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1. O0mme cpeaeHus.

Cobmonerne Tpebosannii Hacrosed COII SBIAETCA 4acTBIO CHCTEMBI KauecTRa,
rdpaHTHPYIONIEH KauecTBO W 0e30I1aCHOCTs JIEKAPCTBEHHBIX MNpPENapaToB, KOTOPbIE
HPOULTH KIMHUYECKHES HCIBITAHUSA W 3apErMCTPUPOBAHBI NIPOM3BOIMTEICM B KaueCTBE
TAKOBBIX, @ TAaKXKC IIOCTYIUICHHC JICKAPCTBEHHBIX [IPEIAPATOB OIS  MEAMIIMHCKOIO
npuMeHeHus 6e3 H3MEHEHUH HX CBOMCTB M3 PO3HHYHOM CCTH IOTpeOuUTENIO.

Henpto  Hactosmero COIT  sBTAETCA NOBBIIECHUE KAYECTBA OOCTYXXKHBAHMS
NOKYTaTeNIeH anTedniol opraHM3alliM, MHOBBIIEHHE WX JIOAIBHOCTH K allTeyHoi
OpraHM3aiiy IyreM HaJlexallero MHQPOPMHUPOBAHMUA TOKyIareneil o NpaBuiax U
0COOCHHOCTSIX OBpAIlEHHs TOBAPOR ANTEUHOr'0 aCCOPTUMEHTA B LEIIX NpelylperKcHNs
1 JIOKa/IM3aLM1 KOHQIMKTHRIX CUTYallMid.

Hacrosmas COIl onuckiBacT nporecc MOCTYINICHHS OOpalleHnii B anTedHylo
OpTaHM3alMI0 OT [MOKYNATENCH Ha KaueCTBO TOBapa, KauecTBO UHGOPMHUpPOBANUS W/HIIH
obcyKuBanus (apMalleBTHICCKIMH PaGOTHUKAMM, TOPAIOK paborsl ¢ ofpameHneM H
NOPSAAOK €70 YAOBIETBOPSHUSL.

COIT 3akperigeT (QOpMBI  pearMpoBaHMS  (apMALEBTHUECKAX PabOTHUKOB

anTCYHBIX OpraHu3alMiél Ha [OCTYNMBIUME OOpalleHus, a TaKKe BapHaHibl
B3aMMOJCHCTBHS € YIOJIHOMOYEHHBIMH TOCYAAPCTBEHHBIMU OpradaMH, IMOCTABIMKAME U
IPOU3BOANATENAMH TOBAPA.
B anrednoit opraHusauMm OTBETCTBEHHEIM JIMIOM 3a paGoTy II0 0OpaileHHAM
[IOKynareNne SBIIeTCs 3apefyiowmlad (-umi) anTeyHoH opranuzanud. B ciiyuyae ero
OTCYTCTBHSA - 3aMECTHTEIIb 3aBEYIONICIO, B BBIXOAHBIE U MPA3/HUYHBIC THU - JIEXKYPHBIi
dAMUHHCTPATOP, ONPENCACHHBIH rpaduKOM CMEHHOCTM HIH TMPHKA30M B alTEYHOI
OpraHu3alvH,

PyxoBoautens cyObeKkTa anreyHoif OpraHM3auMM TPOBOOMT HMHCTPYKTDK C
paboTHHKamMu 1[0 HOpMaM M TpeOOBAHHAM, YCTAHOBJICHHBIM JEHCTBYIOLIM
3aKOHOAATENBCTBOM UL OCYINECTBICHHA (apMaLleBTUYCCKOH AESTEIbHOCTH, a TaKKe
NpaBUIaM O0CIIyXKuBaHug NOKynarenell. B rmmaH-rpaduk no npopemenuio yueGn 1o
NOBBILICHHIO KBATH(QHKauuu papMalleBTHICCKUX PabOTHHKOB BKIIOYAETCS MHCTPYKTAK
o Hacrosawen COIL

2. HopmaTnBHAas JOKYMeHTALHS.

- 3axon «O samwmre npas norpeGurenei» nyHkr | cratem 18 maer OTpeOUTEIIO,
KOTOpPOMY TPOIAH TOBAp HEHAMIEHALIEr0 KaueCTBa, HPABO II0 CBOEMY BHIGOpY
norpedoBaTh:

- Be3BO3ME3HOrO YCTPAHCHHS HEAO0CTATKOB TOBAPA MM BO3MEINEHHS pacxofoB HA HX
UCTIPABIICHHE TIOTpeONTEIEM HITH TPETHUM JIUIIOM;

- COPA3MEPHOrO YMEHBIISHHS TTOKYIIHON 1IEHBEI;

- 3aMEHBI Ha TOBAP aHATOTHYHON MapKH (MOJENH, apTUKY/IA);

- 3aMCHbI HA TaKOH ke TOBAp APYroH mapku (MOJENHM, aPTHKYIA) ¢ COOTBETCTRYIOLINM
TIepepacyeToM MOKYIIHOM TCHEI.

BMecTo npenmaBieHus 3TMX TpeGOBaHMH MOKymarels BIpaBe 1OTpeOOBaTh BO3BpATa
YITAY€HHOH JEHEKHOH CYMMBI.

- [ocranosnenue Ilpasurenscrea PO or 31 gexabps 2020r Ne 2463 «O6 VTBEPKIACHUH
lIpaBii MpofaXku TOBAPOB 1O OTOBOPY POSHUYHON KYINTH-IPOIAKH, NIEPEYHA TOBapOB
AMTCIIPHOTO TONB30BAHNA, HA KOTOPbIE HE PACIIPOCTPAHAETCS TpeOoBaHue NoTpeduTe s
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0 Ge3BO3ME3IHOM NPSIOCTABICHAH CMY TOBApa, OONMANAKOLIEro STUMH JKC OCHOBHBIMH
NOTpeGHTETBCKHMH CBOMCTBAMM, Ha [EPUOI PEMOHTA WM 3aMCHET TAKOTO TOBapa, M
[epeuHs HENPOJOBONBCTBCHHBIX TOBAPOB  HAANCKALICTO KadecTBd, HE IIOJIIEKAINX
0GMeHY, a TAKKE O BHCCEHUM M3MCHCHHH B HEKOTOPBIC AKTHI IIpasurensctsa Poccuiickont

denepanupy».
3. TpeGopanus, NpeabsBseMble K 00palleHHAM rpaxiIaH.

3.1. O6pauieHus rpaxiaH MOTYT OLITH B BHIE IPEMUIOKEHUH, 3asgBACHHH, >Kajlod U
H3I0KEHD! B nackMeHHo# (kuura XKanob u IPSAIOAKCHHIA, DTCKTPOHHAs 1104Ta), YCTHOMR
dopme, B popMe INEKTPOHHOIO NTOKYMEHT4, TaKHE Kak «Bompoc ¢ caiiTa», B popmare
«O6paTibiil 3BoHOK». OGpallieHns MOTYT OBITH UHAUBHIYAIBHEIC H KOIJICKTHBHBIC.

3.2, OI'VII «JIuneuxdapmalya»  pacCMaTpuBacT oOpatieHus,  NOCTYNHBIIME
HEIIOCPEACTBCHHO Ha NPEANPHATUE, & TAKKEe obparieHus TPaXIaH, NepeaipecoBaHnbIe B
anpec MpeanpusiTHsL.

3.3. Bee ofpameHHs TpakaaH IOUICKAT 06a3aTeTLHONM PETHCTPALIMKH B TCUCHUC TPEX
JUHET.

3.4, Pervcrpaums ofpaimienuii  rpaxiad, OOCTYNMBIIMX B aipec OI'vIl
«JInnenkdgapmaliis» UM U3 OPraHoB TOCYAAapPCTBEHHOH BIACTH M APYTUX OpraHusallHi,
OCYMIECTBILICTCS B JKypHAJIC PErHCTPALHH TOCTYTIAIOLIIX fAokymentos. Ilpum stom Ha
MLCBOY CTOpPOHE JHUCTa Ha CBOOOAHOM OT TEKCTA MECTE I[IpOCTaBLIeTCH BXO/IAIIHH
HOMEp W JaTa perucTpaliH.

B ciyuae, eciu 06pailleHHe TOCTYHINO B KAICCTBES TIPMIIOMKCHIT K COMPOBOIUTEIBHOMY
MMCHMY K3 OpraHM3aiMy MM OT TpaxIannHa, BXO/IAIIMI HOMEP W Jara perucTpauiu
IIPOCTAB/IAIOTCS Ha CONPOBOIMTICABLHOM THCEME.

3.5. O6pameHus rpaxjay, TMOCTYIMBIIME B  alIpce 3aBEAYIOIMX CTPYKTYPHBIX
nojpasielieHuii, [epPenarTcs B KAHUETAPHIO UPS/ATPUITHA B TPEeXIHEBHBIH CPOK €
MOMEHTA PEerucTpauuy oGpalenus Uit HOCIENYIOWEro paccMOTPEHIA.

OGpamienuss ~ IpaXjad,  [OCTyNMBIKE B aApec pykoBoaureneit  Qunuana,
paccMaTPHBAIOTCA CaMOCTOATETLHO WM, B CIYHac HEOOXOMMOCTH, IEPEIAKTCS B
KAHIEJSIPHIO TIPEAIPUATHS B TPEX/THEBHBIH CPOK ¢ MOMCHTA perucTpaly o0panieHus
JUTS TTOC/IETYIOLETO PACCMOTPEHHA.

[lpoekTHl OTBETOB Ha OOpaliCHuA rpaxkiaH, paccMarpHBaeMbIX  PYKOBROAUTE/AMY
(pIIIMANOB, JOTKHB! ObITH COITACOBAHMI C agmurmcTpanueil OI'Y1I «lnnenkpapmanns»
110 TIPHHA/IEKHOCTH PACCMaTpUBACMOID BOTIPOCA.

O6pamienust  Tpax/aH, — PasMCICHHBIC — HA opunMaIbHOM  CafTe OI'YII
«JInnenkdapMarugy, COTPYIHHKN OTAENA ABTOMATH3MPOBAHHOM CHUCTCMBI YNPaBJCHHS
(ACY) mpeanpusards IepefaT B KaHIETIPHIO IpE/UIPHUATHS B TPEXIHEBHBIH CPOK C
MOMEHTA NOCTYILICHH 00palieHuA.

3.6. O6paiieHue JOBKHO COAEPKAT.
_ pmMs, oTdecTRO (P HATHYHH), [IO4TOBBIH axpec, Aub0 aapec HIEKTPOHHOH I10YTHI.

160 KOHTAKTHBIH TesedoH, Mo KOTOPOMY 10/17KEH OBITEH OTIIPaBJIEH OTBET;

- yBeAOMJIEHHE O Tiepeajipecalii oGparneHys B clydae HeOOX0MMOCTH;

-M3/JIOKEHNE CYTH 00paIlleHHA.

K o6pammenuio MOTyT GBITh NPHIIOKCHDI HeoBXoaUMBIE A PAacCMOTPECHUA JIOKYMEHTHI
(CKaHBl, KOITMHA).

3.7. He naeTcs OTBET Ha 0GpanIeHne rpaxian B CiyHac:

- OTCYTCTBUS KOHTAKTHOH HHOpMalmu 1d 1ati OTBETA,
. eCJH TEKCT OOpAILEHNs He MOIAeTCS TIPOITEHUIO MK HE TOSBOIACT ONpEACIUTD CYTh
3



o0palenus, 0 4eM B TEUCHHE CEeMH jIHEH coobaeTcs IpaKIaHMHY.

3.8. B cnyyae, ecnin B 00paIieHUH IPak/IaH COIePsKAThCS:

- CBE/ICHUS O I[OATOTARIMBAEMOM, COBEPLIAEMOM HJIH COBCPLIEHHOM NPOTHBOIPABHOM
ACSHUH, a TAKXKE O JIMLC €r0 HOArOTABIHBAOIIEM, COBCPIIAMOIIEM UIH COBEPIIUBIINM,
o0palleHue [I0UIEKUT HATIPABIEHHIO B TOCYIAPCTBEHHbIH OPraH B COOTBETCTBHH C €ro
KOMIIETCHIHECH;

- HELEH3YPHBIC MU OCKOPOMTENBHEIE BBIPAKCHUA, YIPO3BI JKH3HH, 34OPOBBIO,
UMYINECTRY JIMLI, & TAKXKC YICHOB MX CEMEH, NpealpusTHe BIpaBe OCTABUTH Oe3 oTBeTa
I10 CYUIECTBY MOCTABIEHHBIX B HEM BOIIPOCOB;

3.9. Yernpie obpawenns k agmunucrpauud OIYIT «JlunenxdapManug» NOCTyIawoT OT
TPaXKJaH BO BpEMS JTHUHOIO IpueMa, 160 1o teiedony.

Yerasie oOpalienus rpakgaH pacCMaTpHBAIOTCS B TEX CIYYaAX, KOIA H3IOKEHHBIE
dbakTel M OOCTOATENBCTBA OUEBMAHB U He TPEOYIOT AOTONHHUTENLHOI npoerepku. Ha
YCTHBIC OOpAIICHNS OTBET JAETCS B YCTHOM popMe.

4. IIpaBa u o6s3annocTH agmuuncTpanun OI'YII «Jluneuxdapmanus»,
pyKoBoauTeeii ¢puananoE Npu paccMOTPeHHH 00PAIEHHH IPAXKIAH.

4.1. 3aperucTpupoBaHHbIE B KAHICAAPHH NPEANPUITHA oOpallleHHEe B COOTBETCTBHU C
PE3OMIOLNEH  PYKOBOAWTCHA  NPENNPUATHS [0  POCHHCH  HANPARNACTCS 110
LIPHHAMICKHOCTH  pacCMaTpUBAaeMOro BONPOCa I PACCMOTPEHHA ofpamicHuA |
NOJATOTOBKH OTBETA 3a9BHTCIIIO.

42. TlocrynuBiiMe Ha pacCMOTpeHWe OOpalleHHs —TpakiaH pPerucTpupyoTCs
UCTIOJIHUTEIEM B skypHaiIe (IIpumokenue Ne 1),

4.3. Mcnmonnurenh NPOBONUT IIPOBEPKY [0 yKa3aHHBIM B OGpameHUu (haxram,
ocyiecTn/ser cbop uadopManyu U 10KYMEHTOB.

4.4. OGpawmenue, cofepikaliee BOIPOCH, PELICHUE KOTOPHIX HE BXOJUT B KOMIIGTEHLIHIO
IpeANpUATHA, HANpaBIACTCAd B TEYCHWE CEMH JHEH CO JIHA pErMCTpallid B
COOTBETCTBYIOIINE OPTaHbl.

4.5. OOpameHuss rIpaxJaH CcO BCEMH OTHOCAIIUMUCH K HHM MaTepuagaMH,
pacemoTpennbic B OI'VIT «/lunenxgapmaimsy» nuGo ero dmmuanax, GOpMHPYIOTCS B
Aena ¥ XpaHATCS Ha NPSANPHATHH Au00 B WiIHaie 5 1OeT B COOTBETCTBHU C
HOMEHKJIaTypoii jie.

4.6. AnMunucrpanns OI'Y1I «Jluncuxdbapmaiiusy obsa3ana

- TPUHAMATh OOOCHOBaHHBIE DEIICHHS IO CYIECTBY ITOCTABNECHHBIX B  KajKiOM
00palleHHN BOITPOCOB;

- CBOEBPEMEHHO COODLUATh TPAKAAHAM O DEUICHHSX, NMPUHATHIX 110 OOPAILEHHAM, B
CTy4asX UX OTKIOHCHMS YKa3hiBATH MOTHUBBI OTKIOHEHHS,

- LIpOBEPATH COCTOsHUE paboThl ¢ OOpalLECHMAMM IpaiaH B (UIHaNIAX PEATIPUITHS,
IIPUHAMATE MEPHI 110 YCTPAHEHMIO BRISIBICHHLIX HApyIICHHIA;

- PETYIAPHO MPOBOAMTE TUUHBIA MPHEM I'Payk/aH.

4.7. 3anpemiaeTcs pasriialicHHe HePCOHATBHBIX AAHHBIX Ipax/iaH, a Takxe HHpopMaLUu
00 MX 4aCTHOM JKHU3HH, CTABUICH M3BECTHOM B CBA3M C PaccMOTpEeHHEM 0OpaICHHU.

4.8. AAMMHICTpAIMS TIPEAUPHATHA TIpH PacCMOTpeHUH 00paILEHNS TPAK/IAH B TIPEIENax
CBOCH KOMIICTEHLIMM BITPABE:

- IpUMIALIATh OOPATUBLIMXCS TPask/IaH /U TMYHOH Gecems! ;

- B cly4ae HEOOXOOMMOCTH, B YCTAHOBIEHHOM 3aKOHOZATCIbCTBOM MOPAKE,
saupatmnBaTh JOTOJHUTENbHBIE MATEPUANB! H MONyYaTh OOBACHEHUS Y OGpPATHBIIHXCS
TPaKIaH ¥ HHBIX OPUIAHYECKHX U GU3MYCCKUX JIHIL;



- DpUBJIEKATH B HCOOXOMUMBIX CITydasX IKCTIEPTOB,;

- ¢O37aBaTh KOMUCCHH 11 IIPOBCPKH (haKTOB, U3TOKCHHBIX B oOpanIeHusIX, ¢ BbIE3/10M
Ha MeCTO;

- IPOBEPATH UCIOMHCHYIE PAaHCe NPHHATRIX pelneuit 1o o0pameHuIM rpaxkiaH.

4.9, Pesynerarkl pacCMOTPCHHS ofpajeHuii TPaXKIaH 110 UTOraM KBapTaaa B CPOK A0 20
ypcia Mecsla, CJCAYIOWIEro 3a OTYETHBIM MEPHOZIOM, TNEpeNaroTed UCTIOJHHATENAMHA
paccMorpenus  oOpalleHHif [pakaaH B OTACI opraHuzauMy  (apMareBrHiecKoil
NeSTENBHOCTH [ 0600nICHAs MaTepHana.

5. Cpoku paccMoTpeHust 06paliennst #2100,

5.1. O6panienus rpaxJaH paccMaTpUBAIOTCS B CPOK 10 30 jiHEH cO THA UX pEruCTpalii.
5.2. OGpaulcHusl TpaxiaH, NOCTYNHUBIIME M3 rOCYJdpCTBCHHBIX OpPraHoB M ITPOYHX
OpraHM3aIyif, OTHOCSAIMXCS K ASATENBHOCTH NPE/NPUATIA, NOMJIEHKAT PACCMOTPEHUIO B
CPOKH, YKA3aHHBIC B CONPOBOAMTENIBHOM ITHCHME.

53. B caysasx, TpeOyromux /Ul paspelieHus BONPOCOR crienyanipHOH MPOBEPKH,
HcTpeGosanusl  JIONOMHUTENBHBIX — MATEPUATIOB, IPUHATAS  JPYTHX  MCP, CPOKH
paccMOTpeHHA OOpAIEHHS MOTYT 6RITH LPOJIeHE He Oomee 4YeM Ha 30 nmmel, ¢
coobuenneM 06 5ToM K 0OpaTHBUIEMYCA TpRXIaHMHY # 000CHOBAHUEM ITIPOJTICHNA
CPOKOB.

5.4, ARMMHACTpALHA NPeANPHATHS OXHOBPEMCHIO C TOPYHCHHEM O pACCMOTPEHHU
oGpanienns, BIIpaBe TPHHATE PELICHUE O B3ATHH Cro Ha KOHTPOIIb, a TAKKE B NIPOLICCCE
MCITONHEHHs TIOPYYCHUS M TOCie ero 3aBeplieHus 3alpocTh THQOpPMALMIO O XOje H
pE3yITBTaTax PAcCMOTPEHHS OOPALICHU.

5.5 Orpersl, IOATOTOBICHHBIE HCTOMHUTCNAMH MO pe3ylblaraM paccMOTpEHUs
o6 palleHI#, JOKHEL CONEPIKATD!

- geTKYI0 HHOPMAITHIO [0 BCEM MOCTARICHHBIM BOTIPOCAM;

- MHPOPMAIKIO ¢ YKAa3aHHEM IPUYHHBL HEBOIMOKHOCTH VOBICTBOPUTH TIPOCKOY JIHIA,
obpatnsueroca B OI'VII «Jnenxdapyamas» Wik (apMalCBTHYECKIE Opranisatiii
IIpeANpHUATHS;

_ CBEJCHMA © TOM, KOMY HAlIpaBICH OTBET, uHpopMaLMi0 00 OpraHM3alMd M
JTOKHOCTHOM JIUIIE, paccMaTpUBABIIEM obpalteHue, Jare OTHABKH, PETUCTPAlHOHHOM
momepe, GaMMIui IMEHH OTYECTBA U HOMCPa TesteoHa MCTIOTHUTENS).

5.6. O6pameHusa TpakiaH CUATAIOTCA PACCMOTPEHHBIMH, €CITM  Pa3peieHbl  BCC
[OCTABJICHHBIE B HHUX BONPOCHL, IPUHATH HeoOXOAUMEBIC Mephl [0 YCTPAaHCHHUIO
yKa3aHHBIX HEOCTATKOB M B yCTAHORICHHRIC CPOKH 3aBHTENIO JaH OTBET.

6. OG:kaT0BAHHE PELICHUI 10 Pe3yIbTATAM PAaccMOTpeHIH oGpaueHns rpaxian.

['pakiaHuH BIIpase 00KaloBaTh PCIICHHC, [PUHATOE IO Pe3yIpTaTaM paccMOTPCHUA
ero oOpalliedus B BHILECTOSUIMIT OpraH WM B CyI B IMOPAIKE, HPEAYCMOTPEHHLIM

MEHCTBYIOLIMM 3aKOHOATEMLCTBOM.
7 OTBerCTBEHHOCTD 33 HApYIUeHYe HACTOA e WHCTPYKIHA.

7.1. HempaBoMepHbIii OTKa3 B IIPHCME WIN PaccMOTPEHHY obpalicHUH TpakaaH,
HapymieHMe ~CPOKOB M TOpAika - HX paccMOTpPEHMS, — TIPUHATHE  3aBCIOMO
HeoBOCHOBAHHOIO, HE3aKOHHOIO  pelICHUA, npecreoBaHie TpaxIaH  3a KPUTHKY,
IIPEOCTABICHHC HenocToBepHO# HHPOpMAIY nubo pasrnaiueHne CBeJICHHH O 4aCcTHOH
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JKM3HM rpaxkianuHa (0e3 ero comiacus), a TakkKe APYTHE HApYHIECHHs 3aKOHOAATEILCTRA
00 oOpameHuAX rpaxaH BIEKYT 3a Co6Oi OTBEICTBEHHOCTH B COOTBETCTBHHU C
3akoHOJaTeNLCcTBOM Poccuiickoit deaeparuu.

I paxxpnane, ofpallieHns  KOTOPBIX  COAEpIKAT  JIOKHBIC — CBCAECHUS, MaTepHasbl
KIIEBETHUYECKOTO XapaKTepa, BRIPAXKEHNS, OCKOPOISIIOLINE UeCTh U JJOCTOUHCTBO JAPYTHX
JIMM, TIPHBJIEKAIOTCS K OTBETCTBCHHOCTH B YCTAHOBJICHHOM 3aKOHOAATENBCTBOM MTOPSAKE.

8.JIucT 0O3HAKOMJIEHH .

[lara OUO JomxHocTh [Toamice







Kypnana
yuera o0paileHHii rpakian
B OI'YII «JInneuxdapmanua»

Ipunoxenne Ne 1

(nanMeHesaHue GapMBLEBTHUECKOH OPraHH3AIMI, OTICTA NPEAIPHATHA U T.0.)
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