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EBPA3UNCKAS DKOHOMUYECKAS KOMUCCHUSI
KOJUIEI'UAA

PEIMEHUE

«10» mapra 2022 r. Ne 39 r. Mockga

006 yreepaxaennu ITpasua peanusanuu obniero npomecca
«O0MeH cBeIeHHSIMH 0 Pe3y/JIbTATAX HHCIEKTHPOBAHHUSI CHCTEM
MeHeIKMEeHTa Ka4yecTBA NPOU3BOAUTEIeH MeTUIIMHCKUX M3/ 1eTHii»

B cooreerctBum ¢ nynkrom 30 Ilportokona o6 wuHbOpManuoHHO-
KOMMYHHUKAIMOHHBIX TEXHOJIOTUSX U UHPOPMAIMOHHOM B3aUMOJIEHCTBUH B
pamkax EBpasMiiCKOTO 53KOHOMHYECKOTO coro3a (mpuimokenue Ne 3
k JloroBopy o EBpasuiickoM 3KOHOMHYECKOM cotoze oT 29 mas 2014 ropa)
U pykoBozactByschk Pemennem Komneruu EBpasuiickoli >KOHOMHYECKOi
komuccun or 19 pexabpsa 2016 r. Ne 169, Kommeruss Espasuiickoii
SKOHOMUYECKON KOMUCCHHY P € LI M JI a:

1. YrBepauts mpunaraemsle IIpaBuna peanmuzaiuu oOIero mporecca
«ObMeH  cBelleHMSIMH O  pe3ysbTarax  HHCIEKTHPOBAHUS  CHCTEM
MEHEJDKMEHTA KaueCTBa IPOU3BOUTENIeH METUIMHCKIX U3CITHI.

2. Hacrosmee Pemenwe BcTymaeT B CHIY 110 HCTEYEHUH

30 xaneHaapHbIX AHEH ¢ J1aThl €ro O(QUIHAIBHOTO OIYOIMKOBAHMS.

IIpencenarens Komteruu

EBpasuiickofl 5SKOHOMUYECKOH KOMUCCH M. MsicHHKOBHY



VTBEPKJIEHBI

Penrenunem Koteruu

EBpasulickoil 5KOHOMUYECKOH KOMUCCHH
ot 10 mapra 2022 r. Ne 39

INPABHUJIA
peanusanuu odmero npomecca «O6MeH cBeIeHUSIMH 0
pe3yJIbTaTaX HHCIEKTHPOBAHMS CHCTEM MEHE/KMEHTA KavyecTBa
HPOM3BOAMTEIell MeTUIIUHCKHX H3/IeTHiD»

I. O01ue momoKeHust

1. Hacrosmue IlpaBuna onpenenstoT TpeOOBaHHS K peaau3aiyu
obwmero nponecca «OOMEH CBEJICHUSIMH O pe3ysbTaTax HHCIEKTHPOBAHMS
CHCTEM MEHE/DKMEHTA KauecTBa IPOM3BOAUTENEH MEIUIIMHCKUX H3JETHA»
(ramee — obmmi mpouecc), (YHKIUH, OCYIIECTBISIEMBIC OpraHaMu
rOCyJapCcTBEHHOM  BJIACTM  TOCyhapcTB —  uieHOB  EBpasumiickoro
HKOHOMHMYECKOI'O COX03a, YIOJIHOMOYEHHBEIMH Ha OCYLUECTBICHWE M (HIN)
KOOPAMHALMIO JESTEJIBHOCTH B cdepe oOpalleHuss MeIWIHHCKHX W3/eTui
(majlee COOTBETCTBEHHO — TocyaapcTBa-wieHbl, CoI03, YIOIHOMOYEHHBIE
oprassl), 1 EBpazuiickoii sxoHOMHUecKol komuccueit (nanee — Komwuccus),
nopsiiok obmeHa wuHbOpManued MEXIy HHUMH M COCTaB  CBEIEHUM,
nepeaBaeMbIX M IIyOJIMKyeMblx Ha uH(opmanroHnHoM noprane Coroza mpu
peaymzanum o01Iero nporecca.

2. Hacrosmue IIpaBuna pazpaboTaHkbl B COOTBETCTBUHU
c mnonoxeHusmu Jorosopa o EBpasuiickoM 5KOHOMHYECKOM COIO3E
or 29 mas 2014 rona (nanee — /loroop), Cornamienus o eIMHbIX IPHHIUTIAX
U MpaBWiIax OOpaIlleHus] MEeAMIIMHCKUX H3IETHH (M3C/IUil MeIUIIMHCKOTO
HasHayeHuss M MEIUIMHCKOM TEeXHHMKHM) B pamMkax EBpasuiickoro

DKOHOMMYECKOro corosza ot 23 nexadps 2014 roga (manee — CornarieHue)
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u Pemennsa Cosera EBpasuiickoli sxoHOMUYeckoit komuccuu oT 10 HOAOps
2017 r. Ne 106 «O TpeboBaHUSIX K BHEIPECHUIO, MOJJIEPIKAHUIO M OLIEHKE
CHUCTEMBI MEHEDKMEHTA KauyecTBa MEAUIUHCKUX U3JICJIMH B 3aBUCHMOCTH OT
NOTEHI[MAIbHOI0 pUCKA UX NpUMeHeHUs» (fanee — TpeboBaHUS K cucTeMe
MEHE/DKMEHTA Ka4yecTBa).

3. Jlna nenedt macrosmux IIpaBuil UCIONB3YIOTCS TOHSITHS, KOTOpBIE
03HAYaroT cJeAyrolee:

«3aHHTepecOBaHHbIC JIMIA» — (U3HYECKHEe WIH IOPHIHYECKHE JIUIA,
3aHHTEPECOBAHHbIC B IOIYYEHUU CBEACHUN U3 MEPeUyHs MHCIECKTHPYIOIIUX
OpraHu3aliii, KOTOpble 3alpalldBalOT ™ TONYyYalOT CBEJEHHMS Ha

nHpopManmoHHOM ropTaiie Corosa;

«or4eT 00  HMHCIEKTUPOBAaHMU» —  OTYET O  pe3yjbTarax
MHCIIEKTUPOBAHHUS CHCTEM MEHE/DKMEHTa KadecTBa IIPOU3BOAMTENEH
MEOULIUHCKUX U3IEIUHI, ITOJrOTOBIEHHBIN OpraHu3amuei, yIoJIHOMOYeHHON
Ha [IPOBEIEHUE HHCIIEKTUPOBAHUS TPOU3BO/ICTRA;

«repeveHb HUHCIIEKTUPYIOLIUX OpraHu3aInin» — O0IIMH
MHQOPMAITMOHHEI  pecypc,  KoTopelii  dopmupyercs  Kommccueii,
coZiep Kaluii cBeleHust 00 MHCIIEKTHPYIOIIUX OPraHu3aIUsIX.

WMuple  nmowmarws,  MWcmoine3yeMmble B Hacrosimux — [IpaBmiax,
IPUMEHSIOTCS B 3HA4YeHUsAX, omnpeneneHHbIX JloroBopom, CornamreHueM,
TpeboBaHusiMH K CHCTEME MeEHEDKMEHTA KAayecTBA W WHBLIMHA aKTaAMHU
oprasoB Coroza B cepe obpareHus METHIIMHCKUX H3LENIHH, a TakkKe B
obylacTi  CcO3JaHMs M Pa3sBUTHUS HMHTETPHUPOBAHHON WH(MOPMAIHOHHOM

cuctemsl Corosa (anee — HHTErPUPOBAHHAS CHCTEMA).
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I1. e 1 3amaun peanuzaym 061Iero npoiecca

4. Henpto peanmsanuu oOIIEro Mmporecca SIBJISETCS MPeJoTBpaIeHHe
BBIITyCKa B OOpallleHne MEAMIMHCKUX H3JENUil, He COOTBETCTBYIONUX IIO
pesyapTaraM — MHCIEKTHPOBAaHUA  CHCTEM  MCHEMKMEHTa  KadecTBa
IIPOU3BOTUTENECH MEIUIIMHCKAX  H3IEIUi Obmmm  TpeboBaHMIM
OesonacHoCTH U 3QHEKTUBHOCTH MEJTHUIIHHCKUX U3/ETNH, TPeOOBAHUSIM K MX
MapKHPOBKE M OKCILIyaTAMOHHON NOKyMEHTAlMM Ha HUX, YTBEPXKIECHHLIM
Pemrenem Cosera Epasuiickolf sxoHOMUueckoi komuceru ot 12 deppans
2016 1. Ne 27.

5. B pamkax peanusanmm oOmiero mporecca HeOOXOJUMO PpENIUThH
CIIEIYIOIIUE 3a/Ia9H:

a) obecreuuTh yroJIHOMOYEHHbIC OPraHbl aKTyaJlbHBIMU CBECHUSMHE O
pesylbTraTax  WHCIEKTHPOBAaHUSI  CHCTEM  MEHEIDKMEHTA  KauyecTBa
IIPOU3BOJAMTENIEH  MEIUIMHCKUX  HM3JeJHH, a Takke O  3asiBKax
NOPOU3BOJMTENEH  MEIMLIMHCKAX  U3JENUA  HAa  NPOBEIEHHE  TaKOTo
MHCIIEKTUPOBAHUS;

0) obecrieuuTh OTEpaTUBHOE B3aMMHOE YBEOOMIICHUE
YIIOJIHOMOYEHHBIX OPraHOB O Pe3yJibTaTaX yCTPaHCHHs BLISBJIEHHBIX B X0Je
UHCIICKTHPOBAHMsI CHCTEM  MEHE/KMEHTa KadecTBa IPOH3BOJUTENEH
MEJIMIIMHCKUX ~ M3ICIMHA  HECOOTBETCTBUM  (HapymIeHMH) B Iiensx
CBOGBPEMEHHOI'O ~ OrpaHuWveHus  (MaM  BO30OHOBIEHHS)  BBITYCKa
MEJTUIIMHCKOTO M3/IeJIis B 0OpalleHue Ha TaMOKeHHOU Teppuropun Coro3a;

B) 00€CIIeYHTh AKTYaM3aIMI0 PETUCTPAIIMOHHEIX 10ChE HAXOMSIIHXCS
B OOpallleHHd MEAMIMHCKUX W3JEJHi B 4YacTH CBENEHHH O COOTBETCTBUU
CUCTEM MEHEIKMEHTa KadecTBa NPOM3BOAMTEICH MCEAUIIMHCKUX W3l

TpeOoBaHMsIM K CHCTEME MEHEHKMEHTA KauecTBA,
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r) obecreunTh BO3MOXKHOCTh aBTOMATH3HPOBAHHOIO KOHTPOJIS CPOKOB
JEUCTBUSL OTYETOB 00 MHCIEKTHPOBAHUH JUIsS 3apEerMCTPUPOBAHHBIX U
IPOXOIAIINAX PErUCTPAIMIO MEIUITMHCKUX W3EIIHI;

J1) 00eCeunTh MOCTOSHHBIN JIOCTYII [Uls BCEX yYacTHHKOB Mpolecca
perucTpanyi W KOHTPOJs 3a oOpalleHHeM MEIULUHCKUX W3JACIUid K
aKTyaJIbHBIM ~ CBEJEHMSM 00 OpraHM3alusx, YIOJHOMOYEHHBIX Ha
IIPOBEJICHUEe WHCHEKTHPOBAHUS TIPOM3BOJACTBA (lanee — HHCIEKTUPYIOIIUE
OpraHu3aluu), a TaKKe O TIpapuKax MPOBEJEHUS] WHCIEKTHPOBAHHS
POM3BOJICTBA (Nanee — rpauK MHCIIEKTUPOBAHMUS);

e) obecrieunTh OeCHPEnITCTBEHHBINA JOCTYI Uil 3aUHTEPECOBAHHBIX
JIL K OnyOJMKOBaHHBIM Ha HH(popMarornnoM nopraige Coroza cBeIeHHsIM
U3  TepeyHs]  HHCUEKTUPYIOIIMX  OpraHM3aiuii, B TOM  YHCIe

B MalliMHOYHUTAECMOM BH]IEC.

II. Yuactauku obiero mpouecca

6. YuacTHHKaMH 00111ero npoiecca sBJIsFOTCS:

a) YIIOJIHOMOYEHHBIE OpPIaHEI;

0) Komuccus;

B) 3aMHTEPECOBAHHEIE JIMIIA.

7. B pamkax peammsanuu oO0IIEero Imporecca yIoJHOMOYEeHHbIH opran
OCYILECTBIISIET CIEAYIOWNE (OYHKITUM:

a) npeacrapiiene B KoMuccuro cBemeHuwit o IOJIYYEHHBIX OT
IPOM3BOJUTENICH ~ MCIUIIMHCKMX  M3IEIMH  3asiBKaX Ha  [POBENEHHE
WHCIEKTUPOBAHHUS IPOU3BOJICTBA, a TAKXKE O CTaTyce TaKWX 3asiBOK JUIs
BKJIIOUCHHSI B TEXHOJOIMYECKyIO Oa3y JlaHHBIX, COJEPIKAIIYIO HHIECKCHBIE
CBEIICHHS O 3asIBKaX M Pe3yIbrarax MHCIEKTUPOBAHHUS CUCTEM MEHEKMEHTA
KadecTBa [IPOU3BOIUTEIICH MEIHUIIMHCKIX U3aennui (nanee —

TEXHOJOruyeckas 6asa JaHHBIX);
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0) npencrasnenne B Komumecumio  cBemenmii 0 pesymbrarax
MHCIICKTUPOBAHUS ~ CHCTEM MEHEIDKMEHTa KauecTBa I[POU3BOAUTENEH
MEIMINHCKUX U3JeNuii (0T4eTax 00 HHCIIEKTUPOBAHUH) JUisi (DOPMUPOBAHUS
TEXHOJIOTMYECKON  0asbl  JIAHHBIX  (IPEACTaBISIETCS  YHOIHOMOUYECHHBIM
OpraHoM pe(epeHTHOT0 ToCyaapcTBa);

B) mpesicrapienne B Komuccnmio cBepeHMH 06 HHCHEKTHPYIOINX
OpraHu3alusx s (pOPMUPOBAHUS HIEPEUHST MHCIIEKTUPYIOMIUX OPTaHH3aIHii
¥ TyOIIMKalluK CBE/IeHNH 13 Hero Ha nudopmManronnom nopraae Corosa;

I) HOJly4eHHe I10 3allpoCy CBEJIEHUM M3 TEeXHOTIOTHYECKON 0a3bl
JTAHHBIX ¥ [I€PEYHs] MHCTIEKTUPYIONIUX OPTraHu3aliii;

J1) YBEOMJICHHE ~ YTIOJIHOMOYCHHBIX OPraHOB JIPyrUX IOCY/apCTB-
YJICHOB O MPHOCTAHOBJIEHHH (BO30OHOBJIEHWMH) BBHINYCKA MEAUITHHCKOTO
m3fienusi B oOpamieHWe B CBA3M C HeycTpaHeHWeM (ycTpaHeHHeM)
BEISIBJICHHBIX HECOOTBETCTBHIA,

©) IPe/ICTABIIEHHEe B YNONHOMOYCHHBIH  Opral  rocymapcrsa,
BBICTYTIABIIIEI'O B Ka4eCTBE PePEPEHTHOrO MPH PETUCTPAI[ME MEIULIMHCKOTO
U3JIeNus, or4eTa 00  MHCHEKTHPOBAHMM  JUIsl  aKTyaJd3alliu
PETHCTPALMOHHOIO JIOCHE MEUITUHCKOTO HU3/IEIIHS;

k) mpezcrapienre B Kommecnmio  cBemenmit o rpaduke
MHCIIEKTUPOBAHHUS,

3) BKIIOYEHHE B PETHCTPAIMOHHBIE MOCHE MEIUIMHCKHX W3JIe/Hil
OT4eTOB 00 HMHCIEKTMPOBAHMM, B TOM YHCJIE HOJNYYEHHBIX  OT
YHOJIHOMOYCHHBIX ~ OPraHOB  TIOCYJapCTB  INpPHU3HAHUS, POBOIUBIINX
MHCIIEKTUPOBAHUE (obecrieunBaeTcst YIOJTHOMOYEHHBIM OpraHom
TOCYIapCTBa, BBICTYNABIIETO B KayeCcTBe PeEepeHTHOTO MpU PErducTpamun
MEJIULIMHCKOTO U3/ICTTHS).

8. B pamkax peanuzanuu obmero mporecca KoMmuccus ocyrmecTrisier

cienyromue QyHKIUU:
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a) GopMUpOBaHKE TEXHOJIOTMYECKOW 0a3bl JaHHBIX M IepeuHs
MHCIIEKTHPYIOIINUX OpraHu3alfii Ha OCHOBAaHWM CBEIECHUH, IIPEACTABISIEMBIX
YIIOJTHOMOYEHHBIMU OpraHaMHu;

0) omyOIrKOBaHUE aKTyaJbHBIX CBEZCHUI u3 NepedHs
MHCIEKTUPYIOIIMX Opranu3anuii Ha nadopmamonHom nopraie Corosa;

B) IIPEIOCTABICHAE 3auHTCPECOBAHHBIM JIMIIAM CEPBUCOB IIOMCKA,
IOJydeHuss W oO0paboTKM CBEAEGHMH W3 TIEPEeYHS HHCIEKTHPYIOIMX
opranuzanuid Ha uHGopmannoHHom nopraie Corosa;

) IPEJCTABIIEHUE  YIOJHOMOYEHHBIM  OpraHaM  CBEJeHHMH  u3
TEXHOJIOTUYECKOH 0a3bl JaHHBIX U MepPeUHs] HHCIIEKTUPYIOMIUX OpraHmu3alui
II0 3a11pocy;

1) onyOimkoBaHue Ha nHpopMarmonHoM mopraie Coro3a cBeeHuii o
rpauke MHCHEKTHPOBaHHS, C(HOPMHPOBAHHOM HA OCHOBE HMEIOIIUXCS B
TEXHOJIOTMYECKON 0a3e [aHHBIX CBEJACHHMN O 3asBKaxXx Ha IIPOBEICHHE
MHCIIEKTUPOBAHUSL.

9. lnst  nonydeHHMs CBENEHUM M3 NEpeduHs  MHCHEKTHPYIOIINX
OpraHusalyii 3aMHTEePEeCOBAHHBIE JIUIAa MOTYT MCIIONL30BAaTh BeO-uHTEpdEiic
uH(popManuonHoro nopraiga Coro3a WU ero cepBUchl. [Ipy UCIOIL30BAHUH
BeO-MHTEpdelica MoNp30BaTeNb 331aeT NapaMeTphl TOUCKA U (HITH) BEI'PY3KHU
CBEIIEHUH, CONEPIKALMXCH B COOTBETCTBYIONEM MH(DOPMALIMOHHOM pecypce,
¥ OCYIIECTBIISIET paboTy CO CBEJICHUSIMU U3 HETO.

10. MadpopManiioHHOE B3aUMO/ICHCTBHE yUaCTHHUKOB 0OOIIero mpolecca
OpU  €ro  peajus3aldd  OCYLIECTBISIETCS IO  CXeMaM  COIJIACHO

pritoxKeHuo Ne 1.

IV. M opManimoHHEBIe pecypchl U CEPBUCEH

11.B pamkax peanuszauuu oOmiero rmporecca oOecreunBaeTcs

(GopmupoBaHue cleayIONHMX 00IUX UHPOPMAIMOHHBIX PECYPCOB:
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a) TeXHoJIornueckast 0asa JaHHbIX;

0) nepeueHb HHCHEKTUPYIOIIMX OPraHU3aIUi.

12. Mndopmanmonnsie pecypcesl hopmupyrores Komuccueii Ha ocnose
CBEJIEHMH, IIPEeNCTAaBIIEMBIX B DJIGKTPOHHOM Buae B Kommuccuio
YIIOJIHOMOYEHHBIMH OpraHaMHU.

13. ®opMupoBanue MHPOPMAIMOHHBIX PECYPCOB BKJIIOYAET B cels
nonydenne Komuccwedl OT  yIOJHOMOYEHHBIX OPraHOB — aKTyajbHBIX
CBEJICHUH, TMOJUICKAIINX BKIIOYEHHMIO B HMH(POPMAIMOHHEIA pecypc,
UX XpaHCHKE, a TAK)KE IPEJOCTABIEHHE JJOCTYIIA YIOJTHOMOUYSHHBIM OpraHam
K TaKUM CBELECHUSM C MCIIONB30BAHUEM CPEJICTB MHTEIPUPOBAHHOMN CUCTEMBI.

14. YnonnoMo4yeHHbIE OpraHsI HEeCyT OTBETCTBEHHOCTh
3a JIOCTOBEPHOCTH CBEJICHUH, IPEACTaBISIEMBIX MMHU JUIST  BKIIOYECHUS
B HH(OPMALUOHHBIE PECYPCHI MITH aKTyalIu3alii HHOOPMAIUH B HUX.

15. Komucens 1o 3ampocy yrnoJlHOMOYEHHBIX OPTaHOB HAIPABISET UM
CBEJIEHKs U3 MH(QOPMAIMOHHBIX PECYPCOB MOCPEJCTBOM HHTEIPUPOBAHHOIM

CHCTEMEL.
1. Begenne TeXHONIOTHUECKOH Oa3bl JAHHBIX

16. Texnonoruueckass 06a3a JaHHBIX BKIIOYaeT B ceOs CBeICHUS
cornacuo tabnuue 1 npunoxerus Ne 2,

17. B TexHonornueckyo 0a3y NaHHBIX BHOCSTCSI CBEIEHUs O 3asBKAX
Ha TIPOBEJCHHEC HMHCIIEKTUPOBAHMSI B TeueHWe 3 pabounx AHeH ¢ JaTel
MOCTYIUICHUS] B YIIOJITHOMOYEHHBIH opral. CeneHust 006 W3MEHEHHH cTaryca
3asBKM (HaYaje MHCIEKTUPOBAHMUS, 3aBEPIICHUN WHCIIEKTHPOBAHMS, OT3bIBE
3a8BKM) IEPeNaloTCsl YIONHOMOYCHHBIM opraHoM B Komuccuio s
BHECEHMS] B TEXHOJIOIMYECKyr0 0a3y JMaHHBIX B TeueHue 1 pabouero mus

C MOMCHTA U3MEHCHUS CTAaTyCaA.
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18. B TexHosorudeckyro 0a3y JNaHHBIX BHOCSTCS CBEJIEHUS 00 OoTdeTax
00 MHCIIEKTHPOBAHHUHY B TeueHue 3 pabouux JiHeH ¢ AaThl UX 0hOPMICHHSL.

19. B cBenenusx o6 orderax 00 MHCHEKTHPOBAHHMH, 3a MCKJIIOUEHUEM
OTYETOB O IIEPBUYHOM MHCIEKTUPOBAHWUM, YKA3BIBAIOTCS CBEICHHS O
PETUCTPALlMOHHBIX  YJOCTOBEPEHHSIX MEAMIIMHCKUX M3ACHHH  COTJIACHO
CBEJIEHUSIM u3 eMHOTO peecTpa MeTUIIMTHCKUX U3JIEIINH,
3aperucTpUpoBaHHbIX B paMkax Coroza. B ordgerax o nepBUYHOM
MHCIIEKTUPOBAHUM YKa3bIBAlOTCS CBEJACHHS O HOMEpe 3asiBIIEHHS Ha
PErucTpalyrlo MEJULIHUHCKOTO H3JIeNUsl COTJIACHO CBEACHUSM W3 €IHHOTO
peecTpa MEJUUUHCKUX U3IeNui, 3aperucTpUPOBaHHEIX B pamkax Corosa.

20. B Trexnonoruyeckyro 0a3y AaHHBIX 10 Mepe MOCTYIUICHHS BHOCITCS
JOIIOJIHUTEIIbHBIE CBEJICHUS O pe3yJibTaTaX YCTpPAaHEHUS BBISBIIEHHBIX
HapylIeHUH (HecCOOTBETCTBHMM) C yKa3aHWEM cCBejleHU 00 oTuere O
KOPPEKTUPYIOUUX JIEUCTBUSX TO O€30MacHOCTH MEJMIMHCKHX M3
COINIACHO CBEJECHHSM M3 eIWHOH HHPOPMAIMOHHOW 0a3hl  JaHHbLIX
MOHUTOPHUHIa Oe30macHOCTH, KayecTBa M 3((MEKTHUBHOCTH MEIUIIMHCKHX
u31eNvil (mpu HeoOXOUMOCTH ).

21. Cenenust 0 pe3ysipTarax yCTpaHEHUs HAPYIICHUH, BHISIBIEHHBIX B
pesynpTare  MHCHEKTHPOBAaHMS  CHCTeM  MCHE/KMEHTa  KadecTBa
IIPOU3BOJUTENEH MEJULUHCKUX M3JCIUH, JOJDKHBI OBITH IPeICTaBlICHbLI B
Komuccuro  mocpejicTBOM —~ MHTErPUPOBAHHOW  CHUCTEMBI  HE  I103J(HEe
30 xaneHgapHBIX AHEH ¢ HaThl O(OPMIIEHUSI COOTBETCTBYIOIIETO OTYETA 00
MHCIIEKTUPOBAHUH.

CBenenusi 0 pesyinbpraTax YCTPaHEHUs] HApPYIICHHH, BEHISBIECHHBIX B
pe3ynpTaTe — MHCHEKTHPOBAHMS ~ CHCTEM  MEHEIKMEHTAa  KadyecTBa
IIPOU3BOAUTENEH MEIUIMHCKUX W3JACNIUN, IepelaioTcsl IS BKIIOUEHHS B
TEXHOJIOTMYECKYI0 0a3y IaHHBIX C MCIIOJB30BAHUEM COOTBETCTBYIOIIMX

nosiei Tabmuupl 1 nputoxenus Ne 2 x Hactosmam IIpasuiam.
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22. Jlnd 3ampoca W MOJNYYEHHs! CBEIAECHUH M3 TEXHOJIOTHYECKON 6asbl
JAHHBIX B OTHOLUCHUHM CBOJIHOIO OTYETa, COAEpIKAIIEro JaHHble 00 oTyeTax
00 MHCHIEKTHPOBAHUHU, CPOK JEWCTBUS KOTOPHIX HCTEK WM HCTEKAeT B
TeueHue 30 KaJeHJapHbIX OHEH (Jajee — CBOAHBIA OTYET), KCIOJIb3YeTCs
COCTaB CBEACHUM, Ipe[ACTaBIeHHbI B Tabmune 4 mnpuinoxenus Ne2
Kk HactosmuM IlpaBuimaM. 3ampoc cBeleHME CBOJHOIO OTYETA MOYKET
OCYLIECTBJISATBCSl  BHIOOPOYHO 10  rocyJapcIBY-wieHy (rocyaapcTBaM-
qICHAM), I[PE/ICTABMBIIEMY OTYET 00 MHCIEKTHPOBAHNH, U (W) TI0 TIEPHOLY
BPEMEHH.

23. Cemenust 00 oTdetax 00 WHCIEKTUPOBAHUM HE IOMIJIEKAT
UCKIIOYCHUKD M3  TEXHOJOIMYecKoW 0a3el  JaHHBIX. BO3MOKHOCTE
HCIIOJIB30BAHMSI Ka)KJIOTO OTYeTa 00 MHCIEKTUPOBAHUHU JUIs JJOKA3aTeIbCTBA
COOTBETCTBUSI ~ CHUCTEMBI ~ MEHE/DKMEHTa  KayecTBa  MPOU3BOIUTE
MEIMIIMHCKUX M3Aenuil TpeboBaHMAM K cucTeMe MeHEIKMEHTa KadyecTBa
OIIpeJIeNsIeTCs CPOKOM JICMCTBHSI TAKOTO OTYETA.

24. CelleHMs] U3 TEXHOJOIMYECKOW ©0a3hbl JAaHHBIX HE OJJIeKAT

onybnukoBanuio Ha uHGopMarnuonnom mopraie Corosa.
2. Bejienue nepeynst MHCIEKTHPYIOIIUX OpraHu3anuii

25. IlepeyeHb HMHCHEKTUPYIONIMX OpraHu3alpdii BKIIOYAeT B cebs
CBEJICHUS B COOTBETCTBMM C Tabnuied 3 npuiiokeHuss Ne 2 K HACTOSIITHM
[TpaBuiiam.

26. CpesieHdsl  1Jisl  aKTyalnu3allld  [EPEYHs]  HMHCIEKTHPYIOIMINX
OpraHu3allii IepefaroTcs YHNOJHOMOYEHHBIM opraHoM B Komuccuio B
COOTBETCTBHM C mnoJIokeHusAMH IyHKra 18 Tpebosanuii k cucreme
MEHEPKMEHTA KauecTRa.

27. CpenieHuss 00 HHCHEKTHPYIONMX OpraHM3alldsX He IOJIeKaT

HCKJIIOYCHHUIO M3 TICPECYHS HHCHCKTUPYROMIXWX OpFEtHHBElL[HfI. ITomaomMouns
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MHCIIEKTHPYIOIICH OpraHusalldd Ha WHCHEKTHPOBAaHHE ITPOM3BOACTBA
MEIMUHMHCKUX HU3JCTHH ONPEAENsiOTCs CPOKOM JIGHCTBHSI JOKYyMEHTa,
YTIOJIHOMOYHBAIOIIETO HA MPOBEACHNUE MHCIEKTUPOBAHUS IPOU3BOICTBA.
28. Cpezienus U3 TepeuHst HHCHEKTHPYIOUIMX OpraHM3aluil oyIeKarT

OIyOJIMKOBaHHIO Ha HHpopMaIoHHOM noprane Corosa.

3. DIIEKTPOHHBIE CEPBUCKI

29. Ha nndopmanuonnom nopraie Coro3a B paMKax TeMaTHYECKOro
paznena «OOMmuil PHIHOK MEJIMIMHCKUX M3/IENHil» 00eCcleYnBaeTCs JOCTYII
K CJIEYIOIIUM DJICKTPOHHBIM CEPBHCAM:

a) TMOHUCK U [IpeJ/ICTaBIeHHE 3aMHTEPECOBAHHBIM JTUIAM
OnyONMKOBaHHBIX Ha HHpopMaimonHom mnoprane Corosa  CBeIeHwUi
M3 MePeTHs HHCICKTUPYIONIMX OpraHu3aluii, a Takoke CBeACHU 0 rpadukax
WHCIIEKTHPOBAHMsl, BKJIIOYas oOeclieuyeHWe BEITPY3KUM  CBEJIEHUN B
OTpeJesIeHHbIX (opmarax, B TOM UHCIE MO 3ampocy HH(GOPMAIMOHHBIX
CHUCTEM 3aHHTEPECOBAHHBIX JIHIL, I aBTOMATHYECKOW 00paboTKH CBEIEeHHIA;

0) obopmienne  MOANMCKM Ha  OOHOBJIEHHE  ONYOIHKOBAHHBIX
Ha  wmHOOpManuonHom moprane Coro3a  cBemeHuit w3 rpaduxa
MHCIIEKTHPOBAHMS U NIEPEYHsI HHCIEKTUPYIOITIX OpraHM3aliyii;

B) IIPC/ICTABIIEHHE 3aUHTCPECOBAHHBIM JIMIIAM M yYAaCTHHKaM OOIIero
fpouecca CHPaBOYHUKOB M KJIaCCH(UKATOPOB B cdepe obOparieHus
MEIULUHCKHUX W3JIENH, BXOISALIMX B COCTAB €IMHON CHCTEMBI HOPMATUBHO-
cupaBoyHoi  uHpopmarmu  Coro3a, B TOM uYMClE [0  3ampocy
UH(OPMAITMOHHBIX CUCTEM 3aMHTEPECOBAHHEIX JINIL,
JUIsl aBTOMaTU3UPOBAHHOU 00pabOTKY;

T) HHYOPMALIMOHHO-CIIPABOYHbBIE  CEPBUCHl 00  WHCHEKTHPOBAHWUK

IIPOU3BOJICTRA;
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) IIpeJCTaBleHNe 3aHHTEPECOBAHHBIM JIMIAM M YYaCTHHKAM OOILEro
Iporecca CTaTUCTHYECKOW M aHAIMTHYeCKOH HH(DOpMaInu;

e) pabounii KabMHET YNOTHOMOYEHHOIO OpraHa Ijis pa3MeIlcHUs
CBEJCHUH 00 MHCIIEKTUPYIOMIUX OpraHu3alyusX.

30. Komuccueli 1o 3ampocy yYNOJHOMOYCHHBIX OPraHOB CpeICTBAMHE
UHTETPUPOBAHHON CHCTEMBI MOTYT OBITH IIPEJCTABIEHLl CBEEHUS IS
KOHTPOJIsl CpOKa JEUCTBUSI OTYETOB 0O HMHCHEKTUPOBAHHH, CPOK JEHCTBUS
KOTOPBIX HMCTEK MJIM HUCTeKaeT B TedeHue 30 KaleHJIAPHBIX JHEH.
Cocrap TakWX CBEJECHHN OmpelessieTcs B COOTBETCTBUH ¢ Tabimiel 4

npuiokenust No 2 k Hacrosium [ Ipasuiam.

V. OcobenHocT HHPOPMALIHOHHOTO B3aUMO,ICHCTRHUS

31. UndopmanronHoe B3auMOAEHCTRHE MEXIY YIOJIHOMOYEHHBIMU
opranamMud u Komuccuel, cBs3aHHOe ¢ mpeicTaBlieHHeM B KoMuccuio
CBEllCHU 00 HWHCIEKTHPYIOMUX OpraHH3alysiX, OCYIIECTBISIETCS ¢
UCHOJIB30BAaHUEM CepBHCa pabourMx KaOWHETOB YIOIHOMOUYEHHEBIX OPraHOB,
co3laBaeMBIX Ha HH(popmanuoHHoM mnoptane Coroza s COTPY/THUKOB
YIIOJTHOMOYEHHBIX OPTaHOB.

32. UadopmanmoHHoe B3auMOAeCTBHE YIIOJTHOMOYEHHBIX OpPraHoB
Mexay coboi m ¢ Komumccmedt  ocyumecrrisgercs [IOCPECTBOM
UHTEIPUPOBAHHON CUCTEMEI.

33. Ilpencrasnenne cBefeHut 13 00IUX MH(POPMAIIHOHHBIX pecypcoB
OCYLICCTBIIIETCS. B aBTOMATHYECKOM PEKUME T10 3aIPOCy YIOJHOMOYEHHBIX
OPraHoB.

B 3aBuCcHMOCTH OT XapakTepa 3ampoca IpeICTaBISIOTCS 14% {01115 (5
CBEIECHUS U3 TEXHOJOTHUECKON 0a3bl TaHHBIX:

uH(GOpPMalMsl O JaTe W BPEMEHM IIOCIEAHEr0  OOHOBJICHUS

TEXHOJIOTUUECKOU 0a3bl JaHHBIX,
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CBE/ICHMS M3 TEXHOJIOTMYECKOH ©0a3bl JaHHBEIX B IIOJIHOM OOBEME ¢
YYETOM apXMBHBIX JAHHBIX JIMOO [0 COCTOSHUIO Ha ONPE/EIEHHYIO /ATy,

M3MEHEHHBIC CBEJICHHS U3 TEXHOJIOIMYEeCKOM 0a3hl JaHHBIX;

CBEJICHUSI O KOHKPETHBIX COOTBETCTBYIOLIMX 3aJaHHBIM Iapamerpam
oT4erax W (WIM) 3adBKaX 00 WHCIEKTHPOBAHMH, XPAHSIIHXCS B
TEXHOJIOTUYECKOM 0ase JJaHHBIX;

CBOJIHEIN OTYET.

B 3aBucumocTH OT XapakTtepa 3ampoca HpejCTABISIOTCS CIeyOIue
CBEJICHHUS U3 [IEPEYHS MHCIIEKTUPYFONTHX OpraHu3aI[Hii:

MH(OPMALUS O JIaTe M BPEMEHM II0CIeIHEr0 OOHOBIEHMS IepedHs
HUHCIEKTUPYIOIIUX OpraHu3aIliii;

CBEACHUSI M3 TICPEYHs] WHCIEKTHPYIOIMIMX OPraHu3aldii B TOJHOM
00BeME C Y4eTOM apXMBHBIX JIAHHBIX JIH0O 110 COCTOSHMUIO HA OTIPEEICHHYIO
JaTy;

M3MCHEHHBIE CBEICHUSI M3 IIEPEUHs HHCIIEKTHPYIOIINX OpIaHU3aITHiA.

34.B  ciywae  mpuocTaHoBNeHHS  (BO30GHOBIIEHWS)  BBIIyCKa
MEJIMIMHCKUX M3J/IeTUH B OOpallleHne II0 pe3yabTaTaM WHCIEKTUPOBAHMUS
CHCTEM MEHC/DKMEHTa KayecTBa IPOU3BOIMTENEH MEIMIIMHCKUX W3/IeIHii
YIIOJTHOMOYEHHEIe OpIaHbI JIOJIAKHBI HallpaBUTh IIOCPEJICTBOM
UHTCTPUPOBAHHOM CHCTEMBI YBEIOMIIEHHE 00 3TOM [Ipyr ApPyry W B
Kommucenro B Tedenne 3 pabounx fHeH ¢ JaThl IPUHSTHS COOTBETCTBYIOLIETO
pemienust. CocTaB  CBelleHMH, YKa3bIBAGMBIX B TAaKOM YBEJIOMIICHUH,
npusejieH B Tabnuie 2 npunoxkerus Ne 2 k #acrosmum [Ipapuiam.

35. CBenmennst 00 oTuere 00 HMHCHEKTUPOBAHHM, HPOBEICHHOM
YIOJIHOMOYEHHBIM OPTaHOM TrOCYapCTBa, He SBIBLICTOCS pe()epeHTHHIM
IpU  PETUCTPALMK  MEIHULMHCKOTO W3JeNus, IOIDKHBI OBITH IepeiaHbl
IOCPEJICTBOM ~ MHTETPUPOBAHHONW CHCTEMBI B  YIOJHOMOYEHHBIA oOpra

ped)epeHTﬂoro rocyaapcrBsa OJisi BKJIIOYCHHS B PErucTpallioHHOE J10ChEe
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MEJIMIIMHCKOTO U3eNusi B Teuenue 15 pabouux nHed ¢ aaTel odopmieHHs
oryera 00 wuHcnekTupoBanmu. CocraB cBeieHMH 00 orTuere 06
WHCIIEKTUPOBaHUHU MpUBeeH B Tabiuie 1 mprioxenuss No 2 K HACTOSIITHM

[IpaBumnam.

VI. Meponpusarus no peanusanum o611ero nporecca

36. Komucenss  paspabaTbiBaeT ¥ yTBEPXKJIAeT TEXHOJOTHUECKHE
JOKYMEHTBI,  perjlaMeHTupyromue uHGOPMAIMOHHOE  B3aUMOJICHCTBHE
MEXJly YNOIHOMOYEHHBIMH OpPraHaMH, a TAKXKe MEXIY YIIOJTHOMOYEHHBIMH
opraHamMu U KoMmuccued mpu peanmsaluy OOIIEro mpolecca mocpencTBOM
UHTEIPUPOBAHHOMN CUCTEMBI.

YII0JHOMOYEHHBIE OpraHbl 00ECIeUNBAIOT PEATH3aALII0 HEOOXOUMBIX
JJIs BBEZIeHHsI OOIIero 1polecca B JeWCTBHE MEPOIPUATHI 1O obecreueHmo
BBIMIOJIHEHUST TPeOOBaHMN TEXHOIOTHYECKUX JOKYMEHTOB, TOIKIFOUEHHE
YIOJTHOMOYEHHBIX OPTaHOB K HAIlMOHAIILHBIM CEIMEHTaM MHTEIPUPOBAHHOM
CUCTEMBl W IIPOBE/CHUE MEXI'0OCY/1apCTBEHHOI'O TECTUPOBAHUS
MH(QOPMAITMOHHOTO B3aUMO,IeHCTBHUS.

37. Koopiunanus  BBIONHEHHs] IPOLENYpPLl  BBEIEHHS  OOIIEro
npolecca B JCHCTBUC, MOHUTOPMHI W AHANU3 Pe3yJIbTATOB pealU3alliu
o01mero mmporecca ocyIiecTsisores Komuccuei.

38. YHoiHOMOUYEHHBIE  OpraHbl  00ECHeYMBAIOT  NPeCTABIICHIHE
B Kommucenio akryanbHol nHbOpMaImy 06 HHCIIEKTUPYIONMX OPraHU3aIlHsIX
IOCPEJACTBOM  HUCIOJB30BaHMs  CBOMX  pabouumx  KaOWHETOB  Ha

uHpopmannonHoM mopraiie Corosa.




Cae/leHHs 0 3a9BKe
Ha HHCIIEKTHPORAHHE

}

Cpenenns 06 oTyere
00 HHCIEKTHPOBAHHH

IPHUIJIOXXKEHUE No 1

K IIpaBunam peanusanuu o61ero nponecca
«OOMeH cBeJIeHHSIMU O Pe3ysIbTaTax

HHCIICKTHUPOBAHHU CHCTCM MEHEHDKMEHTA KauecTBa

IIPOU3BOJAUTENICH MEIUITUHCKUX U3JIETHI

CxemMbl HHGOPMAIMOHHOI'0 B3AMMOIEHCTBHS YIACTHHKOB
o0uero npouecca «O0MeH CBeJeHUSIMH 0 Pe3yJbTaTaxX

HHCIIEKTHPOBAHHS CHCTEM MEHeI’KMEHTa KadyecTBa NMPOM3BOJUTE /el

MEeTHIHHCKHX M3 eI IIPH ero peaiu3anuu

YHOIHOMOYEHHBIH opraH

Espazuiickas 53KOHOMHYECKas KOMUCCHS

YnonHoMouen bl opran pediepeHTHOrO
TocyAapcTBa

[Ipencraenenne B Epasuiickyio
IKOHOMHYECKYK) KOMHCCHIO CBE/ICHH i

0 3a4BKE Ha HHCIIEKTHPOBaHHE

H3/eNni

L,

ITpencrasnenue B EBpasniickyio
IKOHOMHYECKYI0 KOMHCCHIO CBEICHHI
0 pe3yJLTaTax NpoBejIeHns
HHCTIEKTHPOBAHHA CHCTEM

CHCTEMBI MEHC/IKMEHTA KauecTBa
NPOH3BOANTENA MEIULHHCKUX

LV

Y HOIHOMOYEHHBIH
opran pedepeHTHOro
rocynapersa?

Her. Csenenus
0 pesyibTarax
IPE/ICTABIIAHOTCS

A 4

MEHEDKMEHTa KayecTBa
MPOU3BOJIHTENSE MEIHLIMHCKHX
u3zenit fuis hopMupOBaHUs
TEXHOJIOTHYECKOH 0a3bl JaHHbIX

CBEAEHHUI 0 pe3yskTaTax

PENCTABIEHHE B YIIOIHOMOYCHHBIH
oprai ped)epeHTHOro rocyaapeTsa
MHCIEKTHPOBAHMS CHCTEM

A 4

DopmMupoBaHHe U
BEICHHE TEXHOJOTHYECKOH Ga3bl
JIaHHBIX

Jla. CBenenus o pesynsrarax

HE NpenCTaBJIATCA

HHCIIEKTHPOBAHMS CHCTEM

[Monyuenune caenenmii o pesynprarax
- MEHEUKMEHTa KaiecTBa

MEHEDKMEHTA Ka4yCeCTBa
NPOH3BOAUTENA MEAHIIMHCKUX

HU3JENHIT

3anpoc CBeICHHH M3 TEXHOJIOrHYECKoit
Da3pl JaHHBIX
ITony+4enue ceeneHuii us
TEXHOIOIHYECKOH Da3bl JaHHbIX

ITomyuenus 1 obpaborka 3anpoca
CBEJIEHNT U3 TEXHONIOrHYecKoil
0a3bl JaHHBIX

IIpencraBnenue ceejieHuil u3
TEXHONIOTH4ECKOH 0a3bl JAHHBIX M0
3arnpocy

H3JICIHI 7151 BKITIOYEH U3l

g l'[pGHTiBO,I[PITCJ'IBI‘;[ MEIHUIHHCKHX
B PCTHCTPALHOHHOE TOCHE

Texuonoruveckas 6asa
JAHHBIX

Pucynox 1. @yHkimonansnas cxema HHOOPMALHOHHOIO B3AUMOEHCTRHS YIIONHOMOYCHHBIX OPraHoB IIPH
oOMeHe CBEICHUAMHE O pe3yJIbTaTaX MHCIEKTHPOBAHMS CHCTEM MEHEDKMEHTA KAuecTRa IIPOM3BOIATEIIEH
MEMIIIHCKIX H3/IEJIHH, & TAKIKE YIIOIHOMOYEHHBIX OPraHoB U EBpasuiickoit SKOHOMHYECKOH KOMHCCHH

IIpH GOPMHUPOBAHUH, BEJIEHHH U UCIIOJIH30BAHMN TEXHOIOTHYECKON Ga3hl MAHHBIX
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[TPHUJIOXKEHUE Ne 2
K IIpaBunam peanusaruu ob1ero nporecca
«OObMeH cBeIeHUSIMH O pPe3yJIbTaTax
HHCIIEKTHPOBAHUS CUCTEM MEHEIDKMEHTA KauecTBa
IIPOU3BOUTENICH MeTUITHHCKUX W3IEITHI

COCTAB
CBE/ICHHUH, Ilepe1aBaeMbIX MeXIy YIOJHOMOYEHHBIMH OPraHaAMH
rocyaapers — 4wieHoB EBpa3uiickoro 5K0HOMHYECKOro coio3a
1 EBpasniickoii 5k0HOMHYECKOi KOMHUCCHel Ipu 06MeHe CBeJeHusIMHU
0 pe3yJibTaTax HHCHNEKTHPOBAHUS CHCTEM MEHEIKMEeHTa KayecTBa
NMPOU3BOAMTEIEH MeTHIIMHCKUX H3/1eJTHil

1. Hacrosmuii JOKYMEHT onpenenser COCTaB CBEJICHUH,
IEPENaBAEMbIX MEXIY YIOJHOMOYEHHBIMH OpraHaMu W EBspasumiickoit
DKOHOMHMYECKOH KOMHCCHeH TIpd oOOMeHe CBEICHHSIMH O pe3ylbTaTax
MHCIEKTUPOBAHUSl ~ CHUCTEM  MEHEKMEHTa KadecTBa IPOM3BOUTENICH
MEIUITMHCKUX U3CIIHH.

2.Ha oranme pa3pabOTKM TEXHOJOTHYECKMX JIOKYMEHTOB COCTAB
CBENICHUH JICTAIU3UPYETCS, & TaloKe OMpeselsioTes (opMar u CTPyKTypa
SJIEKTPOHHBIX JIOKYMEHTOB M CBEIEHHUIA.

3. B pamkax peanm3zaigu 00IIMX MPOLIECCOB IIEPENAIOTCsl CBEACHUS,
COCTaB KOTOPLIX IIPUBEEH B Tabaunax 1 — 3.

4. B tabmmnax Gopmupyiores cnemyromniue nous (rpadu):

«HaMMEHOBAHHUE DJIEMEHTa» — IOPSAKOBBIM HOMEp M YCTOSBIIEECS WITH
o(pHLIHATIBHOE CITOBECHOE 0003HAYEHHE HIIEMEHTA,

«OIKCaHME 3JIEMEHTa» — TEeKCT, MOSACHSIOMMUHE CMBICH (CEMaHTHKY)
DJIEMEHTa;

«IIPUMEYAHUE» — TEKCT, YTOUHSIOMIMH HA3HAYEHHME DIEMEHTa,
ONpeNIeSIONIHN TpaBKyia ero GopMUPOBaHUS (3aIIOIHEHHS) UM CIOBECHOE

OIIMCaHue BO3MOMXHBIX 3HAUCHHUI JJIEMEHTA,



«MH.» — MHOXXECTBEHHOCTEH JIEMEHTOB (oOs13aTeNnbHOCTD

(OILMOHANBHOCTE) M KOJIMYECTBO BOBMOXKHBIX IOBTOPEHUH dITeMeHTa).

5. /lnst  ykasaHus ~MHOXKECTBCHHOCTH OJIEMEHTOB  IepeIaBacMbiX

AAHHBIX HUCTIOJL3YIOTCS CIEIYIOIIe o003HaUeHU:

1
1

— JJIEMCHT O6H33T6J16H, ITIOBTOPCHHS HE NOIIYCKArOTCS,

¥ — oneMeHT 00s3aTeNeH, MOXKET MOBTOPATLCS €3 OrpaHHUYEHHUIA;
.1 — aJeMenT onuoHaeH, MOBTOPEHUs HE JOMYCKAIOTCS;

¥ — DIIEMEHT OIIMOHAJIEH, MOXKET IIOBTOPSTHCS O€3 OrpaHHYeHUH.
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