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OTka3 oT TeCTUPOBAHUS U NPUHYIMTEIbHOI BAKIUHALMYI NPOTHB KOPOHABUPYCHOH MH(peKIuM
2019-nCoV.

Ha ocnoBannn @3 Ne 323 ot 21.11.2011 "O6 ocHOBax oxpaHbI 30pOBhs rpaxnaH B PD", ct.19. m.8
(«oTKa3 OT METUIIMHCKOTO BMeMaTeabCcTBaY), cT. 41 Koncruryiuu PO

A, , roga
POKIECHHUS 3afBJIAI0 00 OTKa3e OT TECTHPOBAHUS M NMPO(PHIAKTHYECKOH BaKIUHALMH NPOTHB
KopoHaBupycHoi uHpekun 2019-nCoV.

JlaHHBIN OTKa3 ecTh 00JyMaHHOE M B3BEIICHHOE PelIeHUE, MPUHATOE Ha OCHOBAHWU JCTAIBHOIO H
BCECTOPOHHETO HM3YYEHHs] BONPOCOB CBS3aHHBIX C BAaKIMHAIMEH, JUYHOTO OIBITA M IOJHOCTHIO
COOTBETCTBYET HOPMaM JICHCTBYIOIIETO 3aKOHO/IATEIbCTBA, B TOM YHUCIIE!

@3 Ne 323 ot 21.11.2011 "O06 ocHOBax OXpaHbI 3/J0POBBS rpaxiad B PO",

Cratbs 4 (OCHOBHBIC MPUHIHUITBI OXPAHBI 37I0POBbS),

Cratbs 5 (Cobmronenue npaB TpaxaaH B cepe oXpaHbl 3M0pOBbsS U 00CCICUCHUE CBSI3AHHBIX C STHMH
npaBaMH rOCYIapCTBEHHBIX TapaHTHil),

Cratbs 6 (IIpropUTET HHTEPECOB MAIMEHTa MPHU OKA3aHUU MEIUIIMHCKOMN MOMOIIIN),

Cratbs 20 (MudopmupoBanHOe 1OOPOBOIBHOE COrNIACHe Ha MEAUIIMHCKOE BMEILIATEILCTBO M HA OTKA3 OT
MEIUIIMHCKOTO BMEIIATEIbCTRA).

@3 Ne 157 ot 17 cents6ps 1998r. «O6 nMmyHONpohMITakTHKE NHPEKIIMOHHBIX OO0JIE3HEH», CTaThs
5 (IIpaBa 1 00513aHHOCTHU IPaXKIAH MPU OCYILIECTBICHHH UMMYHOTIPO(QUIAKTHKH).

OsnakomieH(-a) ¢ cogepxkanueM @3 Ne 52 ot 30.03.1999r. «O caHUTaPHO-IMUAEMHUOTIOTHYSCKOM
0JIarOTIOTYYHH HACEIICHUSI.

Cornacno ITPUKA3Y ot 26.01.2009 r. N 191 MUHUCTEPCTBA 3JPABOOXPAHEHUA U
COLMAJIBHOTI'O PA3BUTUA P® neobxoaumo moe cornacue. [lockonbky npenapar MHEe HE N3BECTEH,
B YACTHOCTH €T'0 MOCIIE/ICTBUS, 1 HE COTJIaCHa MPUMEHSATH ero Ha cebe.

CornacHo cr. 3 KoHBeHIIMM O 3aImuTe MpaB YelOBEKa W OCHOBHBIX CBOOOJ — HUKTO HE JOJDKEH
MIOJBEPraThCs MBITKAM, MEAULMHCKAM OIBITaM.

B cayuae npuHy:KaeHus K 00513aTe1bHOM BAKIUHAIINT
TpeOyI0 NPeAOCTABUTD !

1. TluceMeHHBIE MOJHOMOYHS C OOOCHOBAaHMEM HAa 3aKOHHOCTH JAaHHBIX TPEOOBAaHHH CO CTOPOHBI
COTPYIHUKOB OPraHU3aAIMH 3PaBOOXPAHCHHS,

2. JlokymeHT Ha OyMa)KHOM HOCHTEJIE, UTO JIMIO, pencranisitomee Munszapas PD u np., npusnHaer
PHCK M HECET JIMYHYIO0 OTBETCTBEHHOCTH 32 OIUIATY yIIepOa, KOTOPBI MOKET BO3HHKHYTH IPH- U
NOCJIe BBEICHUS BAKIIMHBI HITH [TPOBEICHUS TECTHPOBAHHSI.

3. TlucbMeHHYIO XapakTepuCTHKy mpemiaraemoit Bakmumuer (2019-nCoV),  ocHOBaHHYIO Ha
HAayYHBIX KIMHUYECKHX HCCIEJOBAHMAX, U MOATBEPXKICHUE 0E30IIaCHOCTH AaHHOTO MperapaTa
CBOEH MOAMUCHIO (ITEPCOHATBLHON OTBETCTBEHHOCTH).

JlaHHBI TOKYMEHT ouM(poOBaTh 1 BHECTH B €UHYIO T'OCYAapCTBEHHYI0 HH(OPMALIOHHYIO
cucremy B cdepe 3apaBooxpanenusi (ETUC3) 1,151 03HaKOMIIEHHSI COTPY/IHHKAMM JAPYTHX CTPYKTYP
U opranu3anuii P® — Poccust Moero BoJieM3bsiBJICHUS 110 JaHHON CUTyaluH.

[Monmuce Myxunnbl / JKeHITHHBI
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BapuaHT OTKa3a OT BaKUUHALUWN.

Al Bcex npuseTcTBylo. CerogHA NPOAO/IKEHME TeMbl 3aTPOHYTOM B POAMKE MpPO OTBET
MuH34paBa, B KOTOPOM, i HAMOMHIO, OblI0 CKA3aHO YTO KarKAbl, BO--NMepBbiX, MMeeT
npaBo Yy3HaTb Y MeApaboTHUKOB KaK MOMOMUTENbHbIe, TaK U OTPULATE/IbHbIE CTOPOHbI
KOTOpble MOTryT NoB/ieYb 33 cOB0OM Ta UNM MHAA BaKLUMHA. TaK KaK Kaxabli MMeeT NpaBo Ha
OTKa3 OT BaKUMHAUUK. M cerogHs A Xouy Bam NOKasaTb eLlle 0AMH AOKYMEHT, KOTOPbIN MHE
Nnobe3HoO npeaocTaBu/ aBTOP, KOTOPbIM MNOAYYMA KaK pas3 npeabiaywiuni otBeT oOT
MuH3gpaBa. [JOKYMeEHT 3TOT Ha3biBaeTcA «OTKas OT TeCTUPOBAHMA U NPUHYAUTENIbHOMU
BaKLUWHALWUM NPOTUB KOPOHABUPYCHO MHPEKLUN».

KOHEYHO e, UM MOKeT BOCMNO/1Ib30BaTbCA TOT, KTO MO TEM WM MHbIM NPUYMHAM, Cleays
norvke wn oteety MwuH3gpasa P® npuHan ana cebs Takoe peleHWe: 4TO OH XoyeT
OTKa3aTbCA OT BaKuMHauuu. Tem 6osee, 4TO 3TO MNPABO Y HAC HUKTO HE OTHMMAA U OTHATb
He MoXKeT. [103TOMy, TOT, KTO XOYeT OTKa3aTbCA, MOXKET WMCMNO0/Ab30BaTb 3TOT BapuaHT
AOKYMEHTa, B KOTOPOM YKa3aHo c/ieaytouee:

Ha ocHoBaHun ®epepanbHoro 3akoHa 323 ot 21.11.2011 «O6 ocHOBax oxpaHbl 340POBbA
rpakgaH B Pd», c1.19. n.8. («0TKa3z OT MeaMUMHCKOro BMelwaTenbcTsa»), cr.4l
KoHcTuTyunm PO Bbl MmeeTe npaBo M 3aABnAeTe 06 OTKase OT TeCTUPOBaHUA U
NnpodurNaKTUYECKOM BaKLUNHALMN NPOTUB KOPOHABUPYCHOM MHOEKLMUN.

[aHHbIN OTKa3 ecTb 064yMaHHOE W B3BEWEHHOEe pelleHWe, NMPUHATOEe Ha OCHOBaHMU
AETaNIbHOrO U BCECTOPOHHEr0 M3y4eHMA BOMPOCOB, CBA3AHHbIX C BaKUMHAUMEN, IMYHOIO
onbiTa U MONHOCTbIO COOTBETCTBYET HOPMam AEMCTBYIOLLErO 3aKOHOAATeNbCTBA, B TOM
yncne:

depepanbHbii 3akoH No 323 ot 21.11.2011 «O6 ocHoBax oxpaHbl 340POBbA rpakAaH B
P®»,

CtaTba 4 (OCHOBHbIE NPUHLMMNbI OXPaHbl 340P0OBbLE),

Cratba 5 (CobntogeHne npaB rpaxgaH B cdepe oxpaHbl 340pOBbA UM obecneyeHue
CBA3aHHbIX C 3TUM MPaBaMu roCcyAapCTBEHHbIX rAPaHTUI),

CtaTbs 6 (MpropuUTET MHTEPECOB NALMEHTa NPU OKa3aHMM MeLMULMHCKOM NOMOLLM),

Cratbs 20 (MHdopmupoBaHHOe [06pPOBONbHOE  COrnacMe Ha  MeaMUMHCKOoe
BMELLATE/IbCTBO M HA OTKA3 OT MeAMLIMHCKOro BMELLATeIbCTBA).

depepanbHbii 3akoH Ne 157 ot 17 centabps 1998r. «O6 ummyHonpoduaakTmke
NHPEKLMOHHbIX BoNe3Hen»,

ctaTtba 5 (MpaBa 1 0683aHHOCTM rpaXkAaH NPU OCYLLECTBAEHUN UMMYHONPODUNAKTUKM).

Bbl coobliaeTe 0 TOM, YTO 0O3HAKOMAEHbI C coaepxaHnem PegepanbHoro 3akoHa Ne 52 ot
30.03.1999r. «O caHMTapHO-3NNAEMUNONOTNYECKOM BNAronoNy4mnmn HaceneHusa».

CornacHo MPUKA3Y ot 26.01.2009 r. Ne 19+ MWHUCTEPCTBA 34PABOOXPAHEHUA U
COUMANBHOIO PA3BUTUA PP Heobxoaumo Bale cornacue. [MocKoAbKyY, Bbl, Hanpumep,
NPULWAKM K BbIBOAY, U3Y4YMB BCIO MHPOPMALMIO, YTO NpenapaTt BamM HEU3BECTEH, B YaCTHOCTHU
ero NocneAcTBusA, Bbl HE COracHbl MPUMEHSATb ero Ha cebe.



CornacHo cT. 3 KOHBEHUMM O 3alumMTe MpaB YeNOoBEKAa U OCHOBHbIX CBO6OA - HUKTO He
[IO/IKEeH NoABepraTbCsA NbITKAaM, MeANLMHCKUM OnbiTam. A MeAULNHCKOe BMELIaTeNbCTBO
6e3 cornacma YenoBeKa - 3TO M eCTb MeAULMHCKUIN onbIT. He YTo MHOe, KTO Bbl, YTO He
roBopun.

B cnyyae npuHyKAeHUA K 06a3aTeNbHON BaKUMHALUKM TpebyiTe NpeaocTaBuTb.

MUCbMeHHble NoAHOMOYMA ¢ O0OOCHOBAHMEM HA 3aKOHHOCTb AaHHbIX TpeboBaHUI co
CTOPOHbI COTPYAHUKOB OpraHM3auum 34PaBOOXPAHEHMUS;

JOKYMeHT Ha bymarKHOM HocuTene, 4YTo NMUO, NpeacTasaawouwee Muusgpas PO u gp.,
NPU3HAeT PUCK U HECET JINYHYIO OTBETCTBEHHOCTb 3a onnaTty ywepba, KOTOPbIA MOXKET
BO3HWKHYTb NPU- 1 NOC/AE BBEAEHMA BaKLMHbI MW NPOBEAEHUA TECTUPOBAHUA.
MUCbMEHHYIO XapPaKTEPUCTUKY npeanaraemon BaKUWMHbI, OCHOBAHHYK HA Hay4HbIX
KAMHUYECKMX UCCNefoBaHMA, U noaTBepKaeHne 6e30nacHOCTM AaHHOMo npenapaTa CBoew
nognucoto. T.e. TpebyinTe NepcoHabHOM OTBETCTBEHHOCTW.

DaHHbIA  pOKYMeHT ouudpoBaTb U  BHECTU eAUHYI0  rOCYAapPCTBEHHYIO
MHPOpPMaLUOHHYIO cucTtemy B chepe 3apaBooxpaHeHua (EFTUC3) ana o3HakomneHus
COTPYAHUKAMU APYruxX CTPYKTYpP U opraHusauuii P® — Poccua moero BonensbaBaeHUA
Nno AaHHOI CUTYyaLUMU.

MuH3gpas cnpocunn. OH OTBETWUA, YTO KaXKablh MMEeeT NpPaBO Ha OTKa3 OT BaKUMHaLMW,
MmeeT NpaBo cobupaTb MHGOPMALMIO NOBLIM AOCTYNMHBLIM €My CNocobom (3aKOHHbIM).
AHanunsnpoBaTtb cobpaHHy0 MHGOPMALMIO U HA OCHOBAHWUM 3TUX AaHHbIX AeNaTb BbIBOAbI.
Hy 4To Mbl B A@aHHOM cny4ae u aenaem. [1oaTomy, eciv Bbl NPULWAKN K BbiBOAY, YTO Bbl
XOTUTE OTKa3aTbCA OT BaKUMHALUMU, B YACTHOCTU MOXKETEe, NOBTOPIOCh, MPUMEHUTb AaHHbIN
[OKYMEHT.
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