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OO0 yTBepKIeHHH NOPsAKA NPeI0CTABJICHHS CBEIeHHI 0 JIeKapCTBEHHbIX
CPeACTBAxX /ISl MeHIHHCKOro MPHMEHEHHS, NOCTYNAIOIIAX B rPAaXKIaHCKHH
obopoT

B cooTBeTcTBMM ¢ 4acthio 2 cratbu 9.1 @exepaibHOro 3aKOHa OT
12.04.2010 Ne 61-®3 «O6 obpamenun nekapctBeHHbIX cpeacTs» (Cobpanue
3akoHonaTensctBa Poccuiickoit ®enmepammu, 2010, Ne 16, cr. 1815; 2021, Ne 24,
ct. 4188) u nynktom 1 TMonoxenns o PenepanpHoil ciyxbe 0 Hax30py B chepe
3/[paBOOXPAaHEHHUs, YTBEPXIEHHOro mocraHoBneHueM IIpaBHTENnLCTBA Poccuiickoit
deneparmu o1  30.06.2004 Ne 323 (CobOpanue 3aKOHOHATENIBCTBA Poccuiickoi
depepaunn, 2004, Ne 28, c1. 2900; 2012, Ne 26, cT. 3531), npuxa3blBalo:

1. VrBepours mnpunaraembiii IIOpSEOK MNPENOCTAaBlEHUs CBEACHHH O
JIEKAPCTBEHHBIX CPEACTBAX I MEJUIMHCKOTO HPUMEHEeHMsd, MOCTYMAlomHX B
rpaXXIaHCKHH 000pOT.

2. TlpusHaTh yTpatuBmIMMHM cHIy myHkTer 8, 8.1, 8.2, 9, 11, 12 Ilopsaxa
OCYILECTBIEHUS. BHIOOPOYHOrO KOHTPOJI KadyecTBa JICKapCTBEHHBIX CPEACTB LA
MEMLMHCKOTO TIPHMEHEHHs, YTBEpXAEeHHOro mpukasoM PenepaipHol CITy>X0BI 110
Haj30py B coepe 3apaBooxpaHeHus ot 7 asrycra 2015 r. Ne 5539 (3aperucTpupoBaH
MuHKCTepcTBOM  focTumuM  Poccuiickoit  ®emepauuu 9 oKTAOps 2015 r,
peructpanoHHbIi Ne 39263 ).

3. Hacrosmmii npukas Bctynaer B cuury ¢ 1 mapra 2023 rozxa u JeficTByeT 10 1
mapra 2029 rozna.

/ / A.B. CamoitnoBa

PyxoBoauresnn




IIpunoxenue K nprkasy DeaepaabHON CIykKObI
110 Ha30py B cepe 3npasoo?aHeHw{
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HOpﬂIlOK npeaoCTaABJICHHSA CBeJieHHH 0 JIeKaPCTBeHHle cpeacraax AJist
MEeQHIIHHCKOI'0 NPpHMEHECHHS], NOCTYNAaloHIHX B rpamaﬂcknﬁ 060p0T

L. Hactosimmii ITTopagok ycTaHaBiuBaeT TpeOOBaHUSA K IMPEACTABICHUIO B
QegnepanbHyIo CIyX06y Mo Ham3opy B cdepe 3ApaBOOXPAaHEHHs CBEIEHHH O KaxIOH
CepMH WM KaX/I0i mapTuu npousBenieHHoro B Poccuiickoii @enepanuyl 1€KapCTBEHHOTO
CpeICcTBa NI MEIHIMHCKOTO IIPHMEHEHHS, 33 HCKIIOUEeHHEM HUMMYHOOHONOTHIECKOro
JIeKapCTBEHHOTO  Ipenapara, Wid BBosuMoro B  Poccuiickyro  @enepaiuio
JIEKAPCTBEHHOrO CPEACTBa I MEAHLMHCKOIO NPHMEHEHUd, 33 MCKIIOYeHACM
MMMYHOGHOIOTHIECKOTO JIEKAPCTBEHHOTO Tpenapara, MOCTYMAloKX B [PaXIaHCKUH
o6oport B Poccuiickoit ®exneparyu.

2. CBelleHHsI O CepHAX, MAPTUAX JIEKAPCTBEHHBIX CPEACTB U1 MEIULIMHCKOTO
NpUMEHEHNs, MOCTYNAOMUX B TIPaKAaHCKHH o6opor Ha Tepputopuu Poccuiickoi
®enepanun (nanee — CBeAEHUs), IPEACTABIAIOTCSA OPraHU3alUsIMy, OCYIECTBIAOIINMA
TIPOM3BOJICTBO JIEKAPCTBEHHBIX CPECTB /U1 MEAMITMHCKOTO IPUMEHeHNs B Poccuiickoi
denepauun  (manee - HPOU3BOAMTENH) WIM BBO3 JIEKapCTBEHHBIX CPEACTB [UIA
MeIMLMHCKOTO TIpUMeHeHus B Poccuiickyro Oenepanuio (Jaiee — MMIIOPTED).

B OTHOIIEHHMH JIEKAPCTBEHHBIX CPEACTB JJA MEIMLUHCKOro NPpHMEHCHH,
KOTOpHle TIpOM3BOASTCS Ha Teppuropun Poccuiickodn ®enepanuy, CBEACHHS
TPEICTABIAIOTCA NPOM3BOJUTENAMH, OCYNIECTBISIOIIMMY BBIYCKAFOIMUA KOHTPOJIb
Ka4yecTBa.

3. CBeneHus npenacTapisores B PocanpasHanzop ams ¢opMUpoBaHHs IPOrpaMMBbl
NPOBEPOK B IENAX OPraHM3allM¥ BHIGOPOYHOrO KOHTPOJS KayeCTBA JIEKAPCTBEHHBIX
CpEACTB. '

4. PocsgpaBHamzop ofecneyMBaeT  MPOU3BOAUTENAM M HUMIOPTEpPaM
ABTOPH30BAHHBIA JOCTYNl TIOCPEACTBOM IIPEIOCTAaBICHMS JMYHOIO KaOHWHETa B
aBTOMAaTH3MPOBaHHO HH(POPMALIMOHHOH cucTeMe PesiepanbHON CITy)XOBI 10 HA30py B
cepe 3MpaBoOXpaHeHHus (fanee — TMYHBIAH KaOMHET) Jisl MPe[CTaBIeHMs CBENCHHH,
yKa3aHHBIX B MyHKTax 5 - 8 Hactosmiero ITopsnka, B TOM YHCIIE MOCPECTBOM BBIOOpa
HeOOXOOUMBIX CBEINEHHI M3 TOCYJapCTBEHHOIO peecTpa JICKapCTBEHHBIX CPEICTB,
KOTOpHIA B aBTOMATHYECKOM PEXHME OTPaxaeT HMH(GOPMALMIO, CONAEPKAILYIOCH B
PErHCTPALMOHHOM ~YAOCTOBEPEHHMH WJIM 3alliCH B TOCYJapCTBEHHOM peecTpe
JIEKapCTBEHHBIX CPEACTB.

5. Ilpow3BoauTENb MEPed BBOLOM B IPAXTAHCKHH 000pOT KaxJod Cepuy Wi
KaXIOM MapTUH JIEKAPCTBEHHOTO Npemnapara Jilsi MeJUIHHCKOro IIPUMCHEHUA (manee —
JNIeKapCTBEHHBIM Tpenapar) npejacTasiseT B Poc3apaBHan3op uepes JUYHBIA KaObuHeT
CCAYIOIWME CBEJCHUS Ui KAKIOW CEpHH WM KaXIOH MapTHUH JIEKApCTBEHHOTO
npenapara:



HOMeEp M [1aTa PerHCTPAlMOHHOTO YIOCTOBEPEHHS,

unenTaduKanuoHHbIA HoMep ToBapa (GTIN);

TOproBoe HaMMeHOBaHHe (TIOCPENCTBOM BHIOOpa HeoOXOAMMEIX CBEACHHH H3
rOCY/IapCTBEHHOTO PeecTpa JIEKapCTBEHHBIX CPEJICTB B ABTOMATHYECKOM pexxume);

MEX[yHAPOJHOE HENATeHTOBAHHOE HAMMEHOBaHHE (TPYMIHMPOBOYHOE WU
XUMAYecKoe HamMeHoBaHHe) (IOCPENCTBOM BEIGOpa HEOOXOAUMBIX CBENICHAI U3
rocyJapCTBEHHOIO PeecTpa JIEKapCTBEHHBIX CPEJICTB B aBTOMATHIECKOM pexuMme);

dopMma BeITycKa (C YKa3aHHEM JIEKapCTBEHHOM (OpMBI, TO3MPOBKH, YNaKOBKH)
(MOCpeiCTBOM BBIGOpa HEOOXONMMMBIX CBEJCHMM K3 TOCYJAapCTBEHHOTO peecTpa
JIEKapCTBEHHBIX CPE/ICTB B aBTOMATHIECKOM PEXKUME);

HaMMEHOBAHME IPOM3BONUTENA JIEKAPCTBEHHOIO IIpernapara (BBINy CKarOMM i
KOHTpOJb KauecTBa), CTPaHbl (IOCPEACTBOM BbibOpa HEOOXONUMBIX CBEICHHH U3
rocyJapCTBEHHOTO PeeCTpa JIEKapCTBEHHBIX CPEJICTB B aBTOMATHYECKOM pexuMme);

HaMMEHOBaHHE NPOM3BOAUTENEH BCEX CTa[Mil MPOM3BOJACTBA JICKAPCTBECHHOTO
npenapara, CTpaHbl  (IIOCPEACTBOM BEIOOpa  HEOOXOIAMMBIX  CBEHEHWH U3
roCyJiapCTBEHHOIO PeecTpa JIEKapCTBEHHBIX CPECTB B ABTOMATHHECKOM pexxume);

HOMep HOPMATHBHO# JOKyMEHTAIU! HJIM HOPMAaTHBHOTO I0KyMEHTa 110 Ka4eCTBY,
yKa3aHHbIH B OATBEPXX/IeHAH YTIOTHOMOYEHHOTO JIUIA 0TE4YECTBEHHOTO NPOU3BOAUTEIA
JNIEKapCTBEHHEBIX CPEACTB COOTBETCTBHA JIEKApPCTBEHHOrO Ipenapara TpeOOBaHUAM,
YCTAHOBJIEHHBIM IIPH PETHCTpallMy JIeKapCTBEHHOro Mpemnapara (paspemieHre Ha
BBITYCK) (IIOCPEACTBOM BBIGOPa HEOOXOAMMBIX CBEACHHH U3 rOCY IapCTBEHHOTO peecTpa
JIeKapCTBEHHBIX CPEZICTB B aBTOMATHIECKOM PEKHME);

HOMED CEpHH;

CBelleHMs O (apMaleBTHUecKoil CyOCTaHIMM, M3 KOTOPOH TIPOM3BEACH
NeKapCTBEHHBIN Tpeniapat (HaMMeHOBaHHe (IIOCPEICTBOM BBIOOpPa HEOOXOXHMBIX
CBEIEHMI U3 rOCYJapCTBEHHOTO PEEcTpa JIEKapCTBEHHBIX CPENCTB B aBTOMATHYECKOM
pEeXMME); HOMEp CepMM; HAaMMCHOBAHHE NPOM3BOAMTENS (mocpezncTBoM BeIOOpa
HeOOXOMMMBIX CBEJCHHH M3 TOCYyHapCTBEHHOIO peecTpa JICKapCTBEHHBIX CPEICTB B
ABTOMATHYECKOM PeXHMe); cTpaHa (II0Cpe/ICTBOM BbIGOpa HEOOXOIMMBIX CBeIEeHUH U3
roCyJApCTBEHHOTO PeecTpa JIEKapCTBEHHBIX CPEICTB B aBTOMAaTHIECKOM pexume), 3a
MCKIIOUEHHEM ClIydaeB OTCYTCTBHS HHQOPMAIHH O hapMaleBTHIeCKOn cyOCTaHLIUM B
PETHCTPALOHHOM AOChE Ha JIEKApCTBEHHBIH NMPETapar; |

00BbeM ceprn/TIapTHH IEKapCTBEHHOTO IIPENapara, IIOCTYTAOMIEH B IPaXIaHCKUH
06OpOT (C yKa3aHHeM eIMHHI H3MEPEHUH);

aZipec CKiajia, Ha KOTOPOM OCYIIECTBIISCTCS XPAaHEHHE CEPUH JICKApCTBEHHOTO
mpemapata mocie IOTBEPXICHHS —YNOJHOMOYEHHBIM JIMUOM  OTEHECTBEHHOIO
[POM3BOIMTENS JIEKAPCTBEHHBIX CPE/CTB COOTBETCTBHA JICKapPCTBEHHOTO Iperiapata
TpeGOBaHMSM, YCTAaHOBNEHHBIM TIPH PEerMCTpalld¥l JIEKapCTBEHHOrO  Mpelapata
(paspeleHHE Ha BHITYCK);

CBeIeHUS O JOKYMEHTE, IOATBEPXKIAOIIMM [OJTHOMOYHS YTIOTHOMOYEHHOTO JIMLA
MPOU3BOIUTES.

6. ViMmopTep nepezi BBOJOM B IDaJaHCKHH 060pOT KXKIOM CEpHH WM KXNOH
MapTUM JIEKapCTBEHHOTO Mpenapara NpeJcTaBiseT B Poc3paBHaa30p vuepe3 JTHYHBLH
KaOHHET ClIeAYIOLIHe CBEIEHHUS s KaXIO0H CEepUH UK KaX 104 NapTAH JeKapCTBEHHOTO
npemnapara:




HOMED M JIaTa PETHCTPALIIOHHOTO YI0CTOBEPEHNUS;

uneHTHdHKanonHsi Homep Tosapa (GTIN);

TOproBoe HAMMEHOBaHWe (IIOCPEACTBOM BhIGOpa HEOOXONUMBIX CBEICHHH M3
rocyapCTBEHHOTO PeecTpa IeKapCTBEHHBIX CPEACTB B aBTOMATHIECKOM pexume);

MEX/IyHapOJHOe HENaTeHTOBaHHOE HaMMEHOBaHHe (IPYINHPOBOYHOE HIH
XHMHYecKoe HaWMeHOBaHHe) (IOCPENCTBOM BbIOOpa HEOOXONMMBIX CBEJCHWH U3
rOCYZJapCTBEHHOTO PEeCcTpa JIEKAPCTBEHHBIX CPECTB B aBTOMATHYECKOM pexume);

dopMa BeIMycKa (C yKa3aHHeM JIEKAPCTBEHHOM (OPMBI, TO3HPOBKH, YITAKOBKH )
(IToCpencTBOM BbIGOpa HEOOXONMMBIX CBEIEHMH K3 TOCYIapCTBEHHOrO peecTpa
JIeKapCTBEHHBIX CPEJICTB B aBTOMaTHIECKOM PEKUME);

HAMMEHOBaHHEe MPOM3BOIMTENA JIEKAPCTBEHHOTO Mpenapara (BBIILYCKAIOIIMK
KOHTpOIIb KauecTBa), CTPaHBI (IIOCPEACTBOM BHIOOpa HEOOXONMMBIX CBEJCHHH W3
roCyJapCTBEHHOTO peecTpa IeKapCTBEHHBIX CPE/ICTB B aBTOMATHIECKOM pexume);

HaHMEHOBaHHE TPOM3BOIUTENEH BCEX CTalUi IPOM3BOACTBA JICKAPCTBEHHOTO
npemapara, CTpaHBl  (OCPEACTBOM  BhiGOpa  HEOOXOAMMBIX — CBENICHMH U3
rOCYAapCTBEHHOTO peecTpa JIEKapCTBEHHBIX CPEICTB B aBTOMATHIECKOM PeXUME);

HOMep HOpPMaTHBHOM JOKYMEHTAIMH HIIM HOPMATHBHOTO IOKYMEHTa IO Ka4eCTBYy,
YKa3aHHBIH B TOATBEPXKJICHHM MPEICTABUTENS HMIOpTEpa, YNOIHOMOYEHHOTO
MHOCTPaHHBIM  MPOU3BOAHTENEM  JIEKAapPCTBEHHBIX  CPEACTB,  COOTBETCTBUA
JIEKapCTBEHHOTO Iperaparta TpeOOBaHWAM, YCTAHOBICHHBIM @PH PETHCTpalH
JIeKapCTBEHHOTO Tpemapara (IIOCPeACTBOM BbIGOpa HEOOXOAMMBIX CBENCHHH U3
TOCYJapCTBEHHOTO PeecTpa JeKapCTBEHHBIX CPEACTB B aBTOMaTHIECKOM pexume);

HOMEp Cepuy,

cBefieHMA O (AapMaleBTHYECKOM CyOCTaHIMHM, M3 KOTOPOH IIPOHM3BEICH
NleKapCTBEHHBIH mpemaparT (HaMMeHOBaHHE (IIOCPEACTBOM BbIOOpa HEOOXOAMMBIX
CBe/icHUll W3 TOCyJapCTBEHHOTO PeecTpa JEeKapCTBEHHBIX CPENCTB B aBTOMAaTHYECKOM
pexuMe); HOMEp CepuHM; HAUMEHOBaHHE INPOM3BOAHUTENs (IOCPENCTBOM BeIOOpa
HeOOXOIUMBIX CBEICHHMH M3 I'OCYHAapCTBEHHOIO peecTpa JIEKapCTBEHHBIX CPEACTB B
aBTOMATHYECKOM PeXHMe); CTpaHa (II0CPEACTBOM BEIOOpa HEOOXOJUMBIX CBEICHUH U3
rOCyJapCTBEHHOTO peecTpa JIEKapCTBEHHBIX CPEACTB B aBTOMATUYECKOM pexume)), 3a
HCKITIOUEHAEM CIIy4aeB OTCYTCTBHS HHGOPMALMHK O (apMaleBTHYeCKOH CyOCTaHIMH B
PErMCTPALMOHHOM AOChE Ha JICKAPCTBEHHbIH NpeTapar;

06beM CepHH/TIapTHH JIEKAPCTBEHHOrO Mpenapara, MOCTyNarowmel B rpakIaHCKuH
060poT (¢ yKazaHHEeM eHHHI] I3MEPEHHH );

afipec CK/Iajia, Ha KOTOPOM OCYIIECTBIAETCS XpaHEeHHe BBO3UMOH cepun/mapTHH
JIeKapCTBEHHOTO IIperapara Iocie MOATBEPXKACHUS NpPeJCTAaBUTENEM HMIIOPTepa,
YIIONHOMOYEHHBIM ~ WHOCTPAaHHBIM  IPOM3BOAMTENEM  JIEKApCTBEHHBIX — CPEICTB,
COOTBETCTBUA JIEKAPCTBEHHOro IpernapaTa TpeOOBaHWUSAM, YCTAHOBJIECHHBIM U
pETHCTpalLUH IEKapCTBEHHOTO TIpenapara;

CBeeHHs O IpEACTaBUTeNe MMIIOPTEPA, YMOIHOMOYECHHOIO HMHOCTPaHHBIM
TIPOM3BOMTENEM JIEKAPCTBEHHBIX CPEACTB ((haMuiis, UM, OTIECTBO (npy HATAYKR),
JIOJDKHOCTB, KOHTaKTHBIH TenedOH, 3IeKTPOHHAs 1109Ta);

CBeleHH O JOKYMEHTe, IOATBEPXIAIONIEM MOJTHOMOYMS TPEACTABUTEIL
HMIIOPTEPa, YNOJHOMOYEHHOTO HMHOCTPAaHHBIM [POM3BOAHMTENEM JIeKapCTBEHHBIX
CpPEACTB.




7. Tlpou3BOUTEND Tepe, BBOJIOM B TPaXIaHCKHH 000pOT KaXkIOM CEepHH I
KaXXIoil napTuK apMaleBTHYECKOl CyOCTaHLNHY, npeAHa3HaYeHHON 11 pealu3alyy,
npeJicTaBiseT B Poc3paBHai3op Yepe3 TUYHbIH KaOHHET ClIeqyIOIHe CBEACHHUA:

HOMep M JIaTa 3afliCH B FOCYIapCTBEHHOM peecTpe JIeKapCTBEHHBIX CPE/ICTE;

HaMMeHOBaHHe  (apMaleBTHUeCKOH cyOcTaHmuu  (IIOCPENCTBOM BbIOOpA
HeOOXOMMMEIX CBEIEeHHH M3 TOCYAapCTBEHHOIO peecTpa JIEKapCTBEHHBIX CPEACTB B
aBTOMATHYECKOM PEXHUME);

MeKIyHapOAHOe HEMaTeHTOBaHHOe HaMMEHOBaHHE (rpynmupoOBOYHOE MM
XMMH4YecKoe HaMMeHOBaHME) (IIOCPENCTBOM BhIGOpa HEOOXOMMMBIX CBeJIeHUI U3
rocyJapCTBEHHOTO PEECTPa JIEKaPCTBEHHBIX CPEJICTB B aBTOMATHIECKOM pexuMe);

dopma Bbimycka (C yKasaHHEM (UM3MYECKOrO COCTOSHHA, JO03MPOBKH (npu
HaTMYMKM), YMaKkoBk¥) (NOCPEACTBOM  BbIOOpa HEOOXOAMMBIX CBEICHHMH U3
rOCYIAPCTBEHHOIO PeecTpa JICKapCTBEHHBIX CPEACTB B aBTOMATHIECKOM pexmmMe);

HaMMEHOBaHHE IPOM3BOMTENs hapMareBTHIECKO! CyOCTaHIUH (BBITY CKAIOLIHIA
KOHTpOJIb KadecTBa), CTPaHBI (mocpencTtBoM BBIOOpa HeoOXOOUMBIX CBEJCHUN U3
roCy/IapCTBEHHOTO PEeCcTpa JEKapCTBEHHBIX CPEICTB B aBTOMaTHECKOM pexume);

HaMMeHOBaHHe TIPOM3BOAUTENEH BCeX CTauuil MPOU3BOJACTBA (dapManeBTUYECKOM
cyOCTaHnMH, CTpaHbl  (MOCPEACTBOM BEIOOpa HEOOXOMMMBIX ~ CBEJCHHH U3
rOCYIapCTBEHHOTO PeecTpa JIEKapCTBEHHBIX CPE/ICTB B aBTOMAaTHICCKOM pexuMme);

HOMEp HOPMATHBHOH IOKyMEHTaluu (IOCPeCTBOM BLIOOpa HEOOXOAMMBIX
CBEIEHHIl U3 TOCYAapCTBEHHOTO PEecTpa JIEKapCTBEHHBIX CPEACTB B aBTOMATHHYCCKOM
pexume);

HOMED CEpHH,

ob6beM cepud, mapTHH (apMalUEBTHIECKOH CyOCTaHIMH, [OCTyHAloIed B
rpaxaaHCKuit 060poT (C yKa3aHUEM EMHHUL W3MEpPEHUH );

ajpec CKIaia, Ha KOTOPOM OCYIIECTBNSETCS XpaHeHHe Cepud, M[apThH
dapmaneBTHIECKOH CyOCTaHIINH;

8. IMmopTep mepel BBOJAOM B IPaXAAHCKHE 060POT KaXKIOH CepHH HITH KaXJoii
maptuu  dapMmaneBTHUecCKod  CcyOcTaHIMH, NpefHa3HAYeHHON [UIA  peajM3aluy,
npesncTapiseT B Poc3apaBHai30p Yepes JINIHbIH KaOMHET ClIeqyIoIe CBEACHHU:

HOMeEp M JIaTa 3alHCH B FOCY/IaPCTBEHHOM PeecTpe JIEKapCTBEHHBIX CPEICTB;

HauMEHOBaHHe  (papMaleBTHUECKOH  CyOcTaHuMu  (TIOCPENCTBOM BBIOODA
HeoOXOMUMBIX CBEACHHH M3 TOCYJapCTBEHHOTO peecTpa JIEKapCTBEHHBIX CpEICTB B
aBTOMAaTHYECKOM PEXHME),

MEX/yHApPOAHOE HEMAaTeHTOBaHHOE HAMMEHOBaHME (TpynmUpOBOYHOE MU
XUMUYECKoe HauMeHoBaHMe) (MOCPEICTBOM BBIOOpa HEOOXOAMMBIX CBEIICHUN U3
roCyJapCTBEHHOTO PeecTpa JICKapCTBCHHBIX CPENCTB B aBTOMATHIECKOM pexume);

dbopma Bhimycka (C yKazaHHEM (U3MYECKOro COCTOSHHA, NO3UPOBKH (npu
HANMYME), YNaKoBkk) (TOCPEACTBOM  BbIOOpa HeOoOXOOUMBIX  CBEJCHHHM U3
rocyJIapCTBEHHOTO PEECTpa JIEKApCTBEHHBIX CPEICTB B aBTOMATUHECKOM pexume);

HaHMEHOBaHUeE POU3BOAUTENS (hapMalleBTHYECKOH cyGcTaHIkH (BBITY CKAIOLIUHA
KOHTpOJb KauecTBa), CTpaHbl (IOCPEACTBOM BHIOOpPa HEOOXOAMMBIX CBENEHUH W3
rOCYIapCTBEHHOTO PeecTpa IEKapCTBEHHBIX CPEICTB B aBTOMATHIECKOM pexuMe);

HaMMeHOBaHYEe TIPOM3BOJMTENEH BCEX CTa[ui MPOU3BOJCTBA (apMalleBTHYECKON
cyOcTaHUMH, CTpaHBl  (IIOCPEACTBOM BEIGOpa  HEOOXOMMMBIX  CBEACHHH U3




rOCyZapCTBEHHOIO peecTpa JIEKapCTBEHHBIX CPEACTB B aBTOMAaTHIECKOM pexume);

HOMEpP HOPMATHBHOH JOKyMeHTalUuH (NOCPEACTBOM BbIGOpa HEOOXOXMMBIX
CBeJIeHUH M3 roCyJIapCTBEHHOTO PeecTpa JIEKapCTBEHHBIX CPEJICTB B aBTOMATHIECKOM
pexHMe);

HOMEp CEepHH;

06beM cepHHM, MapTHH (apMaueBTHYECKOH CyOCTaHIHMM, NOCTyNAIOmeH B
rpaxaaHCKuii 060poT (C yKazaHHeM eUHHUI] U3MEPEHHUIt);

agpec CKiaga, Ha KOTOPOM OCYIIECTBIAETCA XDaHEHME CepHM/TapTHH
dapMalieBTHYECKON CyOCTaHIIHM.

9. Poc3npaBHamzop B TedeHHe 3 pabounx [AHEH CO AHA TIOCTYIUICHHUS B
aBTOMATH3HPOBAHHYIO MH(OPMALMOHHYIO crcTeMy DefepanbHOH CiIyKObI [0 HA30Dy
B cepe 31paBOOXpaHEHHs NOKYMEHTOB, TpEICTaBlIeHHE KOTOPHIX MNPENYCMOTPEHO
cratheil 52.1 ®enepanpHoro 3akoHa ot 12.04.2010 Ne 61-®3 «O6 obpaienuu
NIeKapCTBEHHBIX CPEACTB»', M CBeNEHWH, yKa3aHHBIX B IYHKTax 5-8 HacTOAIIETO
[lopsnka, pa3sMemaeT Ha CBOeM OQHIHaTbHOM caiite B HH(GOPMAIOHHO-
TeNeKOMMYHHKAIMOHHON  ceth  «VIHTepHeT» ¢  coOiofieHueM  TpeOOBaHHM
3aKoHOJaTe bcTBa Poccuiickoil ®Peepalid 0 KOMMEPYECKOH H HHOM OXpaHsaeMOou
3aKOHOM TaiiHe CJIEAYIOMyI0 UHGOPMALMIO O CEPHAX WIM MapTHAX JEKapCTBCHHBIX
CPeZCTB I MEAMIUHCKOTO NPIMEHEHH s, OCTYNAIOIMX B [PAXAaHCKUH 00opoT:

JaTa BHECEHMs CBEIEHMIH B aBTOMATH3UPOBaHHYIO MH()OPMAIMOHHYIO CHCTEMY
denepanbHOi CITyXO6BI 0 Haf30py B chepe 37paBOOXPaHeHHS;

HOMEp M JaTa pPErMCTPALMOHHOrO YHOCTOBEpeHHs (ISl JIeKapCTBEHHBIX
NpenapaTtoB)/HOMEp U JaTa 3alMCH B TOCYJApPCTBEHHOM pEECTpe JICKapCTBEHHBIX
CpeacTB (st papMalleBTHUECKHX CyOCTaHmi);

TOpPropoe HaMMEHOBaHMe ([ NEKAPCTBEHHBIX TPeNapaToB)/HAUMEHOBAHNE (nns
dapMmanieBTHYECKHX CyOCTaHIN);

MEXAYHApOITHOE HEMATEHTOBAaHHOE HAHMMEHOBaHWe (TPYNIIHMPOBOYHOE WIIA
XMMHYECKOEe HAHMEHOBAHUE);

HOMED CepuH;

HaWMEHOBaHWe IPOM3BOJMTENS JIEKAPCTBEHHOTO CpPEACTBA  (BBIITYCKAIOIIMH
KOHTPOJIb KauecTBa), CTPaHa,

HaWMEHOBaHME IPOM3BOAUTENEH BCEX CTaaWii MPOU3BOACTBA JICKAPCTBCHHOI'O
CpelcTBa, CTPaHa,

HOMEp HOPMATHUBHO# JOKYMEHTALK MIIM HOPMAaTHBHOTO IOKYMEHTA 110 Ka4eCTBY;

HaMMEHOBaHHE OpraHM3all}H, KOTOpPOH BHECEHBI CBEICHUS B
ABTOMATHM3MPOBaHHYIO HHGOPMaLMOHHYIO cucTeMy DenepaibHON CiIyxKOBI IO HAA30PY
B cepe 3ApaBOOXpAHEHHSI.

10. B Teuenne 5 paGoumx mHedl CO [JHA TIOCTYIUIEHMS CBeleHUWH B
ABTOMAaTH3HPOBAHHYIO HH(POPMALHMOHHYIO cucTeMy DenepanbHOi CIIyObI MO HA/30PY
B clepe 3ApaBOOXpPaHEHHUs NMPOM3BOAMTENAMH W HUMIIOPTEPAMH MOTYT OBITh BHECCHBI
M3MeHEeH!s B peacTaBleHHbIe CBeICHUS B Clly4ae JOMyLIEeHHbIX TEXHUIECKUX OIIHOOK.

TTocne ucteueHus 5 pabounx AHeH co JAHA MOCTYIUIEHUS B aBTOMAaTU3UPOBAHHYIO
uadopManyonnyro cucteMy DemepanpHOM CciykObl 1O  Han3opy B chepe

1 Cobpannue 3aKoHoaTenbeTBa Poccutickoit denepanny, 2010, Ne 16, ct. 1815; 2018, Ne 49, ct. 7521



3paBOOXPAaHEHHs CBEJCHHH HCMpaBICHHE IIPOM3BOAMTENSIMH W  HMIOPTEpAMH
JOMYLIEHHBIX TEXHUYECKAX OLIMGOK BO3MOXKHO M0 3ampocy B Poc3mpaBHansop wepes
JUYHBIH KaOHUHEeT.

11. V3 aBTOMAaTH3MpOBaHHOM UHPOPMALHOHHOH cucTeMbl DelepanbHOMU CITy XKOBI
10 HaA30py B cepe 3APaBOOXPAHEHMsS CBEICHUS, NPEAyCMOTPEHHBIC ITyHKTOM 6 (2)
npunoxkenus Ne 1 k [TonoxeHio o cucTeMe MOHUTOPHHTA JIBIDKCHHUS JICKapCTBEHHbIX
penaparoB [ii MEAHLMHCKOTO TNPMMEHEHHs, YTBEPXIACHHOMY NOCTaHOBICHUEM
IIpaButensctBa Poccuiickoit @expepaunn ot 14 nekabps 2018 r. Ne 1556,
MpeACTaBIsMIOTCS  Poc3gpaBHam3opoM B (enepalkHylo  TOCYyHapCTBEHHYIO
MHQOPMALMOHHYIO CHCTEMY MOHHUTODHHIA JBH)XCHHsI JIGKAPCTBEHHBIX MPENApaToB s
MEIULTHCKOTO IIPUMEHEHHA.

12. 3a HemnpeaCTaBIEHUE CBEJACHUH WM HECBOCBPEMEHHOE MPENCTABICHHUC, 6o
Tpe/icTaBIeHHe 3aBEIOMO HEJJOCTOBEPHBIX CBECHHH IIPOM3BOAMTENM M HMIOPTEPHI
HECyT OTBETCTBEHHOCTb B COOTBETCTBHH C 3aKOHOAATSIHCTBOM Poccuiickoi
depepauun’.

2 Crates 19.7.8 Komekca Poccuiickoit ®enepauun 00 aJIMHHHCTPATUBHBIX INPABOHAPYIICHUIX
(CobpaHue 3aKOHOAATENBCTBA Poccuiickoii Penepannn, 2002, Ne 1, cT. 1; 2013, Ne 48, cr. 6165)




