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MunucrepcTBo 3a 3pascTBo

0o:
EKOHOMCKM ONEPATOPM ...coceeeenerrrerrinirernreeinnsessseens
NPEOMET: MNokaHa 3a nopHecyBatbe NOHYAa 33 jaBHa HabaBKa Ha PeareHcn v _notpouweH

MunucrepcTso 3a 3apascTeo Ha PCM cnposeayBa nocTanka co nperosapare 6e3 ob6jasyBarbe Ha ornac
COrnacHo co uneH 55 ctas 6 of, 3aKOHOT 3a jaBHUTe HabaBKkuU. Be monume Aa HW gocTasuTe NpBUYHa
NOHyAa 3a ropeHaBeAEHUOT NpeaMeT Ha AOTOBOPOT 3a jaBHa HabaBKa BO COrNACHOCT CO NPUNOMKEHATa
TexHuuKa cneuudukaumja HajaouHa 09/04/2020 rop,'uH’a_fl’Z:OO 4YacoT Ha ropHaTta azpeca, 80 apxuBara
Ha MuHucTepcTso 3a 3gpascteo Ha PCM . MoHypaata aa ce A0CTaBu Ha HaunH aeduHUpaH Bo yneH 31,
cTaB 3 U 4 o 3aKOHOT 3a jaBHMTE HabaBKw.

Be monume npu usroteysarbe Ha Bawata noHyaa Aa M KOPUCTUTE OPrUHanHUTe obpacuy Kou
Ce COCTaBeH fen Ha TeHAepcKaTa A0KYMeHTauuja.

Monume, BO NoHyAaTa Aa HaBeAeTe M NMUE KOe BO MMe Ha NOHYAYBauoT Ke yYecTByBa 80
nperosopuTe 3a peanusayuja Ha HabaBKaTa (MMe U NPe3UMe, KOHTaKT TenedoH).

OpHanpep, 6narogapume Ha copabotkara.
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Peny6auxa Cesepra Maxegonuja

MuHKMCTEpCTBO 3a 3APaBCTBO

MOCTANKA CO MPEFOBAPAE BE3 NMPETXOAHO OBJABYBAE HA OFNNAC
3A

TEHOEPCKA JIOKYMEHTALIUIA

Ckonje, anpun 2020 roguHa
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Pernrybsmxa Cesepra Maxepounja

MuHBCTEpCTBO 3a 3TPaBCIBO

npunor1

1. OnwTn MHGOPMaLMM BO BPCKa CO AOTOBOPHUOT OpPraH 1 npeameToT Ha Habaeka

tania.pehcevska@zdravstvo.gov.mk, wuHTepHeT agpeca: www.moh.gov.mk KoHTakT nuue Tama
MexyescKa .

(xuTosu)3a 3000 naumeHTy 3a supyc COVID19 1.3 NpeameToT Ha AOTOBOPOT € AENUB Ha [e/10BM .

1.4 [lorOBOPHWUOT OpraH Ke CKAy4M AOTOBOP 3a NpeameTHaTa Habaska co HOCWTENoT Ha Habaskarta 3a
nepvoa, o, 3 Meceuy 0aHOCHO A0 UCLUPNYBaHbe Ha KONUYNHUTE.

1.5. TexHunuKa cneupduKaumja 3a

BEN OnucC HA BAPAHOTO EduH mepka KOMUYMUHA

OEN1 QiAmp Viral RNA Mini Kit (1/250 80 kuT) KUT 12

Npajmepu/MNpobu  ( cneumdununn 3a E n RdRp

12
Aen2 reuute og COVID19) (40nmol) et
[EN 3 (i;):gn 3mL UTM with 2 regular regular swaps HaKoBare 30
NEN4 Ag —Path —ID One Step KT-PCR ( k1T 3a 1000 HaKosatbe 3

peaxkuum)

1.6. [loroBopoT 3a jaBHa HabaBKa ke ce AO4eNM CO NMPUMMEHA Ha NoCTanKa co nperoBapakbe 6es
npetxoaHo o6jaBysatbe Ha OFNac COTNACHO CO YneH 55 cras 1 TouKa r o4 3aKOHOT 3a jaBHUTE HabaBKy.

1.7. Osaa nocTanka ce CNpoBeayBa COrNacHo €O 3aKOHOT 33 jaBHUTe HabaBKM U aoxHeceHuTe
NOA3aKOHCKU aKTK.

2. EnemeHTH Ha NOHYA2

2.1. NoHyaata Tpeba aa e cocTaBeHa 0f, CNeaAHUBE eNeMeHTH:
- Obpaszey Ha noHypa (Mpwunor 2),
- [lOKymeHT 33 peructpupaHa aejHocT,
- Ws3jaBa 3a cepno3HocT Ha noHyaata (Mpwunor 3),
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Pentyonuxa Cesepsa Maxegonuja

MunnCTEpCTBO 34 34paBCTBO

- PeweHue 33 NPOMET Ha rONEMO CO MEJUUMHCKUA CPeAcTBa COTNAcHO 3aKOHOT 33 NEKOBU W
MEAMLUNHCKM CpeacTsa
- Karanor 3a NOHYAEHOT co jacHo oabenexaHn AenoBu KOW r'n Hyau EKOHOMCKUOT onepaTop

2.2Kputepuymu 3a yTBpAYBakbe Ha cnocobHocT

2.2.1. EKOHOMCKMOT onepatop Tpeba Aa e perncTpupaH Kako GU3MUYKO UM NPaBHO NIMUE 3a BpleHe
Ha JejHoCTa NoBp3aHa co NpeAMETOT Ha AOrOBOPOT 3a jaBHa HabaBka unu pa npunafa Ha COOABETHO
NPodeCUOoHaNHO 3APYEHNE COFNACHO CO NPOMUCUTE Ha 3eMmjaTa Kaje WTOo e perncTpupar.

2.3. HauuH Ha AOKaXKyBaHe Ha cnocobHOCTa Ha NOHYAYBaAYOTY

2.3.1 3a poKkaxyBsare Ha cnocobHOCTa 3a Bpllere Ha NpodecuoHanHaTa AejHOCT, NoHyAyBa4voT Tpeba
[a DOCTaBM CO CBOjaTa NOHYAa AOKYMEHT 3a PerucTpupaHa JejHOCT KaKo AOKas feKa e perncrpupaH
Kako GU3NYKO WAK NPaBHO AMLE 3a BPLUEHE Ha AEejHOCTa NOBp3aHa Co NPegMeToT Ha AOroBopoT 33
jaBHa HabaBKa wAM AOKa3 AeKa npunafa Ha COOABETHO NPOGECUOHANHO 3APYMEHUE COFNAcHO €O
NPONUCUTE Ha 3eMjaTa Kaae WTo e PerucTpupaH.

2.4. EKOHOMCKMOT oneparop Tpeba Aa AocTaBu
- PeuweHue 3a NPOMET Ha ONEMO CO MEANLMHCKU CPeacTBa COTNacHO 3aKOHOT 3a NeKOBU W
MeOULMHCKN CpeacTsa
- Karanor 3a NOHYJEeHOT CO jacHO oabenexaHn AeN0BU KON MM HyAU EKOHOMCKUOT onepatop

3. Kpurepuym 3a usbop Ha HajnoBoIHa NOHYAA

[loroBOpPHMOT OpraH Kako KpuTepuym 3a M3bop Ha HajnoBo/sHaA NOHYAA Ke ja KOPUCTU EKOHOMCKM
HajnoBo/HaTa NOHYA3 BP3 OCHOBA Ha LeHaTa.

4. HaunH 1 poK Ha NNaKkamwe, POK Ha MCNOpPaKa W BaXKHOCT Ha NOHYAK

4.1 HauuH Ha nhaKamwe

Ce npenBuayBa CheiHAOB HaUMH Ha NNaKakbe:

[oroBopHNOT opraH nnakarbeTo Ke ro M3BpWM Ha CAefHWMOB HauuH: 15 fgeHa no ucnopaka y
auctpubyumnja Ha npeameToT Ha HabaBKa, co nocTaByBarbe Ha GakTypa ¥ UCNPATBHULA 04, CTPaHa Ha
Hocutenot Ha HabaekaTa u J3Y UHCTUTYT 3a jaBHO 3apaBje Ha PCM —KpaeH KOPUCHUK

4.2 PoK 3a ucnopaka
UcnopakaTta Ke ce BPLIM Ha CAEAHUOB HauuH:
BegHaw no cknyvysarbe Ha AOTOBOPOT UCNopakaTta Tpeba ga ce uaspwn A0 J3Y UHCTUTYT 3a jaBHO
3ppasje Ha PCM op, cTtpaHa Ha [JoroOBOPHWUOT OpraH BO CrNacHOCT cO AobueHo baparbe o4 CTpaHa Ha

MuHucTepcTBo 3a 3apascTBo Ha PCM

4.3 MNepuop Ha BaXXHOCT Ha NOHyAaTa

MoxyauTte Tpeba Aa BaxkaT Hajmanky 30 geHa o4 AEHOT YTBPAEH KaKo KpaeH POK 3a NogHecyBare Ha
NOHYAMTE, 32 YMe BpemeTpaetoe NoHyAaTa CO CUTE Hej3UHU enemMeHTU e 06Bp3yBayKa 3a NOHyAyBauyoT.
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Penybauxa Cesepra Makepouuja

MuHMCTEpPCTBO 32 3APaBCTBO

MoHyAaTa WTO BaWU 3a NOKPaATOK Nepuog of NPeABUAEHUOT, AOTOBOPHUOT OpraH ja oTdpna Kako
HenpudaTtansa NoHyaa. JLOKOAKY AOTOBOPHWUOT OpraH NpoueHu 3a notpebHo, moxe aa nobapa op
NOHYAYBaYOT NPOAC/KYBaE Ha NEePUOAOT HA BaXHOCT Ha NOHyAaATa.

5. HaunH Ha nperoBapame

5.1 NperosapareTo ke ce m3spwm Bo 1 (eaeH ) Kpyr. Hajnpeo Ke ce OTBOpaT U ucTuTe Ke ce
eBaayupaar.

5.2 Bo npeuoT Kpyr Komucujata ke rv NoBUKa nperopapavyuTe pefocnefHo Koj nps noaHen noHyaa
LOKOMIKY HUBHATa NOHYAA M UCMNOAHYBA YCNOBUTE U Ce NpUCTanysa KOH Nperoeaparbe BO BPCKa CO
LeHarta oA, NpeaMeToT Ha HabasKa. OTKaKo CUTe NOHYAYBa4u BO MPBUOT KPYT Ke U3BPLIAT Nperosapatbe,
ucToTO 3aBpilyBa. Co 3aBplIyBakbe Ha NPBUOT KPYr 04, NperoBparbeTo 3aspliyBa CaMoTO Nperosaparbe
33 NoAHecYBake Ha UeHW. 3a HajnoBo/ieH NoOHyAyBay Ke 6uae u3bpaH OHOj NOHYAYBay KOj AaN HajHUCKa
LeHa no 3aBplIYBakbe Ha NperosaparbeTo. 3a TEKOT Ha NperoBaparbeTo Ke 6uae U3rotBeH 3annUcHUK o4

€aMOTO Nperosapatbe Koj ce NoTnuwysa oj, cTpaHa Ha KomucujaTta 3a jagHu HaBaBKu U OBRacTeHWTe
NpPeTCTaBHULM.

M36paHMOT HAjNoBONEH NOHyAyBavy uma obBpcka He nogonro of l{epeH) peH of 3aspluHoTO

nperosapatbe p[a AOCTaBM KOHEYHa MNOHyAa COrNacCHO CO LUeHuTe yTBpAEeHM O 32aBPLIHOTO
nperosapate.

5.3 lNperosapatbeTo Ke 3anouyHe Ha AeH 09/04/2020 roauHa 12:00 yacoT 4acoT, NO U3BpLlUeHaTa
esanyauuja Ha Nnonyaure.

6. HauMH Ha pocTaByBake Ha NOHyAaTa

EkoHOoMCKMOT onepaTop noHyaata Tpeba Aa ja 4ocTaBu cornacHo co yYnen 31, cras 3) u 4) og 3akoHoT
3a jaBHUTE HabaBKu.

EKOHOMCKMOT onepatop OpUrMHasHata NoHyAa NOTNWLIAHa U 3aBepeHa 04, OArOBOPHOTO /MUE Ha
NOHYAYyBauYoT U NPUAPYXKHATa JOKYMEHTaUMja ' NPUAOKYBa IMUHO Ha afipeca Ha IOTOBOPHUOT OpraH,

OBNACTeH JaBaTesl Ha NOWTEHCKMU YCAYTYM AU NPeKy APYra COOABETHa KYpPUPCKa cnykba.
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Penyb6iuxa CepepHa Maxegonuja

MuHHCTEpPCTBO 33 3EPaBCTBO

O6pasey Ha NoHyAa

[memopaHdym Ha noHydysayom]

objaByBarbe Ha Or1ac 1 Ha TeHAEePCKaTa AOKYMeHTauumja, ja noaHecysame cienHaBa:

nPunor 2

NOHYAA

Den 1. Undopmaumn 3a NOHYAYBaAYOT

1.1.Mme Ha noHyAyBaYOT:

1.2. KoHTaKT nHidopmayuu:

Appeca:

Tenedon:

dakc:

E-nouwra:

JINUE3aKOHTAKT:

1.3. OarosopHonuue:

1.4. JaHoueH6poj:

Aen 2.

PuHaHcncKa noHyaa

DEN

ONUC HA BAPAHOTO

EOuH mepka

KOMuUvYuHa

EduxeyHa
LjeHa 6e3

A48

d0e

BkynHo be3
dde

OEN1

QiAmp Viral RNA Mini Kit
(1/250 80 KuT)

nakoBake

12

OEN 2

Mpajmepn/MNpobu (
cneunduynm 3a E n RdRp
reHute op COVID19)
{40nmol)

cer

12

MHUHHMCTEPCTBO 3a 3LPaBCTBO HA
Peny6nnka Cesepna MaxegoHuja

V. ,50 Jususuja“ 6p. 14, Ckonje
Peny6auka Cesepua Makegouuja

+389 2 3112 500
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Penybsinka Cesepra Maxeposuja

MuuyCTEepCTBO 3a 33paBCTBO

Copan 3mL UTM with 2
AEN3 regular regular swaps nakoBatbe 30
1/50

Ag —Path —ID One Step
DEN 4 KT-PCR ( kut 32 1000 naxoBarbe 3
peakuum)

2.1Cnopep, Toa, BKyNHaTa LieHa Ha HawaTa NoHyAa, BKIY4YBajKu M cUTe TPOLIOLM W NONYCTH, 6e3 0B,

u3HecyBa: [co 6pojru]
( )[co 6ykeu] peHapm.
BrynHMoT usHoc Ha OB usHecyBa AeHapu.

2.2 n npudakame Ha4YMHOT Ha nNnaKkakbe W POKOT Ha WCNOPaKayTBPAEHWM BO TeHAepcKaTa
DOKyMeHTauuja.

AOEN 3 TexHuuKa noHyna

Onuc Ha Onuc Ha Mpoussoant 3emja Ha
AEN OMUC HA BAPAHOTO noxvydeHomo naxkoeare en noTekno

QiAmp Viral RNA Mini Kit

AEN 1 (1/250 BoO KuT)

Mpajmepu/MNpobu (
OEN 2 | cneundununu 3a E n RdRp
renute og COVID19) (40nmol)

Copan 3mL UTM with 2 regu-

AEN3 lar regular swaps 1/50

Ag —Path —ID One Step KT-PCR

AEN4 { kuT 32 1000 peakuuu)

Ben 4. Pok Ha BaXXHOCT HanoHyaarta:30 aeHa

Ha nperosopuTte WTO Ke MM 3aKaye AOrOBOPHUOT OpraH, NOHyAyBa4yoT Ke ro npevcrasyBa NULETO:
,Ten

Ben 5. Co nopHecyBake Ha OBaa NOHYAa, BO UEAOCT M npudakame ycnosute npeaBuiceHU BO
TeHAEepCKaTa AOKYMEHTalUMja.

MPUNOT: (lokyMeHTUTe WTO Ce NPUNOXKYBaaT KOH NoHyAaTa)

» Co dbuHaHCUCKaTa NOHYA3 33A0/MKUTENHO Ce A0CTaByBaar u:
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Peny6nuxa Cepepra Makenonnja
MuHUCTEpPCTBO 33 34paBCTBO
DoKymeHTH 33 peructpupaHa pejHocT
M3jaBa 3a cepMO3HOCT Ha NoHYAaTa

PelieHne 33 NPOMET Ha rONEMO CO MEAULMHCKM CPeACTBa COTNIaCHO 3aKOHOT 3a NIGKOBU U
MeAMnLMHCKK CpeacTsa

KaTtanor 3a NOHy4eHOT CO jacHO oabenexaHu 4eN10BU KO ™ HyaM EKOHOMCKMOT onepaTop

MuHEKCTepCTBO 3a 3IPABCTBO HA Y 50 Tususuja“ 6p. 14, Ckomnje +389 2 3112 500

Peny6iuka CesepHa MakegoHuja Peny6auka Cesepna Makegonuja www.zdravstvo.gov.mk



Peny6amia Cesepra Maxenonnja

MuHMCTEpPCTRO 33 3APaBCTBO

NPUNOT 3 - U3jaBa 3a CePUO3HOCT Ha NOHYpATa

W3IJABA

Jac, ponynoTtnuiiandumor [ume u npesume]

BP3 OCHOBa Ha uneH 101 ctaB 4 og 3aKOHOT 3a jaBHUTe HabaBKu, a BO CBOJCTBO Ha OAFOBOPHO AuLe Ha
MOHYAYyB8a4oT,

u3jasyBam [OeKa Hema fa M npesemam
fnejcrenjata op, ctae 6 Ha uneH 101 on 3aKOHOT 3a jaBHMTe HabaBKW BO MOCTankaTa Koja ce cnposeAysa
no ornacoT 3a Aojenysartbe Ha [AOrOoBOpP 3a jaBHa Habaska 6poj 3a HabaBka Ha
objaseH op cTpaHa Ha WU AeKa noHyaata e
npaBHo 06Bp3yBayKa 3a HAC BO CUTE HEj3UHKU AeN0BU A0 UCTEKOT Ha NepuogoT Ha Hej3uHaTa BaXHOCT.

UcTo TaKa, usjaByBam fi€Ka CyM LefIOCHO CBECEH CO noc/iefuuuTe on Npekpullysarbe Ha 0Baa
usjasa, WTO Ke AoBeAe A0 M3faBarbe Ha HeratusHa pedepeHua 04 CTpaHa Ha OOrOBOPHWOT OpraH
NPOTUB NOHYAYBAYOT BO YME MME U 33 YMja CMETKA CyM OBARacTeH Aa ja Aajam OBaa U3jasa cornacHo co
yneH 101 cras 7 op 3aKOHOT 3a jaBHUTE HabaBKM.

MecTo 1 Aatym QAroeopHo Aunue*

{noTnuc)

* . N
VzjagaTa ce NOTNWWYBA EAGKTPOHCKKU CO NPUKauyBathe Ha BA/IMASH AWUFMTANEH CePTUGUKAT YMj HOCMTEN @ OATOBOPHOTO /IMUE MAW finue
OBJ/IACTEHO Of HETO.
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