IMPABUTEJIBCTBO
JYT'AHCKOUW HAPOJJHOU PECIIYBJIUKHU

HNOCTAHOBJIEHMHE

06 nexabps 2023 r. Ne 118/23
r. JIyranck

OO0 yTBep:KIeHUH 0CO0eHHOCTEl JUIEeH3UPOBaHHUS (papMalleBTHYECKOM
pesitebHOCTH B JIyranckoit Hapoanoi Pecniy0oiinke

B coorBercTBuu ¢ yacteio 16 crareu 3 ®@enepaiibHoro 3akoHa or 17.02.2023
No 16-03  «O0  0COOCHHOCTSIX  HPABOBOTO  PETYJIHMPOBAHUA  OTHOIICHHI
B cdepax oOxpaHbl 3]I0pOBbs, 00S3aTCIHLHOTO MECJIUIMHCKOTO CTPaXxOBaHMUS,
oOpamicHus JICKAPCTBCHHBIX CPEJCTB U OOpAICHUS MCAMIIMHCKUAX W3JICIIUH B CBS3U
c npuastueM B Poccuiickyro @epaepanmio Jlonenkoit Hapomnoit Pecrybnuku,
Jlyranckoit Haponnoit Pecrybnukm, 3anopokckoit o0mactu U XEpPCOHCKOM
obnactu», crathedt 16 3akona Jlyranckoit Hapomnoit Pecriybnuku ot 30.03.2023
Ne 430-1I  «O  IlpaBurensctBe  Jlyranckoit  Hapomnoit  PecmyOnukm»
(c  usmeHenusamu) IlpaBurensctBo  Jlyranckod  Hapomnoit — PecnyOnuku
NOCTAHOBISET:

1. YTBepauTh MpHIIaracMble 0COOEHHOCTH JULEH3UPOBAHUS
dhapmaiieBTHUECKON nesaTenbHOCTH B JIyranckoi HapoaHoit PecriyOunuike.

2. Hacrosiee mMoCTaHOBJIEHUE BCTYMAET B CHUJY CO AHS €ro OopUUUaIBLHOrO
OnmyOJUKOBAHUS.

[Ipencenarens [IpaBurenscTBa
JIyraunckoit Hapognoii PecnyOnuku C.N. Kosnos



YTBEPKJIEHBI
nocraHoBieHueM lIpasurenscrBa

Jlyranckoit Hapoanoit Pecriy6nnku
oT «06» mexabpst 2023 r. Ne 118/23

OCOBEHHOCTH
JIUIEH3UPOBAHUA (papMaLleBTUYECKOM IeATeIbHOCTH
B Jlyranckoii Hapognoii Peciiy0iiuke

l. Hacrosiluuii  IOKYMEHT YCTaHaBJIMBA€T OCOOEHHOCTH JIMUEH3UPOBAHUS
(bapMaleBTHYECKON JESTENbHOCTH, OCYLIECTBIsIEMOM Ha Tepputopun JlyraHckon
Hapoanoii PecnyOnuku MOpUAMYECKUMH JUIAMU, B TOM YKCIE€ METULIUHCKUMHU
OpraHu3alusIMi B HUX OOOCOOJCHHBIMHM TOJPA3JACICHUSIMHU (LICHTPHI (OTICICHUS)
oOmicii  BpaycOHOW  (CEMCHHOW) TPaKTUKH, amOyiaTtopuu, (eibAImepcKue
1 (PesIbIIEPCKO-aKYIICPCKUE TTYHKTHI), PACIIOJIOKCHHBIMU B CEIILCKUX HACCIICHHBIX
MyHKTax (j1ajiece COOTBETCTBCHHO — MEJUIIMHCKUEC OpPTaHU3aIHH, 00O0COOJICHHBIC
HOApa3AEIEHUs METUITUTHCKHUX OpraHu3aInii), WH/TUBUTY ATbHBIMA
MPCANPUHAMATCIISIMA, HWHOCTPAHHBIMHM  IOPUJMYCCKUMH  JinamMu  (gaiee  —
Ocobennoctn).

2. JluuenzupoBanue  (papMaleBTUUYECKON  JEATENIBHOCTH  OCYLIECTBISET
MunucrepctBo 3apaBooxpaHeHust Jlyranckoil Hapoanoit PecnyOnuku (nmanee —
JULECH3UPYIOIIUI OpraH).

[lepeodopmienne, NpUOCTAHOBIEHHE, BO30OHOBJIEHUE,  MpPEKpaLIEHUE
JNEHUCTBHS M aHHYJIMPOBAHME pa3pelieHud (IMLEeH3UMd) Ha OCYLIECTBIECHHE
(hapMaleBTHYECKON JAESITENIbHOCTH B 4YacTH OOpalleHusl JIEKApCTBEHHBIX CPEICTB
JUI. MEJULIMHCKOTO NPUMEHEHUS, BBIIAHHBIX HA TeppuTopuu Jlyranckon Haponnoi
PecniyOsvku 10 BCTyIUICHUS B CHily HAcTosuXx OCOOEHHOCTEH, OCYLICCTBIIICTCS
JUICH3UPYIONTUM OPTraHOM B COOTBETCTBHH C HACTOSIIMMH OCOOCHHOCTSIMU.

3. ®apmarneBTUYCCKas JCATCIBHOCTh BKIIOYACT PabOThI U YCIYTH COTJIACHO
npunoxeruto Ne 1 k Hactosamum OCoOOEHHOCTSM.

4. Couckatenb  JIMLUEH3UM  JOJDKEH  COOTBETCTBOBATh  CIIEAYIOIIMM
JUIEH3UOHHBIM TPeOOBAHMUSM:

a) HAJTMYKME TPOU3BOJICTBEHHOTO 00BEKTA WM 0OBEKTOB (MMOMEIICHHH, 3/TaHH,
COOpYXeHuH) U Oo0OpyJIOBaHMS,  HEOOXOJWMBIX  JUISI  OCYIIECTBJICHUS
(dbapMaleBTUYECKON JESTENBHOCTH MO MECTY €€ OCYIIECTBIEHUS U MPUHAIEKALINX
Ha IIpaBe COOCTBEHHOCTH UM HA HHOM 3aKOHHOM OCHOBAHUU;

0) HamuuMe y MEAUIMHCKONW OpraHuM3allid — COMCKaTelns JIMIIEH3UU
paspeliieHus (JIMIEH3UH) Ha OCYIIECTBICHUE MEIUIIMHCKON AEATEIhHOCTH;

B) HANMMYKE Y WHIWBUIYAIBHOTO TPEIMPUHUMATENS C MENbI0 OCYIISCTBICHUS
(hapMareBTHUECKON JEeATeIHOCTH B chepe PO3HUIHOW TOPTOBIIU JICKAPCTBEHHBIMH
npenapatamMy s MEAWIMHCKOTO MPUMEHEHUS  BBICIIETO WM  CPEIHEro
dapmareBTHUECKOTO 00pa3oBaHMs, a TaKXKe cepTu(dUKaTa CICNMHAIACTA W / UK
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JIOKyMEHTA, TOATBEPKIAAIONIETO MPUCBOCHNE KBaTU(UKAITMOHHOW KATETOPHH WIIH
MIPOMICHHYIO aKKPECAUTALIMIO CIICIIHAINCTA;

) HUIMYUEC Y COMCKATeNsd JIUICH3WH (3a HCKIIOUEHHEM 000COOJICHHBIX
moApas3eacHu MEIUIIMHCKUX OpraHu3alui) paObOTHHUKOB, 3aKIIOYHMBIINX C HHAM
TPYAOBBIC  JIOTOBOPBI,  JICATCIBHOCTh KOTOPBIX  HEIOCPCACTBCHHO  CBsA3aHA
C PO3HMYHON WM ONTOBOH TOProBJIEH JICKAPCTBCHHBIMHU CPCACTBAMH  JIJIS
MECIHUITUHCKOTO0 IIPUMCHECHHUS, MX XPAHCHUEM, OTIIYCKOM M U3TOTOBJICHUECM, UMCIOIIINX
BEICITICE WJIM CpeaHee ¢dapMaleBTHUYecKoe oO0pa3oBaHWe, a TaKxkKe cepThduKara
crenuaaucTa u/ unu JOKYMEHTA, MOATBEPKAAOIIETO MPUCBOEHUE
KBTM()MKALIMOHHON KaTerOpUH WK MPOHACHHYIO aKKPEIUTALMIO CTIEHATNCTA.

5.1lpy nNUUEH3UPOBAHMH MEAULHMHCKON NEATEIBHOCTH, OCYIIECTBISIEMON
MEIUIMHCKUMHU  OpPraHu3aldsIMH, HMEIIUMU 000COOJICHHBIE MOJIpa3IC/ICHHs
MEIUIMHCKAX OpPTaHU3alWN, COUCKATENb JIMIEH3UW BIPABE NOHATH 3asBICHUE
O MPEOCTABIICHUH JIUIICH3UHW HA OCYIICCTBICHUE (hapMaIlCBTHYCCKOM JICATCIBHOCTH
C YKa3aHHEM BBIMOJHICMBIX PaOOT MO PO3HUYHOH TOPIOBIJIC, OTHYCKY M XPaHCHHIO
JICKAPCTBEHHBIX  MpEHapaTroB Uil  MEAUMLUMHCKOIO  IPUMCHCHHUS, KOTOPYIO
IJIAHUPYETCSA OCYIIECTBIATh 000COOJICHHBIMU TMOJPA3ACIICHUSIMHA MEIUIIMHCKON
opraHu3alyu, 6e3 IPUIOKEHUS JJOKYMCHTOB (CBEIICHHMH ), KOTOPBIC CBHICTCIBCTBYIOT
O  COOTBCTCTBMHM  COMCKATCIISI  JIMICH3MH  JIMICH3UOHHBIM  TPEOOBaHHUSIM,
IPEABABISCMBIM JIJISI OCYIICCTBICHUS (hapMalleBTHYCCKON JIeITCIHOCTH.

PaccmoTtpenue 3asBiieHUs O NPEAOCTABICHWM JWLEH3MU HA OCYIIECTBICHUE
MEIUUMHCKOA JCATECIIBHOCTA W 3aABJCHHUS O MPEAOCTABICHUH JINIEH3UHU
Ha  OCYLUECTBJICHHE (dbapMalleBTUUECKON  JIEATEJIBHOCTH  OCYLIECTBJIAETCS
JMLIEH3UPYIOIIAM OPTaHOM COBMECTHO.

[To nToram pacCMOTpPEHHUS MOJIAHHBIX 3asBJICHUN O NPEAOCTABICHUU JTULICH3UN
Ha OCYIUECTBJICHHE MEIUIMHCKONW JEATENBHOCTH W JIMUEH3WHW Ha OCYIIECTBICHUE
(hapManeBTUYCCKON JICATEIBHOCTH B ClIyd4ac COOTBETCTBHS COMCKATCIS JIMIICH3UH
JUIICH3UOHHBIM  TPCOOBAHUSAM, MPCABABISICMBIM JUISI  TOJYYCHUS  JIMICH3UHU
Ha OCYIICCTBICHUC MEIUIMHCKOW  JICATCIBHOCTH, JIMIECH3UPYIOIIUM  OpraH
NPUHAMACT PCIICHUE O NPEIOCTABICHUM JIULCH3UM HAa  OCYIICCTBJICHUC
MCIUIMHCKON JCATCIBHOCTH W JIMIICH3MM HA OCYIICCTBICHUE (HhapMareBTHYCCKOM
JEATEIBHOCTH OJHOMOMEHTHO C BHECEHUEM COOTBETCTBYIOIIMX CBEICHUH B PEECTP
JWLIEH3UA HA OCYIIECTBICHHUE MEAWULUHMHCKOW ACATEIIBHOCTH W PEECTP JMLEH3UU
Ha OCYIleCTBIEHUE (PapMarieBTHUECKOMN JeATETbHOCTHU.

[lpyu Hanmuuuu paszpenieHus (JUIEH3UU) Ha OCYIISCTBJICHHE MEIUIIMHCKON
JIEATEJIBHOCTH JIUIIEH3UAT, UMEIOITUN 000COOJIEHHBIC MOJIpa3/IeIeHUs] METUIIMHCKON
OpraHu3allMy, BIpPaBE TMOJaTh B  JUICH3UPYIOIIUA  OpraH  3asiBICHUE
O MPEIOCTABJIEHUH JIUIIEH3UU Ha OCYIIeCTBICHUE (apMalleBTUUECKOUN JIeITeIbHOCTU
C YKa3aHHWEM BBIMOJIHIEMbIX PabOT MO PO3HUYHON TOProBjE, OTNYCKY U XPAHEHUIO
JEKAapCTBEHHBIX  MNPENapaTtoB Uil  MEAUUHMHCKOTO  MNPUMEHEHHs, KOTOPYIO
TJTAHUPYETCS  OCYIMIECTBIATH OOOCOOJIEHHBIMH TMOAPA3ACICHUSIMA MEIUITMHCKUX
OpraHu3aiuii, 0e3 MPUIOKEHUS JOKYMEHTOB (CBEACHHI ), KOTOPHIC CBUICTEIHCTBYIOT
O COOTBETCTBWU JHIIEH3UATA JUICH3MOHHBIM TPeOOBAHUAM, MPEABSIBISIEMBIM IS
OCYHIECTBICHUS (hapMareBTUISCKON MeATeIbHOCTH. B 3TOM ciydae COOTBETCTBUE
JUIEH3UATA JUIEH3UOHHBIM TPEOOBAHUAM, TPEIBABIAEMBIM MJI OCYIIECTBICHHS



MEAMIMHCKONW  JIeATENbHOCTH, SBISETCS JOCTATOYHBIM [l OCYIIECTBICHHUSA
(hapmalleBTUUECKOH IEATEIBHOCTH.

6. Couckatenp JIMLEH3UU BIPABE OTO3BaTh 3asBJICHHUE O IPEIOCTABICHUU
JUIEH3UU 10 IPUHATUS JULIECH3UPYIOIIUM OpPTraHOM pEIHICHHS O MPEJOCTaBICHUU
JUIICH3UH UK 00 OTKAa3€ B €€ MPEIOCTaBICHUU.

7. JIulieH3uatT A OCyLIECTBICHUS (apMalleBTUUECKON AEATEIBHOCTH TOKEH
COOTBETCTBOBATh  TPEOOBAHUAM, YCTAHOBJICHHBIM IYHKTOM 4  HacTOSIINX
OcobennocTel, a Takke CJIEIYIOMUM JTHLEH3HOHHBIM TPeOOBaAHUSIM:

a) cOOMIOAEHUE JIMLIEH3UATOM, OCYIIECTRIISIOILHNM:

PO3HUYHYIO TOPIOBIIIO JIEKAPCTBEHHBIMU NpenaparaM sl MEAULIMHCKOTO
OPUMEHEHHs, - MPaBUJI PO3HUYHONW TOPTOBIM JIEKAPCTBEHHBIMHU MpemnapaTamMu IJis
MEAMIMHCKOTO TPUMEHEHHUS;

ONTOBYIO TOPIOBJIIO JICKAPCTBEHHBIMH TIpenapataMd JJsi MEIHIIMHCKOTO
IPUMCHEHHUS, - IPAaBUJI ONTOBOW TOPIOBJIM JICKAPCTBEHHBIMH IIpenaparaMu is
MEAMIMHCKOIO IIPUMEHCHHUS;

0) coOJIIOZICHUE JIMLEH3UATOM IIPaBWJI PETUCTPALMKA OIEpaluii, CBS3aHHBIX
c oOpalllcHueM JICKapCTBEHHBIX CPEACTB Ul MEIMLUHCKOIO IPUMEHECHMS,
BKJIFOUEHHBIX B IIEPEUYECHB JICKAPCTBEHHBIX CPEACTB JIl MEIULIUHCKOTO IIPUMEHEHHUS,
HOJUIEKALTUX IPEAMETHO-KOJIMYECTBEHHOMY YUYETY B CICIHAIBHBIX KypHaJaX ydeTa
OllE€palyii, CBSI3aHHBIX C OOPAIECHUEM JIEKAPCTBEHHBIX CPEICTB JUIsI MEAUIIMHCKOIO
NPUMEHEHHWs, TPaBUJ BEICHUS M XPaHEHUS CHEHHATbHBIX JKYpPHaJOB yueTa
onepauuii, CBI3aHHBIX ¢ OOpallleHHEeM JEKAPCTBEHHBIX CPEICTB I MEAULUHCKOIO

MIPUMEHEHUS;
B) COOJIIOZIEHUE JIMIIEH3UATOM, OCYIIECTBISIONIUM H3TOTOBJICHHE U OTIIYCK
JICKapCTBEHHBIX MpenaparoB TUTST METUITTHCKOTO MIPUMEHEHUS,

32 HCKJIIOUYCHUEM  HM3TOTOBICHUSA  paauodapMalleBTUYECKUX  JIEKapPCTBEHHBIX
HperapaToB Uil MCIMIIMHCKOI'O IIPUMCHCHHS, IPaBUJI H3TOTOBJICHHUA M OTIIYCKa
JICKApCTBEHHBIX IIPEIIAPATOB JUISI MCIMIIMHCKOTO IIPUMCHCHUS;

r) coomojieane  TpeboBaHuit  cratbm 57 DeAcpasbHOTO  3aKOHA
ot 12.04.2010 Ne 61-®3 «O06 obpaiiieHnN JICKapCTBCHHBIX CPCACTBY;

1) COOJIFOJICHUC JIMIICH3UATOM, OCYIIICCTBIIIONIMM XPAaHCHHUC JICKAPCTBCHHBIX
CPEACTB I MEIUIIMHCKOTO MPUMEHEHUS, TpeOOBaHNH K XpaHCHHUIO JIEKAPCTBEHHBIX
CPEACTB, YCTAHOBJIEHHBIX UX MPOU3BOJAUTENEM;

€) MOBBIIICHUE  KBAIU(UKAIIUU  CHEIUATUCTOB ¢  (hapMaleBTUUECKUM
o0pa3oBaHUEM HE PeKe OJTHOTO pasa B S JieT.

8. Jlns  monydeHus  JIMIEH3UM  COMCKATeNb  JIMIIEH3UW  HaIpaBlisIeT
(mpeacTaBiseT) B JUIECH3UPYIONIUN OpraH 3asBJICHUE O MPEAOCTABICHUU JIMIICH3UU
Ha OyMaXHOM HOCHUTENIe, B TOM YMCJIE MOCPE/JICTBOM HAIpaBJICHUS 3aKa3HbIM
MOYTOBBIM OTIIPABJICHUEM C YBEJIOMJIICHUEM O BPYUYEHUU, B KOTOPOM YKa3bIBAIOTCS
CBEJICHUSI, MPEAyCMOTpeHHble NMyHKTamu 1-3 wactu 1 crateu 13 DepepanbHOro
3akoHa oOT 4.05.2011 Ne 99-®3 «O nuIEeH3UPOBAaHUU OTACILHBIX BH/IOB
nearenbHocTHy (Hanee — @3 No 99), a takxe NUIEH3UPYEMbIA BUJI AEATEIbHOCTH,
KOTOPBI  COUCKAaTeNb  JIMUEH3UM HAMEPEH  OCYIIECTBISATh, C  YKa3aHUEM
BEITIOJTHAEMBIX Pa0OT, OKa3bIBAEMBIX YCIYT, COCTABISIONIUX JHIEH3UPYEMBIH BHU
JeATEIBHOCTH B COOTBETCTBHUH ¢ HACTOAIMIMMU OCOOSHHOCTSIMM.
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9. K 3asBiAeHUI0 O NOPEAOCTABICHUU JHMIIEH3UU TPUIIATAIOTCS CIEAYIOIINE
JIOKYMCHTHI:

a) BBIMMUCKAa U3 EJIHWHOrO TrocyJapcTBEHHOTO  peecTpa  IOPUIUUYCCKUX
JUI / THAUBUAYAIBHBIX IPEANPUHUMATEIICH;

0) cBellcHHUsST 3@ TOJANUCHIO  PYKOBOJUTCNS FOPUAMYCCKOrO JIMIA WM
WHJUBUIYAIbHOTO TIpEANPUHUMATENA O HAIMYMK MaTepHalbHO-TECXHUYCCKON Oa3bl
U KBUIU(PUITUPOBAHHOTO [IEPCOHATIA;

B) KOMHUHU JOKYMEHTOB, MOJTBEPKIAIOMINX HAIMYME Yy COMCKATENs JIMIIEH3UU
Ha MpaBe COOCTBEHHOCTH WJIM HA MHOM 3aKOHHOM OCHOBAHWH 3/IaHWH M TTOMEIICHHH,
HEOOXOAUMBIX IS OCYIIECTBICHUS (hapMaIleBTHUECKOU EATeTLHOCTH, a TAKXKe, TIPH
HaJW4YUK, KONWM TEXHUYECKOTO Macnopra Ha moMelleHue (IiaH-cxema
Y OKCITHKALIHSA );

) KONUs  BBJIAHHOTO B YCTAHOBJIIGHHOM  IOPSJIKE  CAHUTAPHO-
AIUACMHUOJIOTHYCCKOTO 3aKIFOUYCHUS O COOTBCTCTBHM ITOMCIHICHUN TpcOOBAHUSM
CAaHWUTAPHBIX  MPaBWJ B  OTHONICHUM  (hapMaICBTHUCCKOW  JICATCIBHOCTH
B c(hepe oOpareHus JICKapCTBEHHBIX CPEICTB JIJIST MEAUITHHCKOTO IPUMCHCHUS,

J1) KOTIMM JTATIJIOMOB, CEPTU(HUKATOB ¥ / WM JJOKYMEHTOB, TOJTBEP KIAFOTIIMX
MIPUCBOCHUC KBAIM(DHUKAIMOHHON KATCTOPUM WM IPOWJICHHYIO aKKPCIUTAIUIO
CHECIHAIMCTOB, MOATBEPXKIAIOMINX COOTBETCTBYIOMICE MPO(EecCHOHANFHOE BBHICIIICE
Wik cpeaHee (papmaneBTHUECKOe 00pa3oBaHMC W KBajdudUKAIMioo pabOTHUKOB,
3aKJIIOUYUBIIMX C COUCKATEJIEM JIMIEH3UU TPYAOBBIC JIOTOBOPBI, JEATEIBHOCTD
KOTOPBIX HEMOCPEACTBEHHO CBs3aHA C PO3HUYHOM MM OINTOBOW TOPTOBJIEH
JEKapCTBEHHBIMU CPEJICTBAMHU JIJIi MEIUIIMHCKOTO NPUMEHEHHUsS, UX XPaHCHHEM,
OTIYCKOM W U3TOTOBJICHUEM;

€) KOMUU JTIOKYMEHTOB, MOATBEPKAAONINX TPYJAOBBIC OTHOIICHUS MEXIY
COUCKATEJISIMU JTUIIEH3UH U paOOTHUKAMU;

K) KOUST  pa3pemicHus  (JUICH3UM) Ha OCYUICCTBICHUC MCAMIIMHCKOMN
JCSITEILHOCTH (JIJISI MCIMIIMHCKUX OpraHu3aIui);

3) OIIUChH [IPUIIATAEMBIX JJOKYMEHTOB.

10.IIpy  nOpoBeIEHUMHM  OLICHKA COOTBETCTBHUSI  COUCKATEISl  JIMIICH3UU
(JiiieH3MaTa) JIMICH3MOHHBIM TPeOOBAaHUSM JIMIICH3UPYIOIMUNA OpraH BIIPaBC
3ampaiiuBaTh HEOOXOJUMBIE IS OCYUIECTBJICHHS JIMIICH3UPOBAHUS CBEICHUS
y  OpraHoB,  MPEIOCTABIAKOIIMX  TOCYJapCTBEHHBIE  YCIYTH,  OPraHoOB,
MPEOCTABSIONINX MYHUIIUTAIBHBIE YCIYTH, WHBIX TOCYJapCTBEHHBIX OPTaHOB,
OpraHOB MECTHOTO CaMOYyMNPaBJIEHHUS JTUOO0 MOJIBETOMCTBEHHBIX UM OpTraHU3alluiM.

11. JlutieH3upyronmii oprad OCymeCTBISET OI[EHKY COOTBETCTBUS COMCKATEISI
JUIEH3UN JIUIIEH3UOHHBIM TPEOOBAHUSAM U MPUHUMAET PEIICHUE O MPEIOCTABICHUN
JUIEH3UW WM 00 OTKase B €€ NPEJOCTABICHHUU B CPOK, HE MPEBBIIAKOIIUN
15 pabouux jgHel co JHS MOJAaUM 3aiBJICHUS O MPEIOCTARICHUU JIUIICH3UH.

12. OcHOBaHUEM OTKa3a B NPEIOCTABICHUM JIUIIEH3UH SIBJISCTCS:

l) HanMuve B  MPEJACTABICHHBIX  COMUCKATEJIEM  JIMIEH3UU  3asBJICHUU
O TPEIOCTaBICHWUM JUIEH3UH W/ WIM TNPUIIaTaéMbIX K HEMY JTOKyMEHTax
HEAOCTOBEPHOM MM MCKAXKEHHOH MHpOpMalH;

2) yCTAaHOBJICHHOE B XOJI€ OLICHKM HECOOTBETCTBUE COMCKATENS JHUIEH3UU
JUTIEH3UOHHBIM TPeOOBAHUAM, YCTAHOBJICHHBIM HACTOSTIMMU OCOOCHHOCTSIMHU.



13. Ilepeodopmienne MULIEH3UH OCYLIECTBISIETCA B CIy4asiX, YCTAaHOBJICHHBIX
yacThio 1 ctateu 18 @3 Ne 99.

14. [Ipu HaCTyIUICHUU COOBITUM, YCTAaHOBJICHHBIX MyHKTaMu 1—7 u 10 gactu 1
ctatbt 18 ®3 Ne 99, 3agBieHue o mnepeoGOpMICHUHM JHUICH3UU T0JaCTCs
JUICH3UATOM (E€T0 TPaBOMPECMHUKOM WM HHBIM TPETYCMOTPCHHBIM JaHHBIM
®denepaabHBIM 3aKOHOM JIMIIOM) C YKa3aHUEM CBEJCHUHN, TOCITYKUBIINX OCHOBAaHHUEM
TUIs1 iepeoopMIICHUS pa3pellicHus (JIMICH3UN), U IPUIIOKCHUEM TTOATBEPKIAIONTUX
HaJIU4KMe YKa3aHHBIX OCHOBAHWM JOKYMEHTOB, a TaK)X€ OpPUTMHAIA HMEIOLIErocs
paspeliienus: (JIMIEH3UH).

15.1lpy namepeHnn OCYHIECTBIATH (DApPMAIEBTUYECKYIO JAEATEIHLHOCTD
Mo ajapecy, He NPEAYCMOTPEHHOMY paspelieHueM (JULEeH3Me), B 3asBJICHUU
0 nepeopopMIIEHNHN JTMLUEH3UH JIMLIEH3UAT YKA3bIBAET CBEAEHUS, COIepKaIIHe HOBBIN
aJpec OCYLIECTBIEHUS (apMaleBTUUECKON JEATeIbHOCTH, W NPHKIaAbIBAET
JIOKYMCHTBI, TIOCTY>KUBIIIMUEC OCHOBAHHUEM I NIEpeoOPMIICHHS JIMIICH3UU, & TAKXKE
OpUTHHAJI UMCIOIICTOCS Pa3pEIICHUS (JIUIICH3HH ).

16. Ilpn HamMepeHWHU BHINOJIHATH HOBBIC PabOTHI, OKA3bIBATH HOBBIC YCIIYTH,
cocTaBisironye  (apManeBTUUCCKYIO0 JICATCIIBHOCTh, HO HE MPEAYCMOTPCHHBIC
paspericHiueM (JIMIICH3UEH), B 3asIBIICHUM O MEPCOdOPMIICHUN JIUIICH3UH JIUIICH3UAT
YKa3bIBaCT CBCJICHUA O COCTABIIIIONIMX (hapMaICBTUUYCCKYIO ACSATCIBHOCTh paboTax
(yciayrax), KOTOpbIC  JIMIICH3WAT  HAMCPCH  BBINOJHATH  (OCYIICCTBIISTH),
W TIPUKJIAJIbIBAET JOKYMEHTBI, MOCIYKUBIIKE OCHOBAaHHEM s nepeodOpMIICHHS
JULEH3UH, & TAKKE OPUTHHAT UMEIOLIErocs pa3pereHus (JINLEeH3UN ).

17. Ilpy MOCTYIUIEHHH 3asBJICHUAA O NEepeo(POpMICHUH JIMLIEH3UU B ClIyvasx,
YCTAaHOBJICHHBIX MyHKTaMU 15 u 16 HacTosmmx OcoOeHHOCTEH, JNHLEH3UPYIOMIMIA
OpraH  OCYILIECTBJIACT OLIEHKY COOTBETCTBHSA  JIMIEH3UMATa  JIMLEH3MOHHBIM
TpeOOBAHMAM U MPUHUMAET pelieHue O nepeopOpMIICHUN JULEH3UHA UM 00 OTKa3e
B 1Iepeo(OPMIICHUH JIMIICH3UN B CPOK, HE IpeBblatommid 10 pabouux jgHEHN co JHA
HOJIyYEHUS 3aBJICHUS O 11epeO)OPMIICHUH JIMIIEH3UH.

18. Otkaz B mnepcoOpMIICHHH JIMIICH3WH OCYIIECTBIIICTCSA 110 OCHOBAHUSIM,
YKa3aHHBIM B OAITyHKTax 1) u 2) myakra 12 Hacrosmmx OcoOCHHOCTCH.

19. JIunen3uar BripaBe OTO3BAaTh 3asBJICHUE O INEPCOPOPMIICHUU JIUIICH3UU
JI0 TIPUHATHUS JHULEH3UPYIOUIMM OPraHOM pPEIICHUs O MepeodOopMIICHUH JIHLEH3UU
1M 00 0TKa3e B mepeoOpMIICHUN JTUIICH3UH.

20. JleiicTBuE JIMIICH3MU TMPEKpANIAETCS MO PEIICHUIO JIUIICH3UPYIOIIETO
OpraHa B CJIy4asx, yCTAHOBJIEHHBIX 4acThio 13 cratem 20 @3 Ne 99.

2]1. Pemenne  JUIEH3UPYIONIETO  OpraHa O  NPEAOCTABICHHH WM
nepeoGopMIIEHUH JIMIIEH3UU OQOPMIISIETCS U JIOBOJUTCS JIO CBEJICHUS IOPUINYECKOTO
JUIA WIM WHJIWBUIYaJIbHOTO TPEANPUHUMATENS B CPOK, HE MPEBBIIAIONINN
5 pabouux AHEH cO JHA €ro NMPUHITHS, OCPEJCTBOM HAINpaBICHUS WKW BpPYUYEHUS
COOTBETCTBYIOILIETO  YBEIOMJIEHMST ~ C  MPWIOXKEHUEM  BBIJAHHOM WK
nepeoGopPMICHHON JTUTICH3HH.

22. PemeHue IUIEH3UPYIOLIEr0 oprana 00 OTKasze B MPEAOCTaBICHHH, OTKa3e
B nepeodopMIeHUN WM NPEKpalleHuH JTUIEH3MH Oo(opmiseTcs U JO0BOAUTCA
JI0 CBEJEHUS IOPUINYECKOTO JIMIA WM UHAUBUAYATBHOIO MPEANPHUHUMATENS B CPOK,
HE TMpeBBIIAIONMK S5 pabouumx nAHEH cO JHS €ro MPUHATHS, MOCPEACTBOM



HaIpaBJIEHUS WIH BPYYEHUS] COOTBETCTBYIOLLETO YBEAOMIICHHS.

23. JIuueH3upyOIMii OpraH OCYUIECTBIISIET BEACHUE pPEECTpa JIMICH3HM
Ha ¢apMareBTUUYCCKYIO0 JICATCIbHOCTb, BBIIAHHBIX WU  MEepeodOPMIICHHBIX
B COOTBETCTBHM ¢ HacToAmuMu OcoOCHHOCTAMM, pa3pelicHuil (JIuieH3ul),
BBIAHHBIX JI0 BCTYIUICHUSI B cuHily Hacrosammx OcoOeHHOCTEH, B KOTOPBIM
BKJIIOUaeTcsl WH(popMaius, MpeaycMOTpeHHas dacTthio 2 crtaTtbu 21 ®3 Ne 99,
JluueH3upyrommii  OpralH  ekemMecssuyHo, He mno3gHee 10-ro uywmcna, HanpaBisgeT
B ODeaepanpuyio cinyx0y mo Hag3opy B cdepe 3npaBooXpaHeHUs B IMEYATHOM
M DJIEKTPOHHOM BHJE CBEICHMS, COJEpXkKALIMecs B PeecTpe JMLUEH3MH Ha
MEIULMHCKYIO I€ATEIbHOCTD.

24. Uadopmarus, OTHOCAMIAACS K OCYIIECTBIEHWIO (hapMarieBTHIECKON
NEATENBHOCTH, NpexyCMOTpeHHass 4JacTeio | cratem 21 O3 Ne 99, pasmemaercs
Ha o(UIMATBFHOM CalTe JULEH3UPYIOIIEro opraHa B cetu « THTepHeT».

25.OueHKa COOTBETCTBUS ~ COMCKATelsi  JIMLUEH3WM WM JIMICH3WATa
JIUIICH3UOHHBIM TPCOOBAHUSAM MPOU3BOJUTCS B (hOPME TOKYMCHTAPHOM OIICHKH.

26. Pe3yiibraThl OLICHKH COOTBETCTBUS COMCKATEJIS JIMLICH3UU
WM JIMIICH3MATA JINIICH3UOHHBIM TPEOOBAHMIM O(DOPMIISIIOTCS aKTOM OICHKH.

27.B ciiydac BBISIBJIEHUS HECOOTBETCTBUSI COMCKATENS JIMLCH3WUA WU
JUICH3MATA JIMIICH3MOHHBIM TPCOOBAHUSIM B aKTC OIICHKH YKa3bIBACTCA, KAKUM
WMCHHO JIMIICH3UOHHBIM TpPCOOBAaHUSIM HE COOTBETCTBYCT COMCKATCIbL JIMUICH3WUU
WM JIMLEH3UAT.

28.3a MPEIOCTABICHUE JIMLEH3UPYIOLIM OpraHom JIMLICH3WH,
nepeoGopMIIEHUE JIMLIEH3NU TOCYIAPCTBEHHAS MOLUUIMHA HE YIUIAYUBAETCS.

29. Jlunen3uu odopMisiFOTCA Ha ONaHKax, SBJSIFOIIMUXCS JOKYMEHTaMH
CTPOTOW OTYETHOCTH M 3AUIUIIEHHOW OT MOAJAETOK MOJUrpaduyecKor MpOIyKLHEH,
1o npuaraemMou Kk HactosamuM OCcoOEHHOCTSIM TUTIOBOU (popMme.

30. JIuieH3upytomuii  OpraH  BIPaBE  YTBEPAUTH  (DOPMBI  3asABJICHHUM
O MPEIOCTABJICHHUH JIMIICH3UH, TICPCO(POPMIICHUH M IPCKPAIICHHS JIMIICH3UHN, 8 TAKKC
(dopM yBEIOMIJIEHHH, BBIIUCOK M3 PEECTPOB JIMLEH3UM M JPYIHX HCIOJIb3YEMBIX
B 1IPOLIECCE JIMLEH3UPOBAHUS JIOKYMEHTOB.

31. JIuien3uu, BbIaBacMbic ©W  1cpeodopmisieMblec B COOTBETCTBHUH
c HactoaumMu OcoOEHHOCTAMU, HOCSAT BPEMEHHBIM XapakTep M ACHCTBYIOT

70 01.03.2024.



IIpunoxenue Ne 1

K OCOOEHHOCTSM JHUIICH3UPOBAHUS
(dhapMalleBTUYECKOU NESITENHLHOCTH B
Jlyranckoit Hapoanoit PecriyOnuke,
YTBEP>K/ICHHBIM [TOCTAHOBJICHUEM
[IpaBuTenbcTBa

Jlyranckoit Hapognoit Pecriy6muku
oT «06» mexabps 2023 r. Ne 118/23

IMMEPEYEHb
BBINIOJIHAEMBIX Pa0oT, 0KA3bIBAEMBbIX YCJIYT, COCTABISHOIIMX
(apManeBTHYECKYIO 1eSITeJILHOCTh B c(epe oOpallieHUs] JIeKAPCTBEHHbIX
CpeACTB JJIsl MeTUIMHCKOTO0 MPUMEHeHU sl

1. OnroBasi TOProBiisl JIEKAPCTBEHHBIMHU CPEACTBAMM JUISI MEIULIMHCKOIO
HIPUMEHEHUSL.

2. XpaHeHUE JTEKAPCTBEHHBIX CPEACTB AJIsI MEIULIMHCKOTO MPUMEHEHUS.

3. XpaHeHHE NEKAPCTBEHHBIX NPENAPaTOB NI MEAULIMHCKOTO MPUMEHEHMUSL.

4. IlepeBo3Ka TEKapCTBEHHBIX CPEACTB JJISI MEIUIIMHCKOTO MPUMEHEHUS.

5. IlepeBo3ka NEKapCTBEHHBIX NPENAPATOB I MEIULIMHCKOTO IIPUMEHEHUS.

6. PO3HUYHAsA TOProwiid JICKAPCTBCHHBIMHU MpenapaTaMu s MEIUIUHCKOIrO
MPUMEHCHMUSL.

7. OTILYCK JIEKApPCTBEHHBIX IIPEIIAPATOB JIJISL MEIULIMHCKOTO IPUMEHEHUS.

8. 3roroBiicHHE  JICKAPCTBEHHBIX  [pPEHApaToB Uil  MEIULHUHCKOIO
IMPUMCHCHUS, 32  HCKIIOYCHHCM  W3TOTOBJIICHHS  pPajano(apMareBTHYCCKUX
JICKapCTBEHHBIX IIPENAPATOB I MEAULIUHCKOTO IIPUMEHEHHSI.



[Ipunoxenue Ne 2

K 0COOCHHOCTSIM JIUIICH3UPOBAHUS
(dbapmaleBTUUCCKOH JACATEIBHOCTH B
Jlyranckoit Hapoanoit Pecny6iuke,
YTBEPKJIECHHBIM [TOCTAaHOBIICHUEM
[IpaBuTenbcTBa

Jlyranckoit Hapognoit Pecriy6muku
ot «06» nexadbps 2023 r. Ne 118/23

TUITIOBAS ®OPMA JIMIIEH3NN*
(Ji1ieBasi CTOpOHA)

N3o6paxenne 'ocynapcrBenHoro repoa Jlyranckoit Hapoanoii PecrryOimkn

(HauMeHOBaHME JTUIICH3UPYIOIEro Oprata)
JIMIEH3UA

No OT « » T.

Ha ocymuiectsieHnue papmMaleBTHIECKON NEATCIbHOCTH

Bunesl pabot (yciyr), BBINOJHSEMBIX (OKa3bIBAEMBIX) B COCTaBE JIMLIEH3UPYEMOIO
BUJA JICITEIBHOCTH, B COOTBETCTBUU C YaCThlO 2 cTraThbu 12 DenepanbHOTO 3aKOHA
ot 04.05.2011 Ne 99-03 «O nuiieH3upOBaHUHN OTJCIBHBIX BUIOB JCATCILHOCTU:

(YKa3bIBaroTCsl B COOTBETCTBHUH C IepedHeM padboT (YCIIyT), yCTaHOBICHHBIM
0COOCHHOCTSIMH JTHIICH3UPOBaHUS (hapMalleBTHIESCKON NEATEIEHOCTH)

HaCTOHHIaH JUIOCH3HA IIPCIOCTAaBJICHA

(Yxa3bIBalOTCs TOJHOE U (B Cirydac,

€CIIM UMEETCs) COKpallleHHOE HANMEHOBaHHE (B TOM 4HCIe pUpMEHHOE HAUMEHOBAHHE), OpTaHH3aIlHOHHO-TIPaBOBast
(dhopMa IopUIIIECcKOro Nrlla, haMUIKs, UM U (B cIydae, €CIIM UMEETCS) OTUECTBO HHAHBH/TYaIFHOTO
TIpeANPUHIMATEIS)

OCHOBHOH TOCYJApCTBEHHBIH PETHCTPAIIMOHHBIA HOMEP FOPHIMYECKOTO JIHIA
(uanuBUAyandbHOrO NipennpunuMarens) (OI'PH)

(3amonHsAETCS B CIydae, €CITH JIUIICH3UATOM
SBISICTCS IOPHAHICCKOE JINIO, HHIUBH/TyalbHBIH
TIpeATIPUHUAMATETh)

Nnentudukanuonnsii Homep Hanmoromnarenbinka (MHH)




2
(oOopoTtHas cTopoHa)

Mecto HaxOXKACHUA U MECTA OCYIICCTBJIICHHUA JIMIOCH3UPYCMOI'O BHUAA ACATCIILHOCTH

(yka3pIBaIoTCA apec MecTa HaXOXK/ICHHS {MeCTa JKUTEIBCTBA — I HHANBHU/YalbHOTO MIPEIPHHAMATENS) U aapeca
MECT OCYIIECTBIECHHUS padboT (YCIyT), BBIMOIHACMBIX (0Ka3hIBa€MBIX) B COCTaBE JIUIICH3UPYEMOTO BH/IA IEATENHFHOCTH)

HacTosias JquieHs3us npeaoctapiicHa Ha cpok 10 «01» mapra 2024 r.

Hacrosmas JMLEeH3Hus MpeloCTaBI€Ha Ha OCHOBAHMM DPEIICHUS JIMLEH3HPYIOIIETO
opraHa — nmpHukasa (pacopsKeHHs ) OT € » r. Ne

Hacrosimas numen3us mnepeodopMiicHa HA OCHOBAaHWHM PCIICHUS JIMIICH3UPYIOMICTO

opraHa — IIpuKasa (pacnop;m(eHI/m) OT « » r. No
Hacrosias nuieH3uss uMeeT IIPHAIIOKCHUC (HpI/IJ'IO)KCHI/ISI), SABJIAKOIICECA €€
HEOThEMJIEMOM YacThlO, Ha JUCTAaX.

(TomKHOCTE (moammck ynonaoModernHoro qumia) (0. U. O. ynoIHOMOYEHHOTO JTHIIA)

YHOJIHOMOYCHHOTO J'II/IIIa)

*.HI/II_[CH3I/I$I MOXKET HMCTL TIPUIIOKCHHA, ABJIAIOMIACCA ¢cC HEOTHEMJIEMOM YacCThIO (O UeM AClIacTCA
COOTBCTCTBYIOIIAA 3armcr,).



