMAAHUA MOCIHHEYHO [H obpaboryraa cure NpHjaBsH o
Bakuunn nporus KOBHJ 19 npexy gupexrua KOMYHHEaUH|a CO npHjasyeadoTr, Kako u
IAPABCTBEHHTE pabOTHHLH W MATHYHK fEKapH ce €o uen pobHBame wMa OETaIHH,
BEPOAOCTOJMM B TOMHH NOJATOWM 33 HECAKAHATA peakuHia,
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Mipriras Ha AARECTE NPHIABENN ———r UL L 19| no MedDRA)

HajuecTo ce mnpHjapeHH HECaKAHH peakuuM co JNecHd CHMOTOMATONOTH}E KaKo
nokaueHa TenecHa TeMnepaTypa, manakcadocT, rnapobonka, BonKka BO MYCKYAH H
excrepmurers, bonka M OTOK Ha MECTOTO Ha aniukaluja, BprornaBHua, rageme H

napecTesIny.

MNpwHaz Ha ApoUEHTYanHa FACTANBHOLT HA HECAKAHHW peAHLHH O
sakumun nporie KOBW/L 19 no po3IPACT

15 - 44 renm # 51.8%
45- 64 rae # 34.5%
g5 - T ropn [ 5.5%

+ 75 ropen [N ©.5% -

wenoonas I 1.4%

Cnopep BO3pacTa, wajronem Opoj Ha nojagd 3a HecaKkaHa peaxumnja of MPHMEHA HA
BAKIMHA NMPOTHE KOBM/JI 19 e kaj aKTHEHOTO HAaceNeHHE Ha BO3PAcT Of 18-64 ropuam (18-44
rojand 51,8% u 45-64 roanHi 34,5%), mofieka Kaj BOIpAcCHHTE rpynu Hag 65 ropMHH
sacraneHocTa Ha bpojoT Ha npHjaBH e NoMaa.

Mipkea s HE RPOYEHTYAHA SECTHBEHDTE HA HETHEA M PEARIAH DN,
e npoTaes ROBWE 12 ne hod
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Baanawa Penyfanka Cenepna Maxegomnia

Bo 2021 rogmua go MAJIMEN uma NPHCTHTHATO 4 NPHjABH 38 HECAKAHM HACTAHM o
MEQHUMHCKH cpejcTea. [lpujannute ce jocTapenn Ao MAJIMEIL po nwuemena wan
efAeKTpoHcka dhopma.

Tabena Ha nogHecenn NPHJEEH 33 HECAKAHM Peakim o MEAHUHHCKH CpeacTea po 2021

= =2 = =
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[lo ognoc wa cnegemsero wa HECAKAHWTE HACTAHM KOM CP jABYBA&T BO TeK Ha |
ITHHHYKHTe HenuTYBaa, Bo 2021 roguna go MAJIMEJl uma npsicriruaro 19 npujaepy 1a
HECAKAHW HACTAHH Off KAHHHYKH CTYIHH KoM Ce uinegysaar po P. Makegonnja. On prynunor
Opoj Ha npujaew, MHHUM]anHo ce npujapenn 18, a nocrenosaTenua npujasa e 1 og ekynuo 4
CTYIMH.

Ornacysame ua nexopu

CornacHo unenopnte 94 1 131 0 3aKOHOT 33 NeKOBHTE K MEJHUMHCKHTE CpejcTea W
Ynarcreoro 3a orfacypame Ha  NeKomM H MERHUHHCKH CPecTBa, HOCHTENHTE Ha
opobpentjata 3a crasame Bo nNpomer M MPOWIBOAHTENNTE MOKAT Aa ja mndopmupaar
WHPOKATA [ABHOCT 33 KAPakTEPHCTHRHTE 33 NEKOBHTE WITO Cp H3papaar bes nexapckn
peuent. Hetoto tpeGa ga ce spum no nperxonno ofobpenne og MAJIME i 8o cornachocT
co 30HpHHOT HIBRIITA] 38 0COOMHMTE Ha NekoT WAN co YOATCTBOTO 3@ NauHeHTOT, MpH WTo |
HOCHTENHTE Ha 0f0bpeHHe Ce DMHKHMH Toa 4a ro npapar Ha objexTHBeN HauMH. 3akoHcKoTo
PETYIpatbe Ha 0Baa NpobaeMaTHKA € 0] rofeMo IHaYee 3 JALITHTA HA [ABHOTO 3qpasje u
TokMy of THe npuummy MAJIME]l socnocranu CTPOIH KPHTEPHYMH 3a OracyBameTo
COPAACHD eBPONCKMTE CTaHAAPIH.

Bo 2021 ropusa MAJIME]] uma Hiflaneno 256 opobipennja 3a ornacysame u Toa 3a:

- JIEKOBHM BE3 PELIENT - 106 onobpenuja
- TPAJMUHOHAJIHM XEPBAJTHM JIEKOBH - 15 ofobpennja
= MEJMUHHCKH CPEJICTBA - 31 opobpennja
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_ FPAHMYHM MPOM3BOH - 104 opobpenuja

TaBena Ha u3gaaeHn opobpeH uja 3a
ornacysarbe B0 2021 rognHa

106
21
= W
B :

MERODM BE3  TRAJMUMOHASHA PAEALJWHCHH TFAHMYHA
PELEMT KEPEANHA NEHOEH CREACTRA IO HABOA

104

On opobpeHnTe OFAAcyBamka 33 JNEKOBH Ges peuent po 2021 roauna, nexopu Hed
peuent ce 41%, rpaHHuHI nponsnogn ce 41%, MeHIMHCKH cpepcrea ce 12% u TpaAMLHOHANHH

xepbanuu nexosw ce 6%.

NpouyeHTyanHa 3acTaneHocCT Ha
opobpexuja 3a ornacysaree BO 2021

roguHa

E NEHODA BET PELENT

= TRAJMLIACHANHK
KEPEANHM JEEROBM

o MEHLWHCEA
CPERCTRA

B TP A HAHA NP IR

»
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On opofipenute ormacyeama 33 nexomy Gea peuent so 2021 roamma, 34 ce
opofipennja 3a nexony og thapmakorepanestckara NOATPYNE aHTHTPOMBOTHYHN cpegcTaa,
AHANTETHUM W anTHnHpeTHn 19, npenapary sa rpac 15, vecrepomgmn anTHuidnamMaTopHy 1
GHTHPEBMATCKH NPeNapaTH 3a nokanHa ynorpefa 12, ruHexonow AHTHHHDEKTHEN |
AHTHCENTHIM 5, HAJANK EKOHNECTHEN 33 CHCTeMCKa ynotpeba 3, gexonrecrusn i APYTH
HAJAIHKN NPenapaT 3a 1okanHa ynorpeba 3, AHTHYHIAIHH NeKoBK 3a ToKama ynorpeba 2,
AHTHXHCTAMMHMUM 33 CHCTeMCKa ynotpefia 2, nekoB 1a TPETMaH Ha (hyHKUHOHANHY
TACTPOMHTECTHHANNK 3abonysaa 2, wHxuGuTopn Ha NPOTOHCKA NyMmna 2, HecTepougHm
AHTHMHDIAMATODHH M AHTHPEBMATCKH npenapath 1, npenapatu 3a nokanen TPETMAH Ha
BonkM Bo 3rnoBoBH M Kocku L, murectHanum apcopBencn 1, npenapati 3a yso 1,
MYKOMHTHIM ], BHTAMMH I v ananosu 1 M rekosn 3a TPETMAH HA 3ABMCHOCT O] HHKOTHE 1
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Bo 2021 roguHa ce H3AafeHH 256 opobpendja 33 0

2021 roAHEDE

2020 repMHn

CnopeafeH NpUHas Ha MapaneHH opoabGpennja ]

MNpoyeHTyanHa FacTan@HocT cnopen
dapmanoTEpaNesTCHa nogrpyna

H amTposloTesid CpEacTED

B FAnrEnugn A i T A TR

o fpemypaTH X3 (pA

H eCTRpHInO i TR A RN T R
W AT DRITCERR IETapans A
maxania ynoTpia

RO SHTHETEHTRES o
Al R

B aaiddaie AERsirectain 38
CACTE ML ynorjla

nopeke oj NPETXOQHATE FOJHHE.

sa ornacysaree 2020/2021 roguHa
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rnacyBarse, wro e 3a 156 opobpexxja
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CEKTOP 3A HHCITEKLIMCKH HAJI30P U IMIEHLIMPAILE HA
JNEKOBHTE U MEJHITMHCKHTE CPEJICTBA

L Oppenenwe 3a uncnekumcxn Haj30p o obnacta Ha NeKoBHTE M MEHIHNCKHTE
CpeicTBa

DapMalesTckuTe HHCIEKTOpH ppaboTenn so Opgenennero aa HHCTIEKIMCKM Ha3op
0 0DIACTa Ha NEKOBMTE M MeMIMHCKHTE CPEACTBA, BO pamkuTe Ha CexTopor sa
MHCIICKUHCKH HaA30p W IMUSHUMPame Ha NEKOBHTE M MEJHUMHCKHTE CpecTea, BpliaT
HAA30p Haji NpHMeHaTa Ha 3aKoHOT 33 NeKoBHTE M MEJHUMHCKHTE cpeicTsa, 3akoHoT a3
KOHTPONA A ONOjHH APOTH W NCHXOTPONHK CYTICTAHLMH W NOAIAKOHCKHTE aKTH JOHEeCEHH
HP3 OCHOBA Ha JAKOHKTE, KAKO M IPYTHTE NPONMCH 01 obaacTa Ha NEKOBHTE U MEQHUHHCKHTE
CPEACTEA M NpeseMaaT MePKH 3a OTCTPaHyBamwe Ha YTEPJIEHHTE HENPaBMAHOCTH M
HEJOCTATOLH BO ONPegeeH poK.

PapMauesTckuTe  MHCTIEKTOPH BPUAT HHCMEKUMCKH Haj30p Haj NeKkopMTe w
MEHLIHHCKHTE CPeCTBa, HHCIEKLHCKH HAZ30p Ha cybjexTH 3a nponssogcreo, NPOMeT Ha
TONEMO M NPOMET Ha MAN0 CO JCKOBH M MEQHLMHCKHTE CPEACTEE, BPIIAT HHCTIEKLMCKH
HAAI0P HAA KNHHHYKHTE MCIIHTYBal:3, HECAKAHHTe AECTBA W HEHCNPAaBHOCTA HA NeKoT,
CPOBEAYBAAT HTHA NMOCTANKA 34 NOBJEKYBALE HA TOTOB Jek M MEJHLHHCKD CPeAcTRO O
TMPOMET, JOHECYBAAT pelleHHja MpH BpWeneTo Ha HAJ30POT Haf NPOMIBOACTEOTO M
POMETOT CO NEKOBH M MEJMLIMHCKM CPejCTEE, HAPEAYBAAT MEDKHM W ONPEENyBaaT POKoRK
34 HHBHO HIBPWIYBathe, MOBE/YBaaT KAIHeHa NOCTANKS I POTHE NpaBgHHTE W hHIMYKKTE THLa
MIPEA HAQeAHUTE Opranm, copaboTysaaT co nayuHuTe i 0bpazoBHuTe yeTaHosH, ApiaBHNTE
CPTAHM W CYAOBHTE BO 0ONACTa HA HIBPWIYBAKETO HA CANKIMUTE NpH Hag3opor,

Huenexymexnor HAA30p Ce cnpopenysa cornacko loguinHaTa nporpama 3a pabora va
Opnenennero 3a whcnexumexn HAA30p 0f 0OACTA HA NEKOBHTE W MeAHUHHCKHTE CpeacTea,
Koja Ce yeBojyBa of cTpada Ma HucnekumeknoT coser, kako n BP3 OCHOBA HA KBAPTANHHTE
naaHonu 3a pabora va dapmayesTernTe HHCIEKTOPH!.

L1. Ananusa m npouenxa na cocTojbarTa 3a HaBpmeHKTE Haazopu po 2021 roguna

Bo npeure wecr meceyu of 2021 roguua, cornacHo TOAHWHHOT Naad 3a pabota Ha
Opnenennero 3a MHCNEKUMCKH Hag3op 3a 2021 roguma, Kako W MECEYHHTE MAaHoBH 34
paboTa Ha cexkoj MHcnexkTop 3a MeCeunTe janyapu, despyapu, MapT, anpia, Maj H jynn 2021
rofuHa, bune nianupanu BEynHO L20 uncnexunckn nansopw, o kon 98 PeAOBHH HAA30pH, 7
KOHTPOMNM HAf30pH W 15 soHpeanwn wajzopu. Bo npevTe mwecr meceun of 2021 roguma,
HIBPWEHH C8 BRYNHO 164 MHCIeKmHcKH Hag30pK of kou 97 peposuu HaA30PH, b KOHTPOIHH
Hap30pH W 6] sonpesun wmagzopw. TMnanor aa NpBHTE WecT Meceun 3a 2021 roguma e

PEANMINPAH W HAAMMHAT 38 36.67%,
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[pernes Ha BKYMHAOT fipoj wa naaHupann H CHpOoBEAEHH HHCTIEKIMCKH HAA30pH no
PerHOHM 3@ NIEPHOA janyapu-jyes 2021 roguua;

Pervon [nanupano | OcTeapeHo Paanuka | % Ha FEEUIHJHU,Hja_I
BapaapCcku pervou 16 16 0 100.00
HeTouen perdoH 8 11 3 1375
__l__]fl‘ﬁ:ianap,EH PErHOH 14 14 0 100,00
JyTOMCTOUEH PEFHOH 6 B 2 13333
[lenaroHnCKH pernon 10 10 0 100.00
[onomKx perto 2 2 0 100.00
CeneporcToMeH
peruoH 1 3 2 300.00
CKONCKH PErHOH 63 100 37 158.73
BKYTIHO 120 164 44 136.67

On wappuienWTe PefoBHH M BOHPEAHH MajzopH Of CTpaHa Ha chapManeBTCRUTE
WHCEKTOPH C& AoHeceHH 8 pelen Mja HA ANTEKH K TO&: 3 pewennja BO CroncKkHoT perwos (2
pemerne Bo AepojpoM H 1 pemendja Bo Yaup), 2 pewensja Bo Jyrosanajed persoH (2
pelenyja Bo Kuuero) u 3 pemenyja 8o McTouen perton (3 pemenuja Bo IllTun) co KOH Ce
MIpEuEHH MEPKM 33 MOCTANyBaike cOracHo JaKoHOT 23 JIEKOBHTE H MEAHLHHCKHTE
CPeACTBa BO 1G0T HA HEYPEeAHO NOMONHYBaEe 0ff CTPaHa Ha thapMalesTCRHOT paboTHHE Ha
TPETHOT AEN Of PeLenToT, nabapka Ha JAecTHIHpana Boaa fes cepTH(MKATH Ol AHANH3A Ha
KRAINTETOT, HEYPE/IHD H3BECTYBak:e 33 MPOMEHE Ha CTPYUeH Kajap, HEHERPEMEHD JaBepeHH
CAHMTAPHH KHUIIKHA W PeloBHa kanubpaumja Ha npeinnsHa pard Hamenera 2a niapaboTra Ha
MArHCTPAIHH JIEKOBH.

Bo BTopHTe IWECT MECeUH 0 2021 rofMHa, COTAACHO FOJHIIHHOT MAaH 3a paboTa Ha
OpAencHHETD 38 WHCMeKLMCKH papaop 3a 2021 ropuHa, Kako W MECeMHHTe TUIAHOBH 32
pafioTa Ha CEKD] HHCNEKTOP 34 MECEWHTE jyH, aBrycT, CenTeMBpH, OKTOMBPH, HOEMBPH H
nexemspn 2021 rofuna, NAAHAPAHK Gune prynHo 136 HHCIEKUHCKH HaA30pH, op xou 95
PEAOBHH HAJI30PH, 11 KOHTPOIHKA HAA30PH K 30 BoHpEIHA HAL3OPH. Bo BTOpUTE WECT MECELLH
on 2021 rogupa, MIBPUIEHH CE prynHo 193 MHCTIEKIHCKA HAASOPH 0ff KOH 95 pepoeHH
nansopu, 10 KOHTPOAHK HAAIOPH W 88 ponpensy Hagsopw. [lnanoT 3a BTOPHTE MECT MECELH
sa 2021 roguHa e peanuadpaHd n naamuuar 3a 41.91%.
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I'pacbwuru npukas wa exynumor fpoj Ha nnanupasu u CNPOBeeHH MHCMEKWHCKH
HA/I30PH N0 PETHOHK BO NepHog jyau-aexemspn 2021 roguna
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On waspwenute pegonum u BOHPEAHH HAf30pPH O cTpaMa Ma dapMmalerTCKiTe
HHCMIEKTOPH AoHeceHH ce 3 pelneHnja Ha anTexu o 1 PELIENMEe 3a Beneqporepuja U Toa: 2 |
pewennja po Bappapeku pernon (1 pewenme 8o antexa mo Ceetnt Hukone w1 pewenme po
senegporepuja po Pocoman) u 2 pemennja so Horouen pervon (2 pewenuja Bo anTekn no
Kovann),

lonnecenu ce gue Gapamwa o Ocnosunor kpuemien cyg - Cronje 3a nopeayeame na
NPeKPIIOYHA MOCTANKA.

Obykn

Bo TexoT na na 2021 rogmua ce Ofp#aa nexonxy on-line 0byxu na hapmauestekyTe
HHCIEKTOPH, BO Opranu3aumja wa Esponckara arewumja 2a nexonn (EMA) u Esponciuor
AMpEKTOpaT 3a kpanuTeT Ha nexoen (EDQM), og obnacta na thancudmrysanu u comuuTennn
AEKOBH M HAMaNYBaEe Ha PHIMKOT N0 jaBHOTO IIPaBje NpeaHIBHKan o] hancumrysanu
AEKODM W CTHYHM KPHMHHATHH [iejcTomja.

2. Oppenenne 3a JHUEHLHPARE HA NEKOBHTE M MEeHIHHCKHTE CPeicTEa

Bo rexor na 2021 roguna ce wagagen:

3 Rossonu 3a NPOHIBOACTEO HE MEAMLHHCKH CPeCTRa,

- 1 go3sona 3a NPON3BOACTEO Ha AKTHEHM CYNCTAHUMHE KnacuuuHpany 8o auctire 1 1
l {kogenn, mopdmn, thomkoaun),

- 1GMP cepriudmkar 3a nponssoncreo va NeKoem,

= 3 I03BOJIH 38 MPOMIBOACTED Ha EKCTPAKTH 0/l KaHalue 3a MeHIMHEKH Loy,

- 3 MO3BOAM 33 NPOH3IBOMCTED W NPOMET Ha AKTHBHA cyncranumja Bo Xepbanua thopma
CYD LUBeT KaHabuc 3a MegHUMHCKH Lean,
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Bnaga na Peny6mixa Cenepua Mawegonmja

2 no3BonM 3a NPOMIBOACTRO na thapMalUeBTCKH 03HpaHH opMM WITO COAPIKAT
PKCTPAKTH OfL kapabue 3a MEJHLIMHCKH LEH,
3 GMP cepTudMKaTH 3a NPOHIBOJCTEC HA CYB LBET Of kanabMC 32 MEMIMHCKH WEH,

2 GMP ceprudMKaT 3a NPOM3BOACTRD Ha eKCTPaKTH Of, KaHabHC 3a MEJIMIMHCKH LEIN,
| pelerne 3a NPecTaHoK Ha BaJKEHe Ha I03B0NA 33 NPOH3BOACTHO HA NIEKOBM,

| pemeHHe 3a NPecTaHOK Ha BAAHOCT Ha 403BONA 33 NPOHIBOACTED HA eRCTPAKTH OfL
wanabinc,

56 pemeHnja 3a 103804 38 paiora Ha NPUBATHH IAPABCTEEHH YCTAHORM — ANTEKH,

3 pemeHnja 3a JO3BOE 33 paboTa Ha anTeKapcki CTAHHLK,

183 pewennja 3a npoMeHa Ha foAaToK BO AO3BORATA 34 pabora Ha NpUBATHH
3/|PABCTEEHH YCTAHORH — ANTEKH,

10 peleruja 3a AO3B0AA 33 pafoTa Ha CeLHjanH3npanH NPoJABHHLN,

29 pewenuja 3a HCNAATA HA NOAEHAHA aNTEKH,

7 penieHuja 3a Bplietbe NPOMET Ha FOMEMO €O IEKOBH 0 MELHLIMHCKH CpencTed,

5 pelenmja 3a BpLIEt:E NPOMET HA rOAEMO C0 JIEKOBH,

4 pemenuja 3a BplIeHHE JEjHOCT APOMET Ha FOJEMO CO MEJULIMHCKHN CTOMATOIOUIKH
CpeacTsa,

10 pewenmja 33 BPIICHE JEjHOCT MPOMET Ha roeMo Co MeqHIHHCKH CPeACTDa,

10 pewennja 3a NpoMeHa jia mojlaTok BO JI03BOAATA 34 pabora 33 BpUIEHE nejHOCT
NpOMET Ha FONIEMO CO NIeKOBH | MEeIHIMHCKH CPeCTBa,

10 peluenuja 3a NpecTaHok co paboTa HA NPUBATHH 3fpaBTBEHH YCTAHOBH - aNTeKH,

3 pewennja 3a NPecTaHoK co pafioTa Ha cnetnjanInpaii npofiaBHHLMN,

3 peuleHuja 3a NPeCTAHOK CO BPUIEILE AEjHOCT MPOMET Ha TojeMo to AeKOBH M
MEeHLMHCKH CPEACTEA,

5 peweHHja 3a 3anHpake Ha yNpaBHy MOCTANKH H

1472 w3BecTypama 3a NpoMena Ha CTPYuHHOT Kajap BO TIPHBATHH 3/paBcTBEHN

YCTAHOBH ~aNTEKH.
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CEKTOP 3A [IPABHM M OIIITH PABOTH, HHBOPMATHYKA NOAAPHIKA
H AIMUHHCTPATHBHO-TEXHMYKH PABOTH

Bo pamknre va Cextopor sa NpasHl B omuTH paborw, nudopmaTHuka MOAAPIIKA W
dAMHHHCTPATHEHO-TEXHHYKH paboTh ce OPIaHH3IHPaHK ABe OReeHuja:
. Oanenenwne 3a npacuu u omury PaboTH M AMHHHCTPATHEHO-TEXHHYKH pabotH
2. Opnenenne sa undopmaTiana oL pLKa,

1. Opnenenme 3a npaswm u onumrs PaboTH M ANMHHMCTPATHBHO-TEXHHKH |
paboTh

Bo 2021 ropuua so Oapenenvnero 3a npasuy u onmy pabotu u AfMHHHCTPATHRHO-
TEXHHYKH paboT ce nogroTeeny YNPABHO-NPaBHK{ KTH, H3MAJEHH MHCTEHE | objacHysana
38 HENDCPeAHA NPHMEHa Ha NPONHCHTe 0} ofiNacTa Ha NeKoBHTe 1 MEQHLUHHCKHTE CPeIcTea,
KAKO H ONOJHHTE APOTH H NCHXOTPONHK CYNCTAHLMM, Ce pazMenysaa HHGopMaLMH, MHCIeLa
H HCKYCTBA €O IPYTHTE OpPraHM Ha JpaBHaTa YNnpaea, ce nocTanysawe no npejMeTH Kou
BEAYUYBAAT NOCTANYBaHe N0 0fHOC Ma Jaknyyounte on Bnapara na PC Maxenonuja, ce
nocTanysawe no Daparka W NpeTcTaBKH NOAHECEHH Off DHIHYKKM W NpaBHM auua. Bo
AeNoKpyT Ha pabora wa Opuenennero ce paborure KoM ce ogHecysaaT Ha KaHLENapHCKoTO |
paboTese, NPHEeMOT, 3apeqyBaeTo AOCTABYBAHETO Ha JOKYMEHTHTE [0 JPYrHTe CEKTOPH
W oanenerdja o MAJIME]L, wcnpagamwero na ACKYMENTHTE A0 CTPaMKHTe, Kako W
NOCTanyBalLTO CO APXHBCKHOT 1 AOKYMEHTAPHHOT MaTepHjan.

Ce nocTanysame BO NPexkpoyHT MOCTANKH, KOW 3a38Ho oo thapMauesTcknTe
HHCNEKTOPH BO HIMMHTATHTE rofiMHK Hea nosegexn npes OcHOBHOT KpHBEHYeH cya - Cronje
MPOTHE CTOPHTENMTE Ha NPeKpWIONM Ha oppenbure on 3akoMoT 3a  JeKoBMTe M
MEAHUMHCKHTe cpepcrea. Mcro taka, ce nocranysame so CYACKHM CNOp MOBEAEH MpoTHE
MAJIMEN npen Ochosumor rpafancku cya so Cronje.

Hmajin ro npeasua ce noronemuor Bpoj na Gapawa nogHecenn og NpaBHUTE NKLE
KOH C& JAHHTEPECHPAHK 338 OTBOPAlLE Ha CONCTBEHHTE NPOM3BOAHK objerTH Bo CPEAHHH B
HOM CYWITE He e YypeneHa KOMYHamHaTa HHpacTpykTYpa, Gewe foxecen [paBmanuk 2a
INCHYEAbE M Aononysame wa_[lpasmammkor 3a  compiunara ma Gapamero,
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foKyMeHTauMjaTa 1 noBAMCKHTE YCAOBH N0 OAHOC HA NPOCTOPOT, onpemaTta M Kajapot 3a
jobusare ofobpenne 3a NPOU3BOACTEO HA nexopd [ Cayaben BeCHHE Ha PCM" 6p.265/21), co
KOj Ce OECHH HCNOAHYBAILETO HA YCIOBHTE BO OFHOC HA MPHKIYYYBaIbeTo Ha KOMYHA/THATA

uHGpacTpyKTYpa.

2. Oppenenne 3a HHOPMAaTHIKS nojpHKa

OppeneHueTo 3a unpopMaTHYKa NOAApUIKA € safoMUKEHD 38 CNpoBefyBate Hi
paboTHHTE LEnH W 3a/1a4H B obnacta Ha MAGOPMATHYKHTE TEXHONOTUH KOM Ce KOpPHCTAaT BO
MAJIME[L 1 npuoHecyBa MHOIY 34 rofeMyBatke Ha (PYHKUHOHATHOCTA | edhHKCAHOCTA HA
paborara no MAJ] ME]L.

Opa noapa3zbupa koHdurypupame 1 OAApAYBAILE HA KOMIJyTepCKaTa onpema Koja ja
uma MAJIMEJ], cexojanerHa NOAApIIKA HA ppafoTeHuTe MpH COOTYBARE co npobaeMy o
uHopMaTHYKa TIPHPOAA, nomom npu paborara co nporpaMuTe KOW TH KOPHCTAT
ppaboTeHuTe BO cekojaHesnaTa paboTa, KAKO M OJUPIKYBAIE HA NPOrPaMHTE H CHCTEMHTE
kou ru kopuern MAJTME]L

Bo 2021 roguua, OaneneHneTo 34 uHOpMATHIKA-TIO/UIPUIKA COOABETHO W KBaJIMTEHO
M HIBPLIVBALIE CBOMTE 3aauM KOH Ce OHECYBAAT HA:

— npocTapyearke, kondurypupaie M CEKOjIHEBHO OAKYBaAME HA KOMNjyTEpCKATA

MPEJKA M OTIPEMa BO TIPOCTOPHMHTE HA MAJME]L

—  CEKOjiHERHO DILIPAYBAILE HA CHETEM HTe KOW [H KOPHCTAT BpaboTeHHTe BO MAJME]:
1. cucremor: Hurerpupan pHhopMALUCKH  CHCTEM - TIRERY oBOj CHCTEM
eNEKTPOHCKH €@ MOJHECYBaaT of cTpaHa Ha HOCHTENHTE Ha opobpennja cure
Bapaiba NOBP3AHK CO NOCTANKHTE 3a IEKOBM,
2. cucremor: EXIM - eHOWANTEPCKH CHETEM 33 N03BOJIH 38 YBO3, H3BO3 H TPAHIHT
Hil CTOKM W TapriHH KBOTH,
3 cucremor: LlesTpanen perucTap Ha JeKoBH, BUPTYE/IeH MATaliii 1 arperaTop 3a
cofUpae Ha HajHUCKH LeHK,
oppHKYBaLe Ha ped cTpanaTa Ha MANMMEIL u
5. CexojiHeBHa KOPMCHHUKA MOAApUIka WA HAABOPELIHH KOPHCHWLM KOM TH
KOPHCTAT  FOPECNOMEHATHTE cucTemM  (coBeTyBame Ha  HaaBOpel HUTE
KOPMCHHLM, OTCTpaHyBame Ha npobiemuTe  BO CHCTEMMTE  KOM ce  BO

[

HALIEKHOCT HA OJIENEHAETO 34 urchopmaTHUKA NOAAPIIKA, HTH).
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JABHH HABABKH

CPEJICTBA 3A 2021 TOJIMHA

Bo 2021 roguna cnposegenn ce 11 NOCTankH 3a jasHu HabapkW, o Kou
Habapku ce peannsnpann yeneuto, nojiexa enxa nabaska bewe nonnmrena,

PEATTM3MPAHM JABHU HABABKH HA AEHLIMJA 3A JIEKOEM 1 MEJHUWHCKH

Peanuanpann jasuu nabapiu o texor na 2021 rogmma ce cnegumure:

10 japun

Bpeanoct Ha
ECJH 6p. na | lpeamer wa goropopor 3a jasia | JlaTtvm Ha il e Buj na
orsac Habaska AOTOBOPOT s e NOCTanka
0B
(nenapn)
1 2 | 4 | s 6
L KJIACA 1. NOTOBOPH 3A JABHH HABABKH HA CTOKH
Habaska na propo-
renepauuckd THH wuxuburopn
02212/2021 | 3a notpebure va nauneHTHTE 10052021 | 11,383,680.00 | Orsopena
1005.2021 | 814590252 | nocranka
npu |3Y ¥Yuusepanwrercra
Kannnka 3a Xematonorja
Haﬁaﬁxa. HCTIOPaKA H MONTAHKS : R
Ha Mefien U flenonn o meben 1a
04353/2021 | notpebure :a Arenu:iara 3a DAL i Moeanocranen
10052021 | 259,927.00 |
MEKOBH H MEIHLHHCKH
cpeacrea
= Habaska na MPHHE;H MOTOPRHH ) - .
07297/2021 | Bosuna co GesroTosHHCKD 25052021 | 1,200,000.00 | Moegnocrasen
| ninakarme Ha DEHIMHCKH MyMnH I |

3%



Liea |

15343,/2021 | ToHepn 3a NPUATEPH 21.09.2021 lﬂ&.ﬁ?ﬂ.ﬂﬂ-l Mana npeuﬂuﬂi ._]
H

ST | s B RCTRE g 12102021 | 94500000 [Iﬂeuﬂucmﬁenl on

k- emioperEEa SERR e

K

i | MU TITIORAR 16122021 | 23686600 | Mana speanoct
MarTepHjan i
NHTHEHCKH NOTPOWEH 02.02.2022 130,980.00

21857/2021 Mana o

/ | marepujan 02022022 | 3488080 eREH
I [IACA 11 IOFOBOPH 3A JABHU HABABKM HA YCIVTH
27.04.2021 22,462.00
05515/2021 | OcHrypHTenHH yeayri 29.04.2021 109,377.00 | Mana upep,unq
29.04.2021 67,650.00 |

Yenyru 3a MmobniHa
renedonuja, urena

07931/2021 | renedonnja W HHTEPHET 26062021 | 2.124,000.00 MoegHOCTABEH]
KOHEKWH}a 3a nepuog of 2

- FOfHHA )

[peseHTHBHO OAPIKYBAKE H
XOCTH n

15351/2021 MR TOCIORSE 15102021 | 330400000 | Toemsocrasens
unTerpupad wHGopMaHCEl
CHCTEM

A
OCTAHATH AKTHBHOCTH BO 2021 T'OJIHHA

1. OppyBame Ha CHCTEMOT 33 KBAIWTET

a5 EKOBH M MERHITHHCKH CPeCTRa.

saenHars donaep 3a nopobpa AOCTANHOCT HA CHTE ppaloTeHn.

obesfenypame Ha AosepbaTa Ha HAtIMTE KIHEHTH,
CTpPaHM BO 3/IPABCTBEHMOT CEKTOP, JrONeMYBaILE

HA ATEHLIMJATA 3A JIEKOBH H MEJMUIMHCKH CPEJICTBA

THMOT 33 KBAIHTET [0 COUHHYBAAT AN O1L ppaboTennTe Bo CexkTopOT 32 uHdhopMaLHi

Cure npoueaypH W J0KYMeHTH BO DAMKH HA CHCTEMOT 38 KBAJIHTET CE ofijapetn BO

lenra wa MAJIME]] e npeky BOCMOCTABYBaLE Ha OfPHUIHE CHCTEM 13 KBaAHTET
ppalOoTeHH KaKo W CHTE APYTH 3acerHaTH
Ha edyMKACHOCTA HA MANIME]L noroaema

TPAHCNAPEHTHOCT BO paboTemneTo, yHubHuHpathe Ha NOCTANKHTE COFJAcHO

salaleHuTe
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FAKOHCKHM POEKOBH, MEH-EI;I,IHPEI}!-E H& PH3IHLMTE, ﬂ.ﬂ-iiHHjJHl-bE Ha TROWOUMT: o CO3MaBaMe Ha
NOKPATOK UHKAYC Ha H3BPLWYBaHE Ha aKTHEHOCTHTE npeky edmkacka ynorpefia Ha PECYDCH,
nogobpexn, gocaenHu W n PEABHAMHBH De3yNTaTH, Kako W nogobpo Menaym pamse o
HOBEMKHTE PECYPCH M HHBHA KOHTHHYHpaHa eayKalHja.

Japagu Koeua nanaemujara PEAOBHATA NpoBepKa Ha cTanfapaoT Gewe ognomena 3a |
anpun 2021 roauua,

2. CHcTeM Ha MeHayMpame Ha poxkymentH (Document Management System, T.e.
JAMC) na MAJIME]]

Bo despyapu 2021 roguna, MAJIME]] CHAYYH ROrOBOP CO HAJIBOPENIH onepaTop 1a
PeaM3aLMja HA JONOAHHTEIHH MOy IR
+ Opaenexue 3a xymanu NEKOBH,
* Opnenenne 3a MeaMuMHCKH CpeacTsa,
* Mopayn 2a notpoyeayka Ha TekoRH Ha rOAHIHO HHEO H H3BCINTaH,
» Opnenesne 3a dhapMakoeKOHOMCKH 1 thapmakoenugemMmmuonomKy MHCIEHE,
= Pasnoj va cepauc(u) 2a KOMYHHKALM]A €O NOCTOSUKHOT PErHCTep Ha NEKOBM,
* Oppenesme 3a MHCeKUMCKK Hanzop of obnacta ma gexopmTe M MEIHUHHCKHTE
CpeficTRa M
» Dunenende sa nHUeHLH Pate.

Konuentor ma cure gononuurennsu MOAYAH € 33 noeMKacHD, NoKBANHTETHO W
Henpeteno paGorewe wa MAJIME]L Cextopor 3a mndopmaumn sa TEKOBH H MEIHLHHCKH |
CpeacTea Bo KoopaHHaUHja co Opaenennero 3a HHpOPMaTHYKA NOAPWKa ce OArOBOPHM 34
KOHUENTHPaKE, KOOPAHHHPAE, CEehe 40 HMILIEM EHTALMH]a HAa MOAYVARTE,

3. 3akon 3a nekosu u MEHUHHCKH CpejcTRa

Bo anpun 2021 ce waroTem npepnor Ha HoB 3akoH 33 NeKOBMTe O/l CTpaHa Ha
paborHara rpyna koja ja COMMHYBaa npercrasHuuM og MAJIME]L, Muncrepresoro aa
IApapcTo, excneprd of PapMayueBsTCKHOT hakyaTer kako W og Hucturyror aa
MPEAKNHHKYKA M KNHHHYKS thapMakonormja. [lpu ceojara paGora opaa Fpyria r'u 3emame po
MPEABNA M NPEANOIHTE AOCTABEHN Of CTPaHa Ha PA3IHYHK 3acernaTd crpann. Opoj Mpegnor
JAKOH € QOCTAaReH Bo MHHHETE'F[‘TBGTCI 28 3APAaECTEO 33 MonHaTa MOIOHE MOCTanKa,

4. Mefynapogua copaborka sa 2021 rojiHHa

Mefynapognata copaborka e uMmnepatue va MAJIME]l Gupejkn ymre co camoro
thopmuparme MAJIMEJ] 3anouna co HHTEHIHBHA KOMYHHKaLM}a CO areqiuumTe 3a NeKoBH |
MEANLMHCKH CPEACTRA 0ff pernoHoT ¥ Espona co uen paimesa ma HCKYCTBa, egykaumja 1
3A0BHBaE Ha NAPTHEDH BO HEjSHHHOT Pa3Boj M HANpefoK.

Peanuaupanm axtuenocry;
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4.1.

4.2.

4.3.

MAJIME]] npeky cBojoT MpeTcTaBHHE ARTHEHO YYECTDYBAINE HA JBE online ceHHILH
Ha Fcrneprcrara KoMHCH|a 33 knacuukaumnja Ha NEKOBHTE criopes HaYHHOT Ha
WigaBaibe woja paboTy Npu EBponcKHOT ANPEKTOpaT 3a kpanuTer Ha nexosy (CoBer
na Espona) Crpa3byp, Ppanumia.

Bo paMKHTE Ha MIIA co Espornckara areHuM]a 3a NEKOBH BO TEK HA 2021 roguHa ce
peannIMpHHN nopeke obyKH BO KOH YHecTByBad ppaboTenu O MAJIMEL. Tue obyru
fea roneMm NPHACHEC BO 3ajaKyBatLeTo Ha wanaunTeTHt na MAJIME]L a ce opHecyBad
Ha CneaHHTE TEMM:

PH3HK MEHAUMENT niaH - TeopHja W NpaKca (Risk Management Plans: Theory and

Practice,

CnposeyBame Ha [MIT Mucnexuumja, NpMKa3 Ha cnydaj (Carrying out a GMP
inspection; case study),

Epanyaunja Ha AoCHE 3a HOB JIEK, npHKa3 Ha cayuaj (Evaluation of a dossier: new
product - case study),

Bawuwsy 3a KOBHI 19, apTOpU3ALMiA W BUTHNAHLA (Covid-19 vaccines: authorisation,

use and vigilance),
[loBpo eTabanpana ynorpeta (Well established use),

Gopha npoTHs aHTHMHKpODHATA pe3MCTEHLM]a (The fight against AntiMicrobial
Resistance),

CnpoBefypatbe Ha GCP nucnexuMja - NpaKas Ha cayuaj (Carrying out a GCP inspection
- Case study),

Cnposejyeate Ha uHCneKiHja 38 hapMaKoBATHAAHLA - npUKas Ha cay4aj (Carrying
out a Pharmacovigilance Inspection).

MAJIME]L wma MOTIMIAHD AOrOBOR 33 copaborka co Uppsala Monitoring Centre
(VML) - rnobanta enexTpoHCcKa faza HA NOAATOLM 38 HeCAKAHH peaKkiHH Ha JeKoBH
na CpeTcKaTa 3ipascToeHa opraHu3alpja co cepgumTe Bo llBeacka.

Bo nepuojoT centempu-nexemspn 2021 rofMHA, NOA MOKPOBHTENCTBO HA YMILL Gea
OPraHNINPaHN OCYM anline ofykn of pa3nuiiA cermenTH Ha dapMaKopHIiaan uaTa
WA Koja y4ecTBYBaa ppaboTennTe Of OAMENEHHETO ja  (hapMaKoBHrHIaHLE W |
MATEPHOBHIHNAHUA Of MAJIMEI, Eaywxatopu Gea excmepth o noneto Ha
papMmaKoBHrHAAHLE TPH 30, a yd4ecTBypaa fulla Kon CE ppaborenn BO
HaumoHanHATE LBEHTPH BO nopeke of apaecer JeMjH O CHTE KOHTHHEHTH.
BpaboTenuTe BO OppeneHueTo 3a thapMaKoBHIHAAHLA M MATEPHOBHIHIAHLA NPH
MAJIME]] ce cTekiaa co HOBH 3Haeka i BEITHHH KaKo H C/eIHATE cepTHdHEaTH
Bopes B0 hapMakoBHIHIAHLE {Introduction to pharmamuigilanceh

VayicyBaIbe 3a BAKHOCTa Ha (apMaKOBUTHABNELS = pamata paGora (Communicating |

41




1 f
_Il .
| it
! *.:h"- L, <Al
| -, T
Ryl "._:::'
s | A
T o

e . — e

Bnaga wa PenyGamea Cenepua Maxegonsnja

the importance of PV and your work),
- Cobupame sucokoksannTeTHy NpHjaEY 38 Hecakanu peakipn (Collectin « high quality
ADR reports),
- ¥Ynpapypawe co cHCTeMOT Ha thapmakoruriIanua 1 TepMUHONOrMY {(PV management
systems and terminologies),
- Obyka 3a oTkpueame 1 npoueska Ha chrHan (Signal detection and assessment course) |
- Kopucremwe ua Vigiflow fiasara (Vi giflow use),
- Ropucrene na Vigilyze 6asara (Vigilyze use) u
- OvkpuBame Ha cHrHan W n POUEHKA Ha KaylanHocTalnoBpsadoct) so npakca (Signal
detection and causality assessment in practice), |

44.  MAJIME] yuectaypawe w na sefuHap opranmanpan o C30 3a IanaguuTe DanKaHCcKK
IEMJH, HA TeMa: «lpouenka na JAPABCTREHHTE TEXHONOTHH® Co Len paluoHaneH
NPHCTAN H TPOWew:e Ha 3|paBCTREHHOT AEHAP H OBO3MOMKYBAME Ha AOCTAMHOCT Ha
WHOBATHBHM NIEKOBH 38 Hacenenneo, [logobpysaie na JAPABCTBEHHTE MHMKATOPY
34 PETHOHOT WTO JOBEAYEA A0 AONTOBEYHOCT, MPOAYKTHBHOCT Ha paboTHaTta cuna
EKOHOMCKH PacT.

4.5. MAJIME]] pegosso YHECTBYBaie Ha neGunapuTe opranusapuum o crpasa C30 xom |
€ OAHECYBAa Ha NaHieMujaTa a ce ofHecynaa Ha HIPABTCBEHHOT, COUMjanHKOT | |
CROHOMCKHOT acneKT IITo Taa 1o HMalle BP3 HaceeHHeTo,

Vi

PHHAHCHCKA COCTOJBA HA ATEHLIMJATA 3A JIEKOBH M
MEJIHIMHCKH CPEJICTBA

DHHAHCHCKH M3BEIITA]

Bo rtexor wa 2021 roguma eo ¢/leH HappaT Dewe chnposenena NpeHaMeHa Ha cpefcrea

COracHo oOBPCKMTE M KoHeuHO ofaofipenuoT hUHAHCHCRH nian 3a 2021 roguna, a pacxogm

peannnpatn so 2021 roguna ce npukamany Bo cregnata Tabena. Bo rexor ua 2021 roguua

MMalle ABe MpeHaMeHn Ha cmeTkata 190016239160317 nopagu nomanky ogobpes Gyuer 3a |
NMAaTH of noTpebuoTo.

Bynercra cmerra 190016239163114
[ CraBka Gyyer 3a 2021 [Mnan Peanusmpano

420 | TNaruu u gnesnn PECXOH 4.600.000,00 4.600.000,00 123.150,00.

421 | Komynammu yenyru rpeesse 4.000.000,00 | 400000000 | 202783600
TPAHCMOPT

423 Marepujanu u curen wisentap | 20.000.000,00 20.000.000,00 ] 17.010.420,00 | |
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424 | TlonpaBKa ¥ TEKOBRO 1000000000 | 10.000.000,00 | 263346400
OfpIKYBARE
425 | JlorosopHH yenyri 29.000.000,00 | 29.000.000,00 24.631.924,00
426 | Jlpyru TEKOBHH PAacXoiu 6.000,000,00 | 600000000 1.536.260,00
464 | Pasum tpancepu 2.200.000,00 | 2.200.000.00 30.000,00
sy | FYEVERILE M OTDERIE 300000000 117666500 | 107166500
MALITHHK
481 | papesknn objerTy 1.407.383.,00 462.961,00 112.961,00 |
483 | Kynysame Ha meben 1.092.617 00 1.092.617,00 567617
] st nedHHAHCHCKM | 1500000000 | 1200000000 | 4.074.05600
CpeAcTea
Brynuo 92.300.000,00 | 90.532.243.00 54.819.363,00 |
CamodhuHaHCHPaKa CMETKE 190016239178714
Craska Byyer 3a 2021 nan Peannaupano
420 | MaThy n (HEBHHA PacXofu 1.200.000,00 1.100.000,00 0,00
421 | KoMyHanuu yCayrH rpeete u 300.000,00 275.000,00 2533,00
TPaHCIIOPT
423 | MaTepujasiu M CHTEH HHBEHTAD 300.000,00 275.000,00 44.242 .00
424 | Tonpamia HTeoREc 50000000 | 455.000,00 0,00
DAPIKYBRILE
425 | [loropopHy ycayrH 1.000.000,00 910.000,00 270.600,00
426 | Jipyr TEKOBHM PACXOAH 300.000,00 275.000,00 164.850,00
464 | Pasnwm TpancdepH A00,000,00 600.000,00 0,00
480 | Kynyname Ha onpeMa H 5,000.00000 | 1800, 000,00 0,00
MALIHHK
485 | Broscypara ¥ HehHHAHCHCKH 500000000 | 1.800.000,00 0,00
CPecTEd
Brynuo 8.200.000,00 | 7.400.000,00 482.225,00 |
Byyercra CmeTKa 190016239160317
Crapka Byyer 3a 2021 Tnan PeanM3npaHo
401 | OcHOBHA NIATO 17.330.100,00 17.330.082,00 17.330.082,00
402 | Tpngouecs 3a COLAARIS 674490000 | 672283300 | 672283300
OCHTYPYBAHE
404 | HapomecToln 460.000,00 387.000,00 387.000,00
426 | Npyrk TEKOBHA PAcxoiH 100,000,00 100.000,00 1.025,00
BrynHo 24.,635,000,00 24539 915,00 24,440 940,00
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RAPORTI VIETOR PER PUN EN E AGJENCISE
S BARNAVE DHE PAJISJEVE
MJEKESORE PER VITIN 2021

HAC/I0B HA HHOOPMALHIA n COAPAMMHA: TITULLTT INFORMACIONIT dhe PERMBAJTJA:

RAPORTI VIETOR MBI PUNEN E
AGJENCIONIT TE BARNAVE DHE PRODUKTEVE MJEKESORE

PER VITIN 2021
HYRJE

Agjencioni pér Barnat dhe Pajisjet Mjekésore (né tekstin e métejmi: MALM ED) éshté organ i
pavarur i administratés chtetérore dhe 8shté pérgjegjés per kryerjen e punéve
administrative dhe profesionale pér barnat dhe pajisjet mjekésore. Né krye té MALMED-it
emérohet drejtor nga Qeveria e Republikés sé Magedonise, i cili éshté pérgiegiés per
kryerjen ligjore, profesionale dhe efikase t& punéve gé jané né kompetencé té MALMED.
Drejtori i MALMED-it ka njé zévendés té eméruar nga Qeveria e Republikés sé Magedonisé
sit Veriut

MALMED e mbéshtet punén e tij né disa akte ligjore dhe nénligjore qé dalin prej tyre, si mé
poshti:

- Ligji pér barnat dhe mjetet mjekésore ("Gazeta zyrtare € Republikés sé Magedonisé” nr.
| 106/07, 88/10, 36/11, 53/11, 136/11, 11/12, 147/13, 164/13. , 27/14, 43/14, 88,15, 154/15, 228/15,
7/16, 53/16, 83/18, 113/18 dhe 245/18 dhe *Gazeta zyrtare e Republikés sé Magedonisé s
Verlut "Nr. 28/21 dhe 122/21),

- Ligji pér kontrollin e drogave narkotike dhe substancave psikotrope ("Gazeta Zyrtare ¢
Republikés sé Magedonisé” nr. 103/08, 124,10, 164/13, 149/15, 37/16, 53/16 dhe 193/17) dhe

- Ligji pér kujdesin chandetiésor ("Gazeta zyrtare e Republikés sé Magedonisé™, nr. 4312,
145/12, 87/13, 164/13, 39/14, 43/14, 132/14, 188/14. , 10/15, 61/15, 154/15, 192/15, 17/16, 37/16,
20/19 dhe "Gazeta zyrtare € Republikés sé Magedonisé sé Veriut® nr. 10119, 153/19, 180 /19,
275 /19,77/21,122/21 dhe 178/21).

Akti bazé juridik sipas té cilit funksionon MALMED gshté Ligji pér Barnat dhe
Pajisiet Mjekiésore. Nga ky ligj rregullohen barnat dhe pajisiet medicinale pér pérdorim né
mijekésiné njerézore, kushtet dhe ményrén e sigurimit vé cilesise, sigurisé dhe efikasitetit té
tyre, ményrén dhe procedurat e prodhimit, ekzaminimit, vendosjes né treg, tregtimin,
gmimin, kontrollin e cilasise, , reklamimi dhe inspektimi.
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Kompetencat e MALMED ialné:

1) dhénien e lejeve pér prodhimin e barnave

2} dhénien e lejeve pér prodhimin e pajisjeve mjekésore;

3} dhénien e lejeve pér tregti me shumicé me barna dhe pajisje mjekésore;

4) dhénien e miratimeve pér tregti me pakicé me barna dhe pajisje mjekésore:

4-a) léshimi i njé autorizimi tregtimi pér ¢do grup medikamentesh tés
importuara;

5] dhénien e lejeve pér vendosjen e barnave né treg, si dhe ndryshimin,
plotésimin ose vazhdimin e miratimit:

6) miratimin pér reklamim té barnave dhe pajisjeve mjekésore:

7) mbajtja e regjistrit té barnave, Regjistrit t¢ barnave tradicionale bimore,
Regjistrit t& barnave homeopatike, Regjistrit té produkteve kufitare dhe Regijistrit t& |
mjeteve mjekésore nié Republikén e Magedonisé:

8) mbajtjen e regjistrit té prodhuesve té barnave dhe Regjistrin e prodhuesve
té mjeteve mjekésore né Republikén e Magedonisé:

9) mbaijtjen e regjistrit té subjekteve pér tregti me shumicé dhe Regjistrin e
subjekteve pér tregti me pakicé me barna dhe mjete mjekésore né Republikén e
Magedoniseé; .

10) léshimin e miratimeve dhe/ose njoftimeve pér provat klinike t¢ barnave
10-a) mbaijtja e regjistrit pér provat klinike;

11) 1éshimi i miratimeve dhe/ose njoftimeve pér provat klinike ta pajisieve mjekésore:

I1-a) vlerésimi i pérfitimit te pritshém né lidhje me rrezikun e mundshém pér
shéndetin e té anketuarve (dokument pér vierésimin e dokumentacionit paraklinik
dhe klinik me vlerésimin e raportit pérfitim-rrezik) pér ilagin qé éshté subjekt klinik, |

£1yq

2] dhénien e lejeve pér import, pér import paralel dhe PEr nevoja pér eksport té
barnave:;

3) léshimin e certifikatave ré pajtueshmérisé me parimet e praktikés sé miré;

e —
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4) léshimin e certifikatave pér nevojat pér eksport t¢ barnave dhe pajisjeve
mijekésore;

5) klasifikimi i produkteve si barna ose pajisje mjekésore;

6} themelimi dhe mirémbajtja e sistemit per farmakovigjilencé  dhe
materialovigjilencé

16-a) pérgatitja e raportit vietor pér reaksionet e padéshiruara té raportuara ndaj
barnave né Republikén e Magedonisé;

7) krijimin dhe mbajtjen e bazés sé té dhénave né pajtim me dispozitat e kétij ligi:
8) inspektimi i barnave dhe pajisjeve mjekésore;
9) inspektimin e subjekteve pér prodhim, tregti me shumicé dhe pakic;

10) aktivitetet pér sigurimin e kontrollit té cilésisé s& barnave dhe pajisjeve
mijekésore;

11) zbaton masa pér monitorimin e konsumit té barnave;
12) promovon pérdorimin racional té barnave dhe pajisjeve mijekésore;

13) integrimi né rrjetin ndérkombétar té informacionit per barnat dhe pajisjet
mijekésore;

23-a) analizon dhe vleréson siguringé dhe efektet anésore mbi subjektet né provat
klinike;

23-b) kryen mbikégyrie inspektuese mbi provat klinike, efektet anésore
dhe mosfunksionimi i drogés;
23-¢) analizon dhe vleréson t& dhénat farmakoekonomike né lidhje me barnat;

23-d) kryen proceduré urgjente pér térhegjen nga garkullimi té nje ilaci dhe pajisjeje
mjekésore té gatshme;

23-¢) planifikon dhe shaton veprimtari ng fushén e kontrollit cisternatik té barnave;

23-f) pérgatit dhe boton botime profesionale gé lidhen me kompetencat e Agjencisé
dhe

14) kryen puné té tjera lidhur me barnat dhe pajisjet mijekésore ni pajtim me kete lig).
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Pérmbatja e Agjencionit :

AKTIVITETET E REALIZUARA E AGJENCISE PER BARNA DHE PRODUKTE |
MIEKESORE PER VITIN 2021
SEKTORI I VLERESIMIT TE DOKUMENTACIONIT DHE TREGTIMIT TE BARNAVE DHE
PRODUKTEVE MJEKESORE

L. Departamenti i Mjekésisé Humane

AKTIVITETET E REALIZUARA
E AGJENCISE PER BARNA DHE PRODUKTE MJEKESORE PER VITIN 2021
SEKTORI | VLERESIMIT TE DOKUMENTACIONIT DHE TREGTIMIT TE BARNAVE DHE
PRODUKTEVE MJEKESORE

L Departamenti i Mjekésisé Humane

L1 Procedurat pér marrjen e miratimit, rinovimin d he ndryshimin e miratimit pér vendosjen
né treg té njé produkti medicinal Sipas kompetencave ligjore té pércaktuara, MALMED eshté |
perglegiés pér dhénien e miratimeve pér vendosjen né treg té barnave, si dhe ndryshimin
(ndryshimin), plotésimin ose rinovimin @ miratimit.

L1. Procedurat pér marrjen e miratimit, rinovimin dhe ndryshimin e miratimit pér vendosjen
né treg té njé produkti medicinal Sipas kompetencave ligjore té pércaktuara, MALMED éshts
pergiegiés pér dhénien e miratimeve pér vendosjen né treg té barnave, si dhe ndryshimin
(ndryshimin), plotésimin ose rinovimin e miratimit.

Gjaté vitit 2021 jané dorézuar giithsej 671 aplikime, si vijon: 362 aplikime pér marrjen e
autorizimit pér marketing, 191 aplikime pér rinovim té autorizimit tregtar, 2 kérkesa pir
peérmirésim té dokumentacionit dhe 116 kérkesa pér transferim miratimi (grafiku nr.1).

Gjaté vitit 2021 jané dhéne giithsej 457 aprovime pér vendosjen e njé produkti medicinal ng
treg, pérkatésisht 313 miratime PEr marrjen e autorizimit pér shitje, 176 miratime pér
rinovim té autorizimit pér vendosjen e njé produkti medicinal né treg ta dokumentacionit
tashmé té pérmirésuar, 8. miratimet pér pérmirésimin e dokumentacionit PEr vendosjen né
treg té njé bari dhe 101 miratimet pér transferim (grafiku nr, 2),
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Grafikanr. 1

1.2. Jané mbajtur mbledhjet e Komisionit pér Produkte Medicinale pér Pérdorim Njerézor dhe
jané shqyrtuar kérkesat

Gjaté vitit 2021, jané mbajtur 12 seanca té Komisionit pér Barna per pardorim Njerézor dhe
jané shaqyrtuar giithsej 650 kérkesa (620 kérkesa té aplikuara né sistemnin elektronik dhe 30
kérkesa né versionin shtypur), ku jang nxjerré 313 vendime pér marrjen e miratimit.
vendosja né treg e njé bari (regjistrimi pér heré té paré), 176 vendime pér rinovim miratimi
dhe & vendime pér pérmirésimin e dokumentacionit.
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Grafika nr. 2
1.3. Variacionet

Giaté vitit 2021 jané dorézuar giithsej 2424 aplikime pér miratimin e ndryshimeve na

ndryshimin e dokumentacionit ta ilacit

autorizimet e marketingut (variacionet) dhe jané dhéné giithsej 2393 miratime pér

té pérfunduar (Grafiku nr. 1 dhe grafiku nr, 2). .

- Jané dorézuar 116 kitrkesa pér bartjen e mira

timit dhe jané miratuar gjithsej 101

kérkesa pér bartje t& miratimit (Grafiku nr, 1),
- Jané lishuar 207 miratime pér regjistrim ni Regjistrin e Produkteve Kufitare,

- Jané léshuar 216 njoftime pér klasifikimin e produkteve,

Té gjitha aktivitetet dhe té dhénat e kryera né kéto procedura plotésohen dhe pérditésohen
rregullisht né bazén e duhur té té dhénave té barnave,
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Grafika nr. 3 (Dallimi prej vitit 2020 dhe 2021 )

Né Grafikun nr. 3, éshté beré krahasimi i autorizimeve té léshuara té marketingut pér njé
barné, si dhe variacionet né vitin 2020 krahasuar me vitin 2021, ku njé ndryshim statistikisht
i réndésishém vitrehet né autorizimet e léshuara té marketingut (regjistrimi pér her té paré)
né vitin 2020 (116 vendime] krahasuar me vitin 2021 (313 vendime), si dhe numri i
pérgjithshém i vendimeve té nxjerra pér vendosjen e njé bari né treg,

L4, Procedurat pér marrjen e miratimit pér kryerjen e njé prove klinike ose raportimin e
ndryshimeve né njé prové klinike té miratuar, Né bazé t& nenit 5 té Ligjit pér Barnat dhe
Pajisjet Mjekésore, MALMED éshté pérgjegjés per léshimin e miratimeve pér fillimin
dhe/ose njoftimet pér provat klinike té barnave, administrimin né regjistrin pér provat
klinike, 1éshimin e miratimeve dhe/ose njoftimeve pér provat klinike té pajisjeve mjekésore,
kryerjen e analizave dhe vlerésimit té sigurisé dhe efekteve anbsore te subjektet né provat
klinike dhe kryerjen e mbikéqyrjes inspektuese mbi provat klinike, efektet anésore dhe
mosfunksionimin e drogave. i

Gjaté vitit 2021 jané mbajtur 12 seanca té Komisionit per Provat Klinike té Barnave 1
dhe Pajisjeve Mjekésore, né té cilat jani shqyrtuar gjithsej 266 raste, raporte pér provat
klinike dhe raporte t8 ngjarjeve té padéshiruara té ndodhura gjaté njé studimi klinik té
miratuar, Objekt i shgyrtimit té Komisionit ishte miratimiils kérkesave pér fillimin e njé
prove klinike dhe 25 kérkesave pér miratim pér kryerjen e studimeve té bivekuivalencés.

]
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NE bazé té nenit 62 té Ligjit pér Barnat dhe Pajisiet Mjekésore, Komisioni pér
Vlerésimin e kushteve pér praktike té miré klinike gjaté vitit 2021 ka béré 8 mbikiqyrie pér
studime klinike té miratuara, pér 5 studime né vazhdim dhe pér 3 studime klinike t&
pérfunduara, 2 mbikéqyrje pér marrjen e autorizimit. pér kryerjen e provave klinike na
qendrat e ISHP-s&, si dhe 1 inspektim pér zhvendosjen e Organizatés Kontraktuese té
Kérkimeve (CR0).

L.5. Komisioni i Etikés pér ekzaminimet klini ke dhe té tjera né lidhje me barnat dhe
pajisjet mjekésore

Gjaté vitit 2021 jané mbajtur 14 seanca té Komisionit té Etikés pér ekzaminime
klinike dhe ekzaminime t& tiera lidhur me barnat dhe pajisjet mjekésore dhe gjithsej 303
kérkesa pér miratimin e studimeve klinike, kérkesat pér bioekuivalencs, raportimin e
ndryshimeve dhe raportimin e ngjarjeve té padéshiruara q¢ kané ndodhur giaté kryerja e
provave klinike.

1. Departamenti i Pajisjeve Mjekésore

Departamenti i Pajisjeve Mjekésore i ushtron kompetencat e tij ne pérputhje me
Kreun 4 té Ligjit pér Barnat dhe Pajisjet Mijekésore.

Legjislacioni pér pajisjet mjekésore dshts plotésisht | harmonizuar me Direktivat e
BE-sé pér regjistrimin e pajisjeve mijekésore né regjistrin e pajisjeve mijekésore dhe garanton
kushtet e pérgjithshme dhe té vecanta per siguring, cilésing dhe efikasitetin e pajisjeve
mjekésore,

Nijésia vleréson dokumentacionin pér regjistrimin e pajisjeve mjekésore nié regjistér
né bazé té dokumentacionit té certifikuar nga prodhuesi, organet evropiane té njoftimit,
institucionet kompetente dhe agjencité ky ajo pajisje mjekésore dshté nis treg.

T& gjitha pajisjet mjekésore né treg néé Republikén e Magedonisé kane shenjén CE pér
cilési dhe konformitet ne pérputhje me direktivat evropiane,

Eshté duke u pérgatitur njé ligj i ri pér pajisjet mijekésore, i ndaré nga Ligji pér barnat,
i cili do t& inkorporojé disa nga direktivat e reja té BE-sé, té harmonizuara me legjislacionin
vendas.

Né fazén pérfundimtare éshté edhe sistemi elektronik DMS pér dorézimin dhe
miratimin e dokumentacionit pér regjistrimin (regjistrimin) e pajisjeve mjekésore né
regiistrin e pajisjeve mjekésore té disponueshme né RSM,

Né periudhén prej 01.01.2021 deri ma 31.12.2021 jané dorézuar dhe miratuar dorazi
giithsej 955 kérkesa (619 miratime PEr regjistrim né regjistrin e pajisjeve mijekésore dhe 289
miratime pér ndryshime dhe 47 vendime pér ndérprerje té procedurave me kérkess te
paraqitésit ose pér plotésimin e dokumentit X

2.1. Léshohen autorizimet pér import té barnave dhe pajisjieve mjekésore (EXIM),

Né pérputhje me kompetencat qé dalin nga Ligji pér Barnat dhe Pajisjet Mjekésore dhe
Vendimi pér Shpérndarjen e Mallrave, té cilat j referohen import/eksportit té barnave dhe
pajisjeve mjekésore, né vitin 2021 ka njé rritje té numrit, veganérisht né fushén e Im porti i
pajisjeve mjekésore, MALMED ka nxjerré né total: (Tabela 1).

— —
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Tabela 1

|_I.e}et e importit té léshuara ngaperiud
31.12.2021

ha 01.01.2021 deri Lejet e importit té léshuara
nga periudha 01.01.2021

deri 31.12.2021
Barnat (1040) 3785 Barnat (I040) 3785
Pajisjet Mjekésore (1041) 6386 Pajisiet Mijekésore (1041)
6386

Il

1. Departamenti | Opinionit Farmakoekonomik dhe Farmakoepidemiologjik

1.1. Konsumi i drogés pér vitin 2021

Ka perfunduar ngritja e njé sistemi pér monitorimin e konsumit té barnave me

mbishtetje IT né MALMED, ai pérmban té gjitha té dhénat né pérputhje me

rekomandimet e Organizatés Botérore te Shindetésisé pér monitorimin e pérdorimit té

barnave dhe do té monitorojé stoget & barnave, Ky sistem do t& mundésojé gjenerimin e té

dhénave pér pérdorimin e tyre q& do té jené relevante pér zbatimin e analizave

farmakoekonomike dhe farmakoepidemiologjike, nxitjen e pérdorimit racional dhe

pérshkrimin e barnave, planifikimin & fondeve pér barna, parandalimin e mungeses sé

barnave né tregun farmaceutik. sigurisht gé duhet té rezultojé né disponueshméri mé t&

miré té tyre né té giitha nivelet e kujdesit shéndetésor dhe promovimit té shéndetit

publik.
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pér Barnat dhe Pajisjet Mjekésore.

Lista e vaksinave dhe imunoglobulinave me prodhues

.2 Serité e miratuara pér léshimin e vaksinave dhe imy noglobulinave pér vitin 2020,

Gjaté vitit 2021. MALMED ka léshuar njé miratim pér vendosjen né treg té cdo serie té

vaksinave dhe imunoglobulinave té importuara (114 seri gjithsej), né pérputhje me Ligjin

dhe numér té serisé q¢ kané marré
miratimin pér léshimin e serisé nga MALMED pér vitin 2021

NR. | Emrii preparatit Numri serik Prodhuesi |
| AIMAFIX/ AMMADHEC 500 REDRION Bolognana S.p.A,
' IE 611941 Galacino, [tali
2 IMMUNORHO/ MMYHOPO
300 mcg (1 500 IE) L12F18201 KEDRION S.P.A, Napoli Itali
3 HI"BEHA/ IG VENA 1 g/20 KEDRION Bolognana Sp.A,
] ml 197401 Galcino,Italija
5 I BEHA/ 1G VENA 0 g/200 KEDRION Bolognana S.p.A,
' ml 207726 Galcino, Italija
5 HI' BEHA/ IG VENA 10 g/200 KEDRION Bolognana S.p.A,
mi 207726 Galcino,Italija
| 6. Verorab / Bepopab T1GOs1M Sanofi Pasteur S.A., Lion,France
- VAXIGRIPTETRA / Sanofi Pasteur S.A, Marsi La
BAKCHIPHUIITETPA U3LO73V Etiol, France
8 PPD Tuberculin (111 BB-NCIPD Ltd, 26 Yanko Sakazov,
' Tybeprynun), P2526-02-01 150 - Sofia ,Bullgari
9 CSL Behring
; Fibrogammin 250 [E P100253023 GmbH, Marburg,Gjermani
10 CSL Behring
; Fibrogammin 250 I[E P100271177 GmbH, Marburg Giermani
1 BERIRAB P/BEPHPAE I CSL Behring
; 7501E /Sml P100270666 GmbH Marburg,Gjermani
12 MERCK SHARP & DOHME B.V.,
' POTATEK/ ROTATEQ T037637 Harlem, Holandeé
13 HI' BEHA/ IG VENA 10 g/200 KEDRION Bolognana S.p.A,
) ml 217709A Galcino, Itali
14 AIMAFIX/ AUMADHKC 500 KEDRION Bolognana S.p.A,
' IE 612101 Galcino,Itali
| 15. BCG vaccine/BCIK pakunna | 594 : BB-NCIPD Ltd. - Sofia, Bullgari




”\J,

s

H-u...r

Briapa na PenyGnnka Cenepua MaxenoHnja
w
(Anodmau3Inp
aM NpaokK)
485-4
= (mexuryTyM
556
(mumodiuanaup
16. AH MpauioR)
4761
BCG vaccine BCAK pakupna (pexuryaym) | : BB-NCIPD Ltd. - Sofia, Bullgari
17 PPD Tuberculin (M7 BE-NCIPD Ltd, 26 Yanko Sakazov
© | TybeprynuH P3529-02-02 | ,1504,- Sofla, Bullgari
18 TETATOX TT vaccine 0.5 BB-NCIPD Ltd, 26 Yanko Sakazov
' ml/poaa A0838-01-03 | ,1504,- Sofia, Bullgari
19 MERCK SHARP & DOHME B.V,
' POTATEK/ROTATEQ U019057 Xapnem,Hollandé
70 TETATOX TT vaccine 0,5 BR-NCIPD Ltd, 26 Yanko Sakazov
© | ml/ao3a AQB38-02-10 | 1504,- Sofla, Bullgari
91 TETATOX TT vaccine 0,5 BB-NCIPD Ltd, 26 Yanko Sakazov
' ml/po3a AD838-03-01 1504,~ Sofia, Bullgari
22 Typhim Vi(Polysaccharide Sanofi Pasteur S.A., Marsi La
* | typhoid vaccine] U2A122V Eriol, Francé
73 Sanofi Pasteur S.A., ., Marsi La
' TETPAKCHM JTETRAXIM U3D6&0SY Eriol, Francé
24 Sanofi Pasteur S.A., . Marsi La
* | MEHTAKCHM /PENTAXIM | VOCBOIV Eriol, Francé
25 Hepatitis B Immunoglobulin CSL Behring
" | P Behring P100379545 GmbH Marburg,Gjermani
7% Hepatitis B Immunoglobulin CSL Behring GmbH Marburg, .,
* | P Behring P100379551 Marsi La ETiol, Francé
77 KEDRION Bolognana S5.p.A,
’ Wl BEHA/1G VENA 50r/1 21402 Galicano, Itali
KEDRION Bolognana S.p.A,
MI' BEHA/IG VENA 50r/1 07401 Galicano, ltali
2 AIMAFIX/ AMMADHKC 500 KEDRION Bolognana 5.p.A,
: IE 612105 Galicano, Itali
” AIMAFIX/ AMMA®HEC 500 KEDRION Bolognana S.p.A,
- |IE 612109 Galicano, ltali
31. | Verorab / Bepopab T1G153M Sanofl Pasteur S.A., Lion Francé
32 YEKCAKCHM /HEXAXIM T3E952V Sanofi Pasteur S.A., LionFrancé
1. PEBAKCHC /REVAXIS U3P421V Sanofi Pasteur S.A., LionFrancé
3 [PEBEHAP 13 /PREVENAR PFIZER Manufacturing Belgium
¥ 13 EM2354 ! NV, Pure, E-Elg!ikﬁ
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| | [NPEBEHAP 13 /PREVENAR PFIZER Manufacturing Belgium
B |13 EL8002 NV, Pure Belgjiks
PPD Tuberculin BB-NCIPD Ltd, 26 Yanko Sakazov
36. | MAMMALIAN P2535-02-06 | 1504,- Sofia.Bullgari
BB-NCIPD Ltd, 26 Yanko Sakazov
37. PPD Tuberculin MAMMALIA | P2529-02-02 1504,~ Sofia. Bullgari
636-2
(nuodmananp
aH npamok)
485-4 BBE-NCIPD Ltd, 26 Yanko Sakazov
38. | BCG vaccine/BCK paxumuna (BexHKYIYM 1504,- Sofia.Bullgari
TETATOX TT vaccine 0.5 BB-NCIPD Ltd, 26 Yanko Sakazov
39, ml/qosa A0B38-01-03 1504,- Sofia_Bullgari
MERCK SHARP & DOHME BV,
40. | GARDASIL (TAPIACH) TO40615 Harlem.Holande
MERCK SHARP & DOHME B.V.,
41. | GARDASIL (FAPIACHIT) T021534 Xapnewm, Xonanguja
M-M-R VAXPRO(M-M-P MERCK SHARP & DOHME B.V,,
42, BAKCITPO) LU018360 Harlem.Holandg
MI' BEHA/ IG VENA 1g/20 KEDRION Bolognana S.p.A,
43, ml 207401 Galicano, Itali
HI'BEHA/ IG VENA 1g/20 KEDRION Bolognana S.p.A,
44. |ml 197401 Galicano, Itali
MI" BEHA/ 1G VENA 2,5 g/50 KEDRION Bolognana S.p.A,
45. ml 217501 Galicano, Itali
CSL Behring
46. | Fibrogammin 250 [E P100355451 GmbH.Marburg,Gjermani
VAXIGRIPTETRA /
47, BAKCHIPHIITETPA V3IH582V sanofi Pasteur 5.A., Lion France
VAXIGRIPTETRA /
48. | BAKCHIPHITITETPA V3IK242V Sanofi Pasteur S A, Lion France
InfluvacTetra cycnenauja 2a Abbott Biologicals B.V.-
49. | mHjekTHpame 244 Olst. Holandé
VARIVAX pakumna NpOTHE MERCK SHARP & DOHME BV,
50. | eapuuena (#usa) T034286 Harlem Holandé
MERCE SHARP & DOHMEB.V,,
51 GARDASIL (TAPJACHI) Uo12149 Harlem Holand# ]
MERCK SHARP & DOHME BV,
52, POTATEK/ROTATEQ 0135599 Xapnem, Xonauauja
GlaxoSmithKline Biologicals S.A.,
53. | ENGERIX B/ EHIEPMKCE | AHBVDOI3AC Riksensart, Belgjike
54. | iMMUN{JRHﬂg HMYHOPO MO6F10211 | KEDRION Eu]ngnana S.E.FL. |
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M
300 meg (1 500 IE) Galicano.ltali
UMAN ALBUMIN/ YMAH KEDRION Bolognana S.p.A,
55. AJNIBYMHH 20 g/100 mil 212923 Galicano.ltali
UMAN ALBUMIN/ YMAH KEDRION Bolognana S.p.A, I
56. | AJIBYMHH 20 g/100 mi 212930 Galicano.ltali
WI BEHA/ IG VENA 1g/20 KEDRION Bolognana S.p.A,
57. mil 207401 Galicano Itali
W BEHA/ 1G VENA 2,5 g/50 KEDRION Bolognana S.p.A,
58. mil 217501 Galicano.Itali
AIMAFIX/ AMMA®MEC 500 KEDRION Bolognana S.p.A,
1E 612101 Galicano.ltali

BionTech Manufacturing GMBH
An der Goldgrube 12, D-55131
Mainz, Gjermani,

Pfizer Manufacturing Belgium

NV
Pfizer-BioNtech COVID-19 Rijksweg 12, B-2870, Puurs,
60. | Vaccine ELO200 Belgjiké

BionTech Manufacturing GMBH
An der Goldgrube 12, D-55131

Mainz, Gjermani,
Pfizer Manufacturing Belgium
NV
Pfizer-BioNtech COVID-19 Rijksweg 12, B-2870, Puurs,
6l. | Vaccine ELE723 Belgjiké

BionTech Manufacturing GMBH
An der Goldgrube 12, D-55131
Mainz, Gjermani,

Pfizer Manufacturing Belgium

NV
Plizer-BioNtech COVID-19 Rijksweg 12, B-2870, Puurs,
62. | Vaccine EN1194 Belgjike
Gam-COVID-Vac, Component JSC Pharmstanda rt-Ufa VITA,
63. | 1-120121 Rusia
Gam-COVID-Vac, Component JSC Pharmstandart-Ufa VITA,
64, | I-140121 Rusia

Medgamal Branch of F5BI N.F.
Gamaleya NRCEM, the Ministry
of Health of Russia. 18 Gamaleya
Gam-COVID-Vac, Component Street, Moscow, Russia J5C

65 I 11-190221 Pharmstandart UFA VITA

66. Covid -19 Vaccine CTMAVS522 Sk Bioscience, 150, Saneo
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AstraZeneca gil, Pungsan-ep,
Andong-si, Gyeongsangbuk-do,
36618, Korea
MedImmune Pharma BV, A
member of the AstraZeneca
Group MIA: 108777,
Lagelandseweg 78, 6545 CG
Nijmegen, Hollande
Medgamal Branch of FSBI N, F,
Gamaleya NRCEM, the Ministry
of Health of Russia, 18 Gamaleya
Gam-COVID-Vac, Component Street, Moscow, Russia JSC
67. I 1-230321 Pharmstandart ,UFA VITA
SARS-CoV-2 Vaccine (vero Sinopharm/Bejing Institute of
68. | Cell).Inactivated 2021010029 biological produkts CO.LTD.-Kiné
BioNTech Manufacturing GMBH
An der Goldgrube 12 55131 Mainz
- Gjermani
/Pfizer Manufacturing Belgium
NV
COMIRNATYTM, COVID - 19 Rijksweg 12
6%. | mRNA Vaccine EX2405 2870 Puurs - Belgijike
ISC GENERIUM
Gam-COVID-Vac, Component /Medgamal Branch of FSBI N.F.
Il Gamaleya NRCEM,the Ministry of
PACTEOP 338 HHjeKTHpae, (.5 Health of Russia 18 Gamaleya
70. | mlf o3a ZB00421 street,Moscow, Russia
BioNTech Manufacturing GMBH
An der Goldgrube 12 55131 Mainz
- Germani
[Pfizer Manufacturing Belgium
NV
COMIRNATYTM, COVID - 19 Rijksweg 12
7l mRNA Vaceine EX2405 2870 Puurs - Belgjiksa
SARS-CoV-2 Vaccine (vero Sinopharm/Beijing Institute of
72. Celll.Inactivated 2021040415 biological products Co.Ltd -King
SARS-CoV-2 Vaccine (vero Sinopharm/Beijing Institute of
| 73 Cell \Inactivated 2021030408 biological products Co.Ltd -Kiné
COMIRNATYTM, COVID - 19 BioNTech Manufacturing GMBH
mRNA Vaccine An der Goldgrube 12 55131 Mainz
KOHUEHTPAT 33 Cycrnedsunja 3a - Germani
L74. | nxjexTupare EX2405 | /Pfizer Ma nufacturing Belgium |
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Rijksweg 12
2870 Puurs - Belgjiké
BioNTech Manufacturing GMBH
An der Goldgrube 12 55131 Mainz
- Gjermani
COMIRNATYTM, COVID - 19 /Pfizer Manufacturing Belgium
mRNA Vaccine NV
KOHLEHTPAT 3a CYCTneH3unja 3a Rijksweg 12
75. | HHjeKTHpae EY4834 2870 Puurs - Belgjiké
Vaxzevria (npeTxoaHo
COVID-19 Vaccine Astra
Zeneca) (ChAdOx1-5 AstraZeneca Nijmegen BV,
[recombinant]) suspenzimi i Lagelandseweg 78, 6545 CG
76. injektimit ABW4B01 Nijmegen, Holandé
BioNTech Manufacturing GMBH
An der Goldgrube 12 55131 Mainz
- Gjermani
COMIRNATYTM, COVID - 19 Pfizer Manufacturing Belgium
mRNA Vaccine NV
koncetrat per suspenzimin e Rijksweg 12
77. injektimit EY4834 2870 Puurs - Belgjiké
BioNTech Manufacturing GMBH
An der Goldgrube 12 55131 Mainz
- Gjermani
COMIRNATYTM, COVID - 19 {Pfizer Manufacturing Belgium
mRNA Vaccine NV
koncetrat per suspenzimin e Rijksweg 12
78. | injektimit FAS5715 2870 Puurs - Belgjiké
BioNTech Manufacturing GMBH
An der Goldgrube 12 55131 Mainz
- Gjermani
COMIRNATYTM, COVID - 19 [Pfizer Manufacturing Belgium
mRNA Vaccine NV
koncetrat per suspenzimin e Rijksweg 12
79. | injektimit FAS715 2870 Puurs - Belgjike
BioNTech Manufacturing GMBH
An der Goldgrube 12 55131 Mainz
COMIRNATYTM, COVID - 12 - Gjermani
mRNA Vaccine [Pfizer Manufacturing Belgium
koncetrat per suspenzimin e NV
injektimit FA7BI2 Rijksweg 12
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2870 Puurs - Belgjike

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

Vakcina kundér SARS-CoV-2
81, BHPYC (MHaKTHBHpawua) 2021040440

Sinopharm/Beijing Institute of
biological products Co Ltd-Kiné

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

Vakcina kundér SARS-CoV-2
832, | eupyc (MMaxTHBMpanHa) 2021030362

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

SARS-CoV-2 Vaccine (vero
Cell)Inactivated
Vakcina kundér SARS-CoV-2

Sinopharm/Beijing Institute of

83. BHPYC [(HHAKTHBHpaHa) 2021030319 biological products Co.Ltd.-Kiné
Vaxzevria (mépérpara
COVID-19 Vaccine Astra
Zeneca) AstraZeneca Nijmegen B.V,,
{ChAdOx1-S [recombinant)) Lagelandseweg 78, 6545 CG

84, | suspenzimin einjektimit ABX3118 Nijmegen, Holandé

COMIRNATYTM, COVID - 19

BioNTech Manufacturing GMBH
An der Goldgrube 12 55131 Mainz
- Gjermani

/Pfizer Manufacturing Belgium

mRNA Vaccine NV
koncetrat pér suspenzimin e Rijksweg 12
85. | injektimit FAT7812 2870 Puurs - Belgjike

COMIRNATYTM, COVID - 19
mENA Vaccine

koncetrat pér suspenzimin e
86. injektimit FA7812

BioNTech Manufacturing GMBH
An der Goldgrube 12 55131 Mainz
- Gjermani

{Plizer Manufacturing Belgium
NV

Rijksweg 12

2870 Puurs - Belgjike

COMIRNATYTM, COVID - 19

BioNTech Manufacturing GMBH
An der Goldgrube 12 55131 Mainz

- Gjermani
/Pfizer Manufacturing Belgium

| 88. | koncetrat pér suspenzimine | FC3558

mRENA Vaccine NV
koncetrat pér suspenzimin e Rijksweg 12

87. injektimit FAS833 2870 Puurs - Belgjiké
COMIRNATYTM, COVID - 19 BioNTech Manufacturing GMBH
mRNA Vaccine An der Goldgrube 12 55131 Mainz

- Glermani 2 :
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injektimit

[Pfizer Manufacturing Belgium
NV

Rijksweg 12

2870 Puurs - Belgjiké

CoronaVac COVID-19 Vaccine
(Vera Cell) Inactivated

vakeina kundér SARS-CoV-2 Sinovac Life Sciences Co.Ltd. -
g9, | virus(caktivizuar w202105001 | Peking Kiné
CoronaVac COVID-19 Vaccine
(Vero Cell) Inactivated
valcina kundér SARS-CoV-2 Sinovac Life Sciences Co.Ltd. -
| 90. virus {joaktivizuar w202105002 | Peking. Kiné
BioNTech Manufacturing GMBH
An der Goldgrube 12 55131 Mainz
- Gjermani
COMIRNATYTM, COVID - 19 /Pfizer Manufacturing Belgium
mRNA Vaccine NV
koncetrat i disperzuar pér Rijksweg 12
a1. injektim FE2083 2870 Puurs - Belgjiké
BioNTech Manufacturing GMBH
An der Goldgrube 12 55131 Mainz
- Gjermani
COMIRNATYTM, COVID - 19 /Pfizer Manufacturing Belgium
mRNA Vaccine NV
koncetrat i disperzuar pér Rijksweg 12
92. | injektim FE3064 2870 Puurs - Belgjiké
BioNTech Manufacturing GMBH
An der Goldgrube 12 55131 Mainz
- Gjermani
COMIRNATYTM, COVID - 19 /Pfizer Manufacturing Belgium
mRNA Vaccine NV
KOHUETPAT 38 AHCTepadja 3a Rijksweg 12
93, | uHjexTHpame 16380 poau 2870 Puurs - Belgjike
AstraZeneca Nijmegen B.V.,
Lagelandseweg 78, 6545 CO
Vaxzevria (NpeTxoaHo Nijmegen, Holland&
COVIN-19 Vaccine Astra Laboratorious Universal farma
Zeneca) 5.L.C/El tejido 2, Poligono
(ChAdOx1-S [recombinant]) Industrial Miralcampo, 19200
cyCcTIeH3uja 38 HHjeKTHPabe Azuqueca de Henares,
94, 210106 Guadalajara, Spanjé
1 95. COMIRNATYTM, COVID -19 | FE3430 BioNTech Manufacturing GMBH
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mRENA Vaccine An der Goldgrube 12 55131 Mainz
KOHUETpaT 3a Aucneps ja sa - Gjermani
HHjeKTHpae /Pfizer Manufacturi ng Belgium
NV
Rijksweg 12
2870 Puurs - Belgjike
BioNTech Manufacturing GMBH
An der Goldgrube 12 55131 Mainz
- Gjermani
COMIRNATYTM, COVID - 19 /Pfizer Manufacturing Belgium
mRNA Vaccine NV
koncetrat i disperzuar pér Rijksweg 12
96. injektim FC5029 2870 Puurs - Belgjika
BioNTech Manu facturing GMBH
An der Goldgrube 12 55131 Mainz
- Gjermani
COMIRNATYTM, COVID - 19 /Pfizer Manufacturing Belgium
mRENA Vaccine NV
koncetrat i disperzuar pér Rijksweg 12
97. | injektim FF8871 2870 Puurs - Belgjike
BioNTech Manufacturing GMEH
An der Goldgrube 12 55131 Mainz
= Gjermani
COMIRNATYTM, COVID - 19 /Plizer Manufacturing Belgium
mRNA Vaccine NV
koncetrat i disperzuar pér Rijksweg 12
98. | injektim FDO350 2870 Puurs - Belgjiks
BioNTech Manufacturing GMBH
An der Goldgrube 12 55131 Mainz
- Gjermani
COMIRNATYTM, COVID - 19 [Pfizer Manufacturing Belgium
mRNA Vaccine NV
koncetrat i disperzuar pér Rijksweg 12
99. | injektim FDO350 2870 Puurs - Belgjike
CoronaVac COVID-19 Vaccine
(Vero Cell) Inactivated
vakcina kundér SARS-CoV-2 Sinovac Life Sciences Co,Ltd. -
100. | virus(unaktiv) W202105001 | Peking King
CoronaVae COVID-19 Vaccine
(Vero Cell) Inactivated
vakcinakundér SARS-CoV-2 Sinovac Life Sciences Co.Ltd, -
101, v[rusﬂnaktiv! W202105002 PekinE.HEné
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| BioNTech Manufacturing GMBH
An der Goldgrube 12 55131 Mainz
- Gjermani
COMIRNATYTM, COVID - 19 /Pfizer Manufacturing Belgium
mRNA Vaccine NV
koncetrat i disperzuar pér Rijksweg 12
102, | injektim FAT70B3 2870 Puurs - Belgijiké
BioNTech Manufacturing GMBH
An der Goldgrube 12 55131 Mainz
COMIRNATYTM, COVID - 19 - Gjermani/Plizer Manufacturing
mRNA Vaccine Belgium NV
koncetrat | disperzuar pér Rijksweg 12
103, | injektim FA4632 2870 Puurs - Belgijiké
BioNTech Manufacturing GMBH
An der Goldgrube 12 55131 Mainz
- Gjermani
COMIRNATYTM, COVID - 19 /Pfizer Manufacturing Belgium
mRNA Vaccine NV
koncetrat i disperzuar pér Rijksweg 12
104, | injektim FHB469 2870 Puurs - Belgjiké
BioNTech Manufacturing GMBH
An der Goldgrube 12 55131 Mainz
- Gjermani
COMIRNATYTM, COVID - 19 /Pfizer Manufacturing Belgium
mRNA Vaccine NV
koncetrat | disperzuar pér Rijksweg 12
105. | injektim F]5782 2870 Puurs - Belgjiké
BioNTech Manufacturing GMBH
An der Goldgrube 12 55131 Mainz
- Gjermani
COMIRNATYTM, COVID-19 /Pfizer Manufacturing Belgium
mRNA Vaccine NV
koncetrat i disperzuar pér Rijksweg 12
106. | injektim FG6270 2870 Puurs - Belgjiké
BioNTech Manufacturing GMBH
An der Goldgrube 12 55131 Mainz
- Gjermani
COMIRNATYTM, COVID - 19 [Pfizer Manufacturing Belgium
mRN Vaccine NV
koncetrat i disperzuar per Rijksweg 12
107. | injektim FHE469 2870 Puurs - Belgjiké
108. | COMIRNATYTM, COVID =19 | FI5782 BioNTech Manufacturing GMBH _|
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mRNA Vaccine An der Goldgrube 12 55131 Mainz
koncetrat i disperzuar pér - Gjermani
injektim /Pfizer Manufacturing Belgium
NV
Rijksweg 12

2870 Puurs - Belgjike

BioNTech Manufacturing GMBH
An der Goldgrube 12 55131 Mainz

- Gjermania
COMIRNATYTM, COVID - 19 /Pfizer Manufacturing Belgium
mRNA Vaccine NV
koncetrat i disperzuar pér Rijksweg 12
109. | injektim Fl4187 2870 Puurs - Belgjike

BioNTech Manufacturing GMBH
An der Goldgrube 12 55131 Mainz

- Gjermania
COMIRNATYTM, COVID - 19 /Plizer Manufacturing Belgium
mRNA Vaccine NV
koncetrat | disperzuar pér Rijksweg 12
110. | injektim FKO115 2870 Puurs - Belgjike

BioNTech Manufacturing GMBH
An der Goldgrube 12 55131 Mainz

- Gjermani
COMIRNATYTM, COVID - 19 /Pfizer Manufacturing Belgium
mRNA Vaccine NV
koncetrat i disperzuar pér Rijksweg 12
111. | injektim FIKO115 2870 Puurs - Eelgﬂtné

BioNTech Manufacturing GMBH
An der Goldgrube 12 55131 Mainz

- Gjermani
COMIRNATYTM, COVID - 19 [Pfizer Manufacturing Belgium
mRNA Vaccine NV
koncetrat i disperzuar pér Rijksweg 12
112, | injektim FL1939 2870 Puurs - Belgjiké
BioNTech Manufacturing GMBH
An der Goldgrube 12 55131 Mainz
- Gjermani
COMIRNATYTM, COVID - 19 /Pfizer Manufacturing Belgium
mBENA Vaccine NV
koncetrat i disperzuar pér Rijksweg 12
113. | injektim FL1072 2870 Puurs - Belgjike

L1114, | Vaxzevria (n PETXOAHO 2102597 AstraZeneca Nijmegen BV,




COVID-19 Vaccine Astra Lagelandseweg 78, 6545 CG
Zeneca) (ChAdOx1-5 Nijmegen, Hollandé
[recombinant]} suspenzim

pér injektim

1.3) Serité e miratuara t& ckstrakteve té kanabisit pér perdorim mjekésor pér nevojat né
praktikén klinike pér njé numér té caktuar pacientésh pér diagnozat e pércaktuara me
Rregulloren pér formularin e recetés, si dhe ményrén e pérshkrimit té barnave gé
pérmbajné substanca dhe bimé té klasifikuara né lista. Il dhe I11 (pacientét me sklerozé
té shuméfishté, sémundje malinje dhe sindroma té rénda epileptike né femijéri)

Emri i preparatit Fugia e paketimit Mumri serik Sasia |
KANOBIL® CANC / 2.5 mg THC + 2.5 mg
KAHOBMII® KAHLL CED /1 ml, 240 ml 5270121 28 sc
KANOBIL® CANC/ 2.5 mg THC + 2.5 mg
KAHOBMIT® KAHL, CBD /1 ml, 240 ml 5880621 48 sc
KANOBIL® CANC / 25mg THC + 2.5 mg
KAHOBHI* KAHL CBD /1 mi, 120 ml 5340321 18 sc
KANOBIL® CANC / 25mg THC + 2.5 mg
KAHOBHIT® KAHL CBD /1 ml, 120 ml 870621 47 sc
10 mg THC +10 mg
KANOBIL® CANC +/ CBD
KAHOBHT® KAHLL+ /1 ml, 120 ml 5280121 47 sc
10 mg THC + 10 mg
KANOBIL® CANC +/ CBD
KAHOBHMT® KAHL+ /1ml, 120 ml 5890621 97 sc
20 mg THC + 20 mg
KANOBIL® CANC FORTE / CBD
KAHOBWI® KAHL ®OPTE / ml, 120 ml 5290121 46 sc
20 mg THC + 20 mg
KANDBIL® CANC FORTE / CBD
KAHOBHI® KAHLL ®OPTE /1ml, 120 ml 5930621 97sc |
40 mg THC + 40 mg
KANOBIL® CANC ULTRA / CBD
KAHOBMN® KAHLL YJITPA / ml, 120 ml 5360321 30 s¢
| KANOBIL® EP1 f KAHOBWJT* | 1 mg THC +15mg CBD 6281121 18 sc H
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EIH /1ml, 120 m] Fi
KANOBIL® MS / KAHOBMHT® | 2 mg THC + 1 mg CBD
MC /1 ml, 120 ml 6291121 18 s¢
2mg THC + 10 mg
KANOBIL® MS+ / CBD
KAHOBMJT® MC+ /1 ml, 120 ml 6301 21 48 sc
KANOBIL® CANC / 25mg THC + 25 mg
KAHOBHIT® KAHLL CBD /1 ml, 240 ml 6271121 49 sc
2mg THC + 10 mg
KANOBIL® MS+ / CED
KAHOBHII® MC+ J 1ml, 120 ml 5370321 18s¢
KANOBIL® MS / KAHOGHN® | 2 mg THC + 1 mg CBD
MC /1 ml, 120 ml 5350321 18 s¢
KANOBIL® MS / KAHOBHJI® | 2 mg THC + 1 mg CBD
MC /1 ml, 120 ml 59 0621 28 sc
KANOBIL® CANC ULTRA / 40 mg THC + 40 mg
KAHOBMI® KAHLL YITPA CBD /1 ml, 120 m] 5940621 96 s
KANOBIL® EPI / KAHOBMN® | 1 mg THC + 15 mg CBD
ENMH { 1ml, 120 ml 5900621 47 s
2mg THC + 10 mg
KANOBIL® MS+ / CBD
KAHOBMIT® MC+ 1 ml, 120 ml 59 0621 48 sc

L4 Shkatérrimi i barnave té skadua ra

Né bazé té Ligjit pér Barnat dhe Pajisjet Mijekésore dhe Rregulloren pér kushte mé té

péraférta pér ményrén e depozitimit té mbeturinave me ba

nr. 153/08) MALMED léshon leje pér asgjtsimin e barnave t
shitésit me shumicé, barnatoret, prodhuesit dhe objektet o

rna (“Gazeta Zyrtare ¢ RM”
& skaduara me origjing nga
kujdesit shéndetésor,

Né vitin aktual 2021 jané dhéne giithsej 79 leje per asgjisimin e barnave t& skadyara,
pérfshire edhe kitrkesat pér asgjésimin e vaksinave nga objektet shéndetésore publike..

2) Njésia e Farmakovigjilencés

Né pérputhje me dispozitat ligjore, organizimi dhe monitorimi i miényrés sé
grumbullimit dhe vlerésimit té reaksioneve anésore té barnave, pérpunimi dhe
vlerésimi i t& dhénave t& marra PEr siguriné e tyre, kryhet nga MALMED, népérmijet

i
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Qendrés Kombétare té Farmakovigjilencés.

Raportimi spontan i efekteve angsore ashté p
pas marketingut té sigurisé sé barnave dhe baza e Sistemnit Kombétar

AnNEsOre,

Suedi - Vigiflow, Qendra e Monitorimit Uppsala.

Tabela e méposhtme tregon aplikimet e dorézuara sipas aplikantit:

té

jesa mé e réndésishme e mbikéqgyries

Farmakovigjilenciés. Né veganti, kjo i referohet raportimit individual té reaksioneve té
padéshiruara nga profesionistet shendetésoré, Efektiviteti dhe suksesii programit
kombétar té monitorimit té sigurisé sé barnave varet drejtpérdrejt nga pjesémarrja
aktive e profesionistéve shéndetiésors né raportimin e reaksioneve té dyshuara

N& vitin 2021, MALMED mori 711 raportime spontane té reaksioneve té padéshiruara
té droges. Aplikimet jané dorézuar né MALMED né formé t& shkruar ose elektronike.
Personat pérgjegiés né MALMED (mijeké dhe farmacisté) i pérpunuan raportet sa mé
shpejt té ishte e mundur dhe futén né bazén elektronike globale té té dhénave pér
efektet anésore té barnave té Organizatés Botérore té Shéndetésisé me qendér né

Tabela e reaksioneve anésore t& raportuara tis barnave né vitin 2021 pér aplikant
- | & - o |om wl B 2
Sl Bl elal |2\ 2| 8B 22| 2
2| E|E|E|E|E|lS|E|l5 8|25 3
Dérguesit ankesave | — rlE|lE|E|Co|xB]|O|n " - =
Miek 35 (28 | 46 | 31 | 19 29 |31|24| 3231 19 | 19 | 344
Farmaceut 31 | 38 | 43 | 31 27 124118 ) 15 22 | 26| 18 | 26 319
Tieter puntroé
shéndetsor 1 1 ole|l0]0O|0O|O pli1]l0}| 2] 20
Paclent os burim
tjetér 0 1 0 1 1 2 ls5l 613|313 4 29
MNuk ka té dhéna nga
té ankuarit 0 0 0 N g lofl0]| O 0|0 0 0 0
Giithésej pér mua
jithései permual | o | o | g5 | 69 | 47 [55|54] 45 | 57|61 |40 51| T2

Tabelat e méposhtme tregoné efektet anésore sipas organeve
epidemiologjiké sipas moshés dhe gjinisé.

[ Tabela e té ankimimeve té efekteve anésore té 5

dhe sistemeve dhe treguesve
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raportuara té LEKO |

Pér vitin 2021 sipas moshés
Mosha Vietore | Me pérgindje
0 - 27 dita 1 0.1%
28 dité deri 23 muaj 18 25%
2 -11 vietd 47 6.6%
12 - 17 vjets 3 11%
18 - 44 vjetis 259 36.4%
45 - b4 vjeti 229 32.2%
65 - 74 vjets 80 11.3%
= 75 vjeté 37 5.2%
Té panjohur 33 4.5%

Sipas moshés té pacientéve jané dorézuar: pér moshén 0-24 muaj 19
pér adoleshenté 8, pér té rritur 488, pér
mosha e pacientit,

1

O 28 mevin 2B modia digs

Tabena Ha nogHeceHM npMjaen 3a HecakaHu
Peakuum on nekoeu 3a 2021 roguHa no BO3pacT

af
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2F MACCHEIgN i

25
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LEr T TETeT

SANDE A

Tabela e reaksioneve anésore té raportuara té |
barnave né 2021 sipas giinisé
Numri i té
gjinia ankuaréve pérgindja
femrore 414 58.2%
mashkullore 245 34.5%
Té panjohur 33 7.3%

£

BIEISa e cr

raporte, pér fémijé 47,
té& moshuar 117 dhe pér 33 raporte nuk ka té dhéna pér
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]

Sipas gjinisé sé pacientit nga gjithsej 712 raportime: 245 jané pér meshkuj, 414 pér femra dhe |
pér 53 raporte nuk ka té dhéna gjinore.

—
| Tabena HE NOAHECEHK NPWjaBW 38 HECaAHAHKW
PEAKLMA D, ABKONHA BO 2021 rogHHa no non

L i LI PTU PR oLl

Né vitin 2021 jang paraqitur 712 raporte pér reaksione té padéshiruara té barnave, ge

gshtés 522 mé shumé se njé vit mé paré.
|

Cnopeafen NpWKa3 Ha NOAHECEHH npujasu 3a |
HecaKaHu peauyuw 2020/2021 roauHa

]

Nga gjithsej 712 raporte té coaksioneve té padéshiruara té barnave né vitin 2021, 278
raportuan reagime té padéshiruara ndaj vaksinés kundér KOVID 19. Reaksione negative u
raportuan nga Komirnati, Astra Zeneka, Sputnik, Sinovak dhe Sinofarm. Stafi i
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Departamentit t& Farmakovigjilencés dhe Materiale Vigiilencés ka pérpunuar
individualisht té gjitha raportet e vaksinave kundér KOVID 19 p&rmes komunikimit té
drejtpérdrejté me ankuesin, si dhe me profesionistét shéndetésoré dhe mijekét e familjes
pér té marré té dhéna t& detajuara, t& besueshme dhe ta sakta pér reaksionet
anésore,

FlpHKay k3 HEMECTE npujasesM HECINASH PRARLMM OF BaNUHHE RpoTus KOBIY 19| no MedDeA)
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Jané raportuar reaksione té padéshiruara me simptoma té lehta si ethe, keqtrajtim,
dhimbje koke, dhimbje muskujsh dhe gh.rmtyr#sh.dhimlemie.knkﬂ-dhimhie-,pa aoerksi etj.
ni vendin e aplikimit,
marramendje,.

MNpuKa3 Ha npoweHTYaAHa 3ACTANBHOCT HA HECAKAHM pPeakuHH o [
BAKUMHK npaTie KOBHA 19 no soapact

18 - 44 rogmem “ 51.4% '
A edrone I 1 o -
65 - Tacogmeen [ 5.6%

# g I 5%

wenonesto [l 1.4%

Sipas moshés, numrin mé t& madh té reaksioneve té padéshiruara nga vaksina kundér
KOVID 19 e ka popullata aktive 18-64 vieg (18-44 vieg 51,8% dhe 45-64 vie¢ 34,5%), ndérsa ni
grupmoshat mbi 65 vier pérfagésimi numri i aplikimeve éshté mé i ulét,
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MipHHAS HE NRESUENTYASHA T DT 1 HECREIH E PRAKLAH 5],
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Ni vitin 2021, MALMED ka marré 4 raporte t& ngjarjeve t& padéshiruara nga pajisjet
mijekésore, Aplikimet dorézohen né MALMED né formé té shkruar ose elektronike.

Tabela e ankesave prej reaksioneve t& padéshiruara prej medikamenteve medicinale né
2021
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hiruara qé ndodhin gjaté provave klinike,
ngjarjeve té padéshiruara nga studimet
érgjithshém I aplikimeve, fillimisht jang

Lidhur me monitorimin e ngjarjeve té padés
né vitin 2021 MALMED ka marré 19 raporte L
klinike té kryera né R. Magedonia. Nga numri i p
dorézuar 18 dhe aplikimi i mépasshém ashté 1 nga giithsej 4 studime.

Reklamimi i barnave

Né bazé té neneve 94 dhe 131 té Ligjit pér barnat dhe pajisjet mjekésore dhe

Udheézimet pér reklamimin e barnave dhe pajisjeve mjekésore, mbajtésit e autorizimit pér
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marketing dhe prodhuesit mund t& informojné publikun e gieré pér karakteristikat e
barnave pa receté. E njéjta gjé duhet t& béhet pas miratimit paraprak nga MALMED dhe
né pérputhje me raportin pérmbledhés pér vetité e barit ose ud hézimet e pacientit, ku
mbajtésit e miratimit jané té detyruar ta béjné ket né ményré objektive, Rregullimi ligjor
i késaj céshtje ka njé réndési t& madhe pér mbrojtjen e shéndetit publik dhe pér kété arsye
MALMED ka vendosur kritere strikte pér reklamim né pérputhje me standardet

evropiane,

Né vitin 2021, MALMED ka léshuar 256 miratime pér reklama pir:
- BARNA PA RECETE - 106 miratime
- BARNAT TRADICIONALE BIMORE - 15 miratime

- PRODUKTET MJEKESORE - 31 miratime

- PRODUKTET KUFITARE - 104 miratime

Tabena Ha uspapnenn opobpeHuja 3a
ornacyeare 8o 2021 roguHa

104
11
=
=

NEKOBRK BE3 TRADHUMOHANHY  BEMLMAHCKH TRAHAEYHEA
PELLEMT XEPBANHA NEMOEH CPEMCTEA, MPOMIRCM
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Bnaga na PermyGanxa Cepepna Makeponuja

Nga reklamat e miratuara pér barnat pa receté ne vitin 2021, barnat pa receté jané 41%,
produktet kufitare jan 41%, barnat jané 12% dhe barnat tradicionale bimore jané 6%

| MpoueHTyanHa 3acTaneHocT Ha
opobpenuja 3a ornacysakse BO 2021
‘ roguHa
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Nga reklamat e miratuara pér barnat pa receté né vitin 2021, 34 jané miratime pér barna nga
néngrupt farmakoterapeutik i agjentéve antitrombotike, analgjezikéve dhe antipiretikéve 19,
preparateve té fytit 15, josteroideve antiinflamatore dhe antireumatike 5 topikale dhe 12 pér
perdorim sistemik 3, dekongestanté dhe preparate te tjera nazale pér pérdorim topik 3, barna
antimykotike pér pérdorim topik 2, antihistamine pér pérdorim sistemik 2, barna per
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trajtimin e sémundjeve funksionale gastrointestinale 2, frenuesit e pompés sé protonit 2,
anti josteroidale -ilage inflamatore dhe antireumatike 1 preparate topikale pér dhimbje
kygesh dhe kockash 1, adsorbenté intestinal 1, preparate veshi 1, mukolitiké 1, vitaming D dhe
analoge 1 dhe barna pér trajtimin e varésise nga nikotina 1.

MpouenTtyanna sacraneHoct cnopepg
hapmakoTepanearcka nogrpyna

B rHTpoM B T e Tna
B IRAnTETHE W 3TN T

B NP RS 13 A

W HEE Tepom e avnadiaddatopsy |
R EMAT TR 1 PETRIATH
SORAME P0TpEts
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WA S ECTHIE
T Y pela |

Né vitin 2021 jané dhéné 256 miratime pér reklama, q& éshté 156 miratime mé shumé se njé
vit mé paré,

Cnopeaben npuKas Ha M3ganeHn ofoabperuja
3a ornacyearse 2020/2021 rogmHa

2021 ropuua _ s
- _ 109
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Braga na Pemybanka Cenepua Maxeponnja

né bazé té ligjeve, si dhe rregulloreve té tjera né fushén e
dhe té merren masa pér eliminimin e

afati té caktuar.

kryejnié proceduré urgjente marrin vendime pér m

1

SEKTORI PER INSPEKTIM DHE LICENCIM TE
BARNAT DHE PRODUKTET MJEKESORE

1. Njésia pér inspektim né fushén e barnave dhe pajisjeve mjekésore

dhe Pajisjeve Mjekésore, né kuadér té Sektorit pér Inspektimin dhe Licencimin e Barnave
dhe Pajisjeve Mjekésore, mbikéqyrin zbatimin e Ligjit pér Barnat dhe Pajisjet Mjekésore,

Ligjin pér Barnat narkotike dhe substancat psikotrope. dhe akteve nénli

Inspektorét farmaceutiké inspektojné barnat dhe pajisjet mjekésore, inspektojné
subjektet pér prodhimin, tregtimin me shumicé dhe pakice té barnave dhe pajisjeve

mjekésore, inspektojné provat klinike, efektet anésore dhe mosfunksionimin

Inspektorét farmaceutiké té punésuar né Departamentin pér Inspektim né fushén e Barnave

gjore té miratuara
barnave dhe pajisjeve mjekésore

parregullsive dhe mangé@sive té konstatuara brenda njé

bikéqyrjen e prodhimit dhe tregtimit te

barnave, dhe pajisje mjekésore, urdhéron masa dhe cakton afate pér ekzekutimin e tyre,
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nis proceduré penal;;- kundér personave iuridjk;:lhe fizike p:rané organeve kn;‘npetente.
bashképunon me institucionet shkencore dhe arsimore, organet shtetérore dhe givkatat
né fushén e ekzekutimit té sanksioneve gjaté mbikéqyrjes,Inspektimi kryhet né pérputhje
me Programin Vietor té Punés s¢ Njésisé s& Inspektimit né fushén e barnave dhe pajisjeve
mjekésore, i cili miratohet nga Késhilli Inspektues, si dhe né bazé té planeve tremujore té

punés sé inspektoréve farmaceutiké.

L1 Analizé dhe vlerésim i gjendjes pér mbikéqyrjet e kryera né vitin 2021

Né gjashtémujorin e paré té vitit 2021, né pérputhje me planin vjetor té punés sé Njdsise sé
Inspektimit pér vitin 2021, si dhe me planet mujore té punés sét secilit inspektor pér muajt
janar, shkurt, mars, prill, maj dhe qershor 2021, njé gjithsej 120 inspektime, nga té cilat 98
inspektime t& rregullta, 7 kontrolle dhe 15 inspektime té jashtézakonshme. Né
giashtémujorin e paré té vitit 2021 jané kryer gjithsej 164 inspektime, nga té cilat 97
kontrolle té rregullta, 6 kontrolle dhe 61 inspektime té jashtézakonshme. Plani pér |
gjashtémujorin e paré pér vitin 2021 éshté realizuar dhe tejkaluar me 36,67%.

Pasqyré e numrit total té inspektimeve té planifikuara dhe té kryera sipas rajoneve pér '
periudhén janar-gershor 2021;

Rajonet Planifikuara | Realizuara | Dallimet | % té realizuara

Rajoni i Vardarit 16 16 0 100.00

Rajoni Lindoré 8 11 3 1375

Rajoni

Jugoperindimor 14 14 0 100.00

Rajoni Jugolindor 6 & 2 13333
%Eﬁ
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Rajoni i Pelagonisé 10 10 0 100.00
Rajoni i Pologut 2 2 0 100.00
Rajoni Verilindor 1 3 2 300.00
Rajoni i Shkupit 63 100 37 15873
_Gjithései 120 164 44 136.67

MNga kontrollet e rregullta dhe té jashtézakonshme té kryera nga inspektorét

farmaceutiké, jané miratuar 8 vendime té barnatoreve, si né vijim: 3 vendime né rajonin e
Shkupit (2 vendime né Aercdrom dhe 1 vendim né Cair), 2 vendime né rajonin ju gperéndimor
(2 vendime né Kérgove) dhe 3 zgjidhje né rajonin lindor (3 vendime né Shtip) té cilat jané
shgiptuar masa pér veprim né pajtim me Ligjin pér barna dhe pajisje mjekésore né pjesén e
mbushjes jo t& rregullt nga ana e punétorit farmaceutik né pjesén e treté té recetés,
prokurim. té ujit té distiluar pa certifikata nga analiza e cilésisé, njoftim jo té rregullt pér
ndérrim té stafit profesional, libreza sanitare t& verifikuara né kohe dhe kalibrim té rregullt
té peshoreve precize té destinuara per pérgatitjen e barnave kombétare,
Né giashtémujorin e dyté té vitit 2021, né pérputhje me planin vietor té punés sé Njésisé sé
Inspektimit pér vitin 2021, si dhe me planet mujore té punés sé secilit inspektor pér muajt
korrik, gusht, shtator, tetor, néntor dhe dhjetor 2021, njé gjithsej 136 inspektime, nga té cilat
95 kontrolle té rregullta, 11 kontrolle dhe 30 inspektime té jashtézakonshme. Né
giashtémujorin e dyté té vitit 2021 jané kryer gjithse] 193 inspektime, nga té cilat 95
kontrolle té rregullta, 10 kontrolle dhe 88 inspektime té jashtézakonshme. Plani pér
giashtémujorin e dyté pér vitin 2021 éshté realizuar dhe tejkaluar me 41,91%.

Paraqitja grafike e numrit total té inspektimeve té planifikuara dhe té kryera sipas gargeve
né periudhén korrik-dhjetor 2021
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Nga mbikéqyrjet e rregullta dhe té jashtézakonshme té kryera nga inspektorét
farmaceutike jané marré 3 vendime té barnatoreve dhe 1 vendim pér shités me shumicé, si né
vijim: 2 vendime né rajonin e Vardarit (1 vendim né barnatore né Sveti Nikollé dhe 1 vendim
ne shités me shumicé né Rosoman) dhe 2. Vendimet né rajonin lindor (2 zgjidhje né barnatore
né Kogan),

Né Gjykatén Themelore Penale — Shkup jané dorézuar dy kérkesa pér ngritjen e
procedurés pér kundérvajtje.

Trajnimet

Gjaté vitit 2021, jané organizuar disa trajnime on-line pér inspektorat farmaceutike, té
organizuara nga Agjencia Evropiane e Barnave (EMA) dhe Drejtoria Evroplane pér Cilésing e
Barnave (EDQM), né fushén e barnave té falsifikuara dhe té dyshuara dhe reduktimin e
rrezikut pér shkak té shéndetit publik. me droga té falsifikuara dhe vepra té ngjashme
kriminale.

L. Departamenti pér licencimin e barnave dhe pajisjeve mjekésore
Gjaté vitit 2021 jané léshuar:
- 3 licenca pér prodhimin e pajisjeve mjekiésore,
- 1 licencé pér prodhimin e substancave aktive té klasifikuara né listat 11 dhe 11
(kodeing, morfing, folkoding),
- 1 certifikaté GMP pér prodhimin e barnave,
- 5 licenca pér prodhimin e ekstrakteve té kanabisit pér géllime mjekésore,
= 5 licenca pér prodhimin dhe tregtimin e léndés aktive né formé bimore té lules sé
tharé té kanabisit pér géllime mjekésore,
- 2 licenca pér prodhimin e formave té dozimit farmaceutik g pérmbainé ekstrakte
kanabisi pér géllime mjekésore,
- - 3certifikata GMP pér prodhimin e luleve té thata té kanabisit pér qéllime mjekeésore,
- =2 certifikaté GMP pér prodhimin e ekstrakteve t& kanabisit pér qEIIlme mlekémre'
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-1 vendim pér ndérprerjen e licencés pér prodhimin e barnave,

-1 vendim pér pérfundimin e vlefshmérisé sé licencés pér prodhimin e ekstrakteve té
kanabisit,

. 54 vendime pér licencé pér té vepruar né institucionet private shéndetésore -
farmaci,

- 3 yendime pér licencé pér fu nksionimin e stacioneve té farmacive,

. 183 vendime pér ndryshim té té dhénave né licencén pér puné té institucioneve
private shéndetésore - farmaci,

- 10 zgjidhje pér licencé pér té operuar né dygane té specializuara,

. 29 vendime pér pagesén e farmacive t& lévizshme,

.7 vendime pér tregtimin me shumicé t& barnave dhe pajisjieve mjekésore,

- 5 zgjidhje pér shitje me shumicé té barnave,

- 4 zgjidhje pér kryerjen & veprimtarisé me shumicé me mjete mijekésore
stomatologiike,

. 10 vendime pér ushtrimin e veprimtarisé sé tregtisé me shumicé té pajisjeve
mijekésore,

. 10 vendime pér ndryshim té té dhénave né lejen e punés pér ushtrimin e veprimtarisé
st tregtisé me shumicé me barna dhe pajisie mjekesore,

- 10 vendime pér ndérprerjen e funksionimit té institucioneve private shéndetésore -
farmaci,

- 3 yendime pér ndérprerjen e funksionimit té dyganeve té specializuara,

- 3 vendime pér ndérprerjen ¢ aktivitetit té shitjes me shumicé me barna dhe pajisje
mijekisore,

-5 vendime pér pushimin e procedurave administrative dhe

- 1472 njoftime pér ndérrim té kuadrit profesional né institucionet shéndetésore
private - farmaci

v

SEKTORI PER CESHTJET JURIDIKE DHE Tf PERG]ITHSHME, MBESHTETJE
INFORMATIVE
DHE CESHTJET ADMINISTRATIVE-TEKNIKE

Né kuadér té Sektorit pér Céshtje Juridike dhe té Pérgjithshme, Pérkrahje Informative

dhe Céshtje Administrativo-Teknike organizohen dy departamente:

1. Departamenti pér puné juridike dhe t& pérgjithshme dhe céshtje administrative-

teknike dhe
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2. Njésia e mbéshtetjes sé Tl-sé,

1. Departamenti pér puné juridike dhe té pérgjithshme dhe ¢éshtje administrative-teknike

Né vitin 2021, Departamenti i Céshtjeve Juridike dhe t& Pérgjithshme dhe Céshtjeve
Administrativo-Teknike ka pérgatitur akte administrativo-ligjore, ka dhéné mendime dhe
shpjegime pér zbatimin e menjéhershém té rregulloreve né fushién e barnave dhe pajisjeve
mjekésore, si dhe drogave narkotike dhe substancave psikotrope, té shkémbyera.
informacione, mendime dhe pérvoja me organet e tjera té administratis shtetérore, jané
trajtuar raste g pérfshijné veprime ne lidhje me konkluzionet e Qeverisé sé RS ta
Maqedonisé, jané trajtuar kérkesat dhe ankesat e paraqitura nga persona fiziké dhe juridike.
Fushéveprimi i Departamentit jané cishtjet qé lidhen me punén né zyré, pranimin,
depozitimin dhe dorézimin e dokumenteve ni departamente dhe departamente té tiera né |
MALMED, dérgimin e dokumenteve tek palét, si dhe trajtimin e materialit arkivor dhe
dokumentarEshté ngritur procedurs kundérvajtése, e cila sé bashku me inspektorét |
farmaceutiké né vitet e kaluara jané iniciuar para Gjykatés Themelore Penale - Shkup
kundér kryerésve té shkeljeve té dispozitave té Ligjit pér barna dhe mjete mjekésore, Fdhe
kundér MALMED-it éshté ngritur padi né Gjykatén Themelore Civile né Sh kup.

Duke pasur parasysh numrin né rritje té kérkesave té parashtruara nga subjektet |
juridike t& interesuara pér hapjen e objekteve té veta prodhuese né mjedise ku ende nuk
éshté rregulluar infrastruktura komunale, u miratua njé Rregullore pér ndryshimin e
Rregullores pér pérmbajtien e kérkesés, dokumentacionin dhe kushtet e detajuara. sa i
pérket hapésirés, pajisjeve dhe personelit pér marrjen e miratimit pér pradhimin e barnave
("Gazeta Zyrtare e RSM" nr, 265/21), gié qé ka lehtésuar plotésimin e kushteve pér lidhjen e
infrastrukturés komunale.

1. Njésia e mbéshtetjes sé Tl-s¢

3. Departamenti i Mbéshtetjes g6 IT-gé sshta pérgjegjés pér zbatimin e qéllimeve dhe
detyrave t& punés né fushén e teknologjive té informacionit té pérdorura né
MALMED dhe kontribuon shumé né rritjen e funksionalitetit dhe efikasitetit te
punés né MALMED.

4. Kjo pérfshin konfigurimin dhe mirémbajtjen e pajisjeve kompjuterike q& ka
MALMED, mbéshtetien e pérditshme t& punonjésve né rast té problemeve
natyrés informative, asistencén né punén me programet e pérdorura nga,
punonjésit né punén e pérditshme, si dhe mirémbajtien e programeve dhe
sistemeve té pérdorura nga MALMED,

2. N& vitin 2021, Departamenti i Mbéshtetjos s& Tl-sé ka kryer né ményré adekuate
dhe cilésore detyrat e tij lidhur me:
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- instalimi, konfigurimi dhe mirémbaijtja e pérditshme e rrjetit dhe pajisjeve
kompjuterike né ambientet e MALMED;

- Mirémbaitja e pérditshme e sistemeve té pérdorura nga punonjésit e MALMED:

1. Sistemi: Sistemi i integruar i informacionit - pérmes kéti] gistemni té gjitha
kérkesat né lidhje me procedurat e barnave dorézohen né ményré elektronike nga
mbajtésit e miratimeve.

2. Sistemni: EXIM - sistemi me njé ndalesé pér lejet pér import, eksport dhe transit
t& mallrave dhe kuotave tarifore,

3, Sistemi: Regjistri gendror i barnave, magazingé virtuale dhe agregator pér
mbledhjen e ¢gmimeve mé té uléta,

4. mirémbajtijen e fages sé internetit té MALMED dhe

5. Mbéshtetja e pérditshme e pérdoruesit pér pérdoruesit e jashtém qé
pérdorin sistemet € mésipérme (késhillimi i pérdoruesve té jashtém,
sistemet e zgjidhjes sé problemeve qé jané pérgjegjési e departamentit té
mbéshtetjes sé IT, etj.).

BLERJET PUBLIKE

Né vitin 2021 jané zhvilluar 11 procedura té prokurimit publik, nga té cilat 10

prokurime publike kang pérfunduar me sukses, ndérsa njé prokurim éshté anuluar.

PROKURIMET PUBLIKE TE REALIZUARA TE AGJENCISE PER BARNA DHE

PRODUKTE MJEKESORE PER VITIN 2021
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Prokurimet publike té realizuara gjaté vitit ZEEI-]ME si mé ;:-ushtﬁ:

] | Vierae
k té
ESINnr.i Lénda e kontrates pér prokurim | Data e ]i:::rrar:s ¥ Lloji i
e
shpalljes publik Kontratés | TVSH procedurés
(denard)
1 2 | 4 | s 6
L. KLASIFIKIMI I. KONTRATAVE TE PROKURIMIT PUBLIK
Prokurimi i frenuesve TI{] té
gieneratés sé dyté pérnevojate | 10052021 | 11,383.680.00 -
] 2021 P h
L pacientéve né ISHP Klinika 10052021 | 814590252 | ocesiihapur
Universitare e Hematologjisé X
Prokurimi, dérgimi dhe
montimi i mobiljeve dhe pjeséve
10.05.2021 289,690
06353/2021 | t& mobiljeve pér nevojat e 2 0 E thjeshté OP
- - 10.05.2021 259927.00
Agjencisé pér Barna dhe Pajisje
: Mjekésore _
Prokurimi i karburanteve pér
07297/2021 | mjete motorike me pagesé pa 23052021 | 1,200,000.00 | E thjeshté OP
f para Eg_EI_I-:_at e kﬂ:hurantnt N X ) of = 1
153&33’203] Toneré dhe Printer 21.09.2021 104,678.00 | Vleré e vogél
imi d d
15606/2021,] | rorurimidheshpamdarjae oo 945,000.00 | E t hjeshte OP
: pajisjeve té& IT o b
19664/2021 | Biro materile dhe harxhime 16.12.2021 236,866.00 | Vieré e vogél
Materijale harxhimore 02.02.2022 130,980.00
218 021 Vi |
208 | jenike 02022022 | 3488080 | ¢ VOB
II. KLASIFIKIMI II. KONTRATA PER PROKURIME PUBLIKE TE SHERBIMEVE
_ 27.04.2021 22.462.00
05515/2021 | Sherbime Sigurimi 20.04.2021 109,377.00 | Vleré e vogel
- _ 29.04.2021 E‘?.GE{_J.UD
Shérbimet e telefonisé celulare,
telefonisé fikse dhe lidhjes me |
20, 021 i 00, E thj OP
07931/2021 internet pér njé periudhe 2 06.2 2,124,000.00 | E thjeshte
viegare .
hﬁ_r%
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Mirémbajtja parandaluese dhe
mbajtja e njé sistemi
informacioni té integruar

| ekzistues |

15102021 | 3,304,000.00 | E thjeshté OP

153512021

v
AKTIVITETE TE TJERA NE 2021

E AGJENCISE PER BARNA DHE PRODUKTE MJEKESORE
1. Mirémbajtja e sistemit té cilésisé

Ekipi i cilésisé pérbehet nga njé pjese e stafit té Departamentit té Informacionit per

Barnat dhe Pajisjet Mjekésore.

T# gjitha procedurat dhe dokumentet brenda sistemit té cilésisé publikohen né njé dosje

té perbashkét pér akses mé té miré te té gjithe punonjésve.

Q&llimi i MALMED éshté duke krijuar njés sistem té géndrueshém cilésie pér té garantuar
besimin e klientéve tans, punonjésve dhe té gjithiés aktoréve té tjeré né sektorin e
shéndetésisé, rritjen e efikasitetit t¢ MALMED mé shumé transparencé né operacione,
unifikimin e procedurave né pérputhje me afatet ligjore, menaxhimin e rrezikut, koston.
planifikimi dhe krijimi i njé cikli mé t& shkurtér aktivitetesh népérmjet pérdorimit efikas

t& burimeve, rezultateve t@ pérmirésuara, té qéndrueshme dhe té parashikueshme, si dhe

menaxhimit mé t& miré té burimeve njerezore dhe edukimit t& tyre té vazhdueshém,

Pér shkak té pandemisé Covid, rishikimi i rregullt i standardit u shty pér né prill 2021.

2. Sisterni | Menaxhimit té Dokumenteve {dmth DMS) i MALMED
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Né shkurt 2021, MALMED nénshkroi njé marréveshje me njé operator té jashtém pér

zbatimin e moduleve shtesé:

* Departamenti i Mjekésisé Humane,

* Departamenti i Pajisjeve Mjekésore,

* Moduli pér konsumin vjetor t& barnave dhe rapartet,

* Departamenti i Opinioneve Farmakoekonomike dhe Farmakoepidemiologjike,
» Zhvillimi i shérbimitfeve) pér komunikim me regjistrin ekzistues té barnave,

* Departamenti pér inspektim né fushén e barnave dhe pajisjeve mjekésore dhe
« Departamenti i Licencimit.

Koncepti i té gjitha moduleve shtesi ashté pér funksionim mé efi kas, mé té miré dhe mé
Lé qeté t& MALMED. Departamenti i Informacionit pér Barnat dhe Pajisjet Mjekésore na
koordinim me Departamentin e Mbéshtetjes sé Informacionit jané pérgjegjés pér

konceptimin, koordinimin, monitorimin deri né zbatimin e moduleve,
3. Ligji pér Barnat dhe Pajisjet Mjekésore

Né prill t& vitit 2021 8shté pérgatitur propozimi pér Ligjin e ri pér Barnat nga njé grup
punues i pérbéré nga pérfagésues nga MALMED, Ministria e Shéndetisist, eksperté té
Fakultetit té Farmacisé dhe Institutit pér Farmakologji Paraklinike dhe Klinike, Né punén
e tij, ky grup mori parasysh edhe propozimet e paragitura nga aktoré té ndryshém. Ky

projektligj i éshté dorézuar Ministrisé sé Shéndetésise pér proceduré té métutjeshme.
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1. Bashképunimi ndérkombétar pér vitin 2021

Bashképunimi ndérkombétar eshté imperativ i MALMED sepse gé nga themelimi i ti]

MALMED ka filluar njé komunikim intensiv me agjencité e barnave né rajon dhe Evropé

pér té shkémbyer pervoja, edukim dhe pér té fituar partneré né zhvillimin dhe pérparimin

e tij.
Veprimtarité e realizuara:

41, MALMED pérmes pérfagésuesit té saj mori pjesé aktive né dy sesione online té

Komisionit té Ekspertéve pér klasifikimin e barnave sipas metodés sé léshimiti cili punon

prané Drejtorisé Evropiane pér Cilésing e Barnave (Keshilli i Evropés) Strasburg, Francé.

45. 4.2 Nekuadér té IPA-sé me Agjencing Evropiane pér Barna gjaté vitit 2021 jané

realizuar disa trajnime né té cilat kané marré pjesé pu nonjés nga MALMED. Ato

trajnime ishin njé kontribut i madh, duke forcuar kapacitetin e MALMED, dhe trajtoi

temat e méposhtme:
4.6. - Planet e Menaxhimit t& Riskut: Teori dhe Praktiké,
4.7. - Kryerja e njé inspektimi GMP;: studim rasti,
4.8. - Vlerésimi i njé dosjeje: produkt i ri - rast studimi,

49. -Vaksinat pér KOVID 19, autorizimi dhe vigjilenca (vaksinat Covid-19: autorizimi,

pérdorimi dhe vigj ilenca),
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4.10.
4.11.
412,
A4.13.

4.14.

4.15.

4.16.

4.17.

4.18.

4.19.

- Pérdorim i vendosur miré (pérdorim i vendosur miré),
- Lufta kundér Rezistencés Antimikrobike,

- Kryerja e njé inspektimi GCP - Studim rasti,

Kryerja e Inspektimit Farmakovigjilence.

4.2 MALMED ka nénshkruar njé marréveshje bashképunimi me Uppsala Moni toring
Center (UMC) - njé bazé té dhénash elektronike globale e reaksioneve negative ta

barnave té Organizatés Botérore té Shéndetésisé me gendér né Suedi.

Né periudhén shtator-dhjetor 2021, nén kujdesin e UMC-sé, jané organizuar teté
trajnime online nga segmente té ndryshme té farmakovigjilences, né té cilat kang
marré pjesé punonjés té Departamentit té Farmakovigjilencés dhe
Materialevigjilencés nga MALMED. Pedagogét ishin eksperté né fushén e
farmakovigjilencés né OBSH dhe morén pjesé persona té punésuar né Qendrat
Kombétare né mé shumé se njézet vende nga té gjitha kontinentet. Punonjésit e
Departamentit t& Farmakovigjilencés dhe Materiale Vigjilencés né MALMED kané

marré njohuri dhe aftési té reja si dhe certifikatat e mépoashtme:
- Hyrje né farmakovigjilencé (Hyrje né farmakovigijilenca),

- Romunikimi i réndésisé s& PV dhe punés suaj (Komunikimi i réndésisé sé PV dhe

punés suaj),
- Mbledhja e raporteve ADR me cilési té larté,

- Menaxhimi i sistemit té farmakovigjilences dhe terminologjive (sistemet dhe
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terminologjité e menaxhimit t& PV},
4.20. - Kursii zbulimit dhe vlerésimit té sinjaleve
4.21. - Pérdorimi | bazés sé té dhénave Vigiflow (pérdorimi i Vigiflow),
4.22. -Vigilyze use database (Vigilyze use) dhe

4.23. - Zbulimi i sinjalit dhe vlerésimi i shkakésisé né praktiké.

4.24. MALMED mori pjesé edhe né njé webinar té organizuar nga OBSH pér Ballkanin
Peréndimor, me temé: “Vierésimi i teknologjive shéndetésore® me géllim qé té
afrohen dhe shpenzohen né ményré racionale paraté e shéndetésisé dhe t€
mundésohet disponueshméria e barnave inovative pér popullatén. Pérmirésimi |
treguesve shéndetésoré per rajonin g ¢on né jetégjatési, produktivitet té punés dhe
rritje ekonomike.

! 46, MALMED mori pjesé rregullisht né webinarét e organizuar nga OBSH mbi pandemingé
dhe aspektet e saj shéndetésore, sociale dhe ekonomike pér popullatén.

Vi
GJENDJA FINANCIARE E AGJENSIS PER BARNAT DHE PRODUKTET

MJEKESORE

RAPORTI FINANCIARE

Gjaté vitit 2021 né njé rast gshté béré rialokimi i mjeteve né pérputhje me detyrimet dhe
planin financiar té miratuar pérfundimisht pér vitin 2021, ndérsa shpenzimet e realizuara ni
vitin 2021 jané paragitur né tabelén e méposhtme. Gjaté vitit 2021 ka pasur dy rialokime né
llogariné 190016239160317 pér shkak té njé buxheti mé pak t& miratuar pér paga se sa
kérkohet.
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Konto Buxhetore 190016239163114

e

Artikuli Buxhet pér Plang Realizuara
2021
420 | Harxhime ditore rrugore 4.600,000,00 |  4.600.000,00 123.150,00.
421 | Shérbime komunale pér 4000.00000 |  4.000.000,00 | 3027.836,00
nxemje dhe transport
423 | Materijale dhe inventar vogdl 20.000.000,00 |  20.000.000,00 17.010.420,00
424 | Riparimi dhe mirémbajtja e 10.000.000,00 | 10.000.000,00 | 263346400
vazhdueshme
425 | Shitrbim eté kontraktuara 29.000.000,00 | 29.000.000,00 | 24.631.924.00
426 | Shpeneyime tiera te 6.000.000,00 | 6.000000,00| 1536.260,00
vazhdueshme
464 | Transfere té ndryshme 2.200.000,00 | 2.200.000,00 30.000,00
480 | Blerje e paisjeve dhe maginave 3.000.000,00 1.176.665,00 1.071.665,00
481 | Objekte ndértimore 1.407 383,00 462.961,00 112.961,00
483 | Blerje t& mobiljeve L092.617,00 1.092.617,00 567617
ey 1200000000 | 1200000000 | 4.074.056,00
inansiare
Gjithésej 92.300.000,00 90.532.243.00 | 54.819363,00
Konto e vetéfinansura 190016239178714
Artikuli Buxhet 2021 Flan Realizuara
420 | Harxhime ditore rrugore 1.200.000,00 1.100.000,00 0,00
421 | Sherbime kamunale pér 300.000,00 | 275.000,00 2533,00
nxemje dhe transport
423 | Materijale dhe invetar i vogél 300.000,00 275.000,00 44.242,00
424 | Mirmbajte dhe merimetime
it vaphuiniahine 500.000,00 | 455.000,00 0,00
425 | Shérbime kontraktuese 1.000.000,00 910.000,00 270.600,00
426 | Hraxhume tera té 30000000 27500000 |  164.850,00
vavhdueshme
464 | Transfere té ndryshme &00.000,00 600.000,00 0,00
480 | Blerje e paisjeve dhe maginave 200000000 | 1LR00.000,00 0,00
485 | Investim né té ardhura jo 2000.000,00 |  1800.000,00 0.00
financiare
Gjithésej 8.200.000.00 |  7.400.000,00 482.225,00
Konto Buxhetore 190016239160317
Artikuli Buxhet pér Plan Realizuara
2021
| 401 | Rroga bazé 17.330.100,00 | 17.330.082,00 | 17.330.082,00 |
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402 | Kontributet e sigurimeve 6.744.900.00 6.722.833.00 6.722.833.00
shogérore

404 | Mbulimet harxhuese 460.000,00 387.000,00 387.000,00

426 | Harxhime tjera 100.000,00 100.000,00 1.025,00
Gjithésej 24.635.000,00 | 2453991500 | 24.440.940,00
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1. Baapata na PenyGnuka Cepepna Makegonuja ro pasrnefa u ycsoM FOQRIIHHOT
u3peniTaj 3a paboTeeTo Ha AreHUMjaTa 33 AEKOBH H MEJHUHHCKH CpegcTBa 3a
2021 ropmua, / Qeveria e Republikés sé Magedonisé s¢ Veriut e shqyrtoi dhe e
miratoi raportin vietor per punén e Agjencisé sé barnave dhe pajisjeve
| mijekésore pér vitin 2021
[

Propozimé - Konkluzat: £

1. Qeveria e Republikés s& Magedonisé sé Veriut e shgyrtoi dhe e miratoi raportin
vietor per punén e Agjencisé sé barnave dhe pajisjeve mjekésore pér vitin
2021.







