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06 yreepxaenun Ilopsizka BeAeHHs roCyAapcTBEHHOr0 peectpa
JeKAPCTBEHHBIX CPEACTS LISl BeTEPHHAPHOrO NPHMEHEHH

B uemsix peammsanue  cTated 33 (PeAcpaibHOro  3aKOHA
or 12 anpems 2010 r. Ne 61-®3 «O6 oOpameHud JIEKApCTBEHHBIX CPEACTB?
(Cobpanue 3aKOHOAATENECTBA Poccuiickoit ®epeparmu, 2010, Ne 16, cT. 1815;
Ne 31, ct. 4161; Ne 42, cr. 5293; Ne 49, cr. 6409; 2011, Ne 50, ct. 7351; 2012,
Ne 26, ct. 3446; Ne 53, cr. 7587; 2013, Ne 27, cT. 3477;. Ne 48, ct. 6165; 2014,
Ne 11, cr. 1098; Ne 43, ct1. 5797; Ne 52, cT. 7540:; 2015, Ne 10, cr. 1404; Ne 27,
er. 3951; Ne 29, 1. 4359, ct. 4367, ct1. 4388; Ne 51, cT. 7245; 2016, Ne 1, cT. 9;
Ne 23, cr. 3287; Ne 27, cr. 4194, cr. 4238, cr. 4283) U B COOTBETCTBHH
¢ mommyHkToM 5.2.25(36) myHKTa 5 TTomoxkenus o MMHHCTEPCTBE CelIBCKOIO
xozsiictBa Poccumiickoii ®Depepaiiuy, YTBEPKIASHHOTO  MOCTAHOB/ICHHEM
[Tpasutennbersa Poccniickoit Denepallii OT 12 mrons 2008 r. Ne 450 (Cobpanue
saxoHonarensctea Poccuiickoii @enepamuu, 2008, Ne 25, cr. 2983; Ne 32,
cr. 3791; Ne 42, c1. 4825; Ne 46, ct. 5337; 2009, Ne 1, ct. 150; Ne 3, cr. 378;
Né 6, ct. 738; Ne 9, c1. 1119, cr. 1121; Ne 27, cT. 3364; Ne 33, c1. 4088; 2010,
Ne 4, cr. 394; Ne 5, crt. 538; Ne 16, ct. 1917, Ne 23, cr. 2833; Ne 26, cr. 3350; Ne 31,
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ct. 4251, ct. 4262; Ne 32, ct. 4330; Ne 40, cr. 5068; 2011, Ne 6, ct. 888; Ne 7,
ct. 983: Ne 12, cr. 1652; Ne 14, c1. 1935; Ne 18, ct. 2649; Ne 22, c1. 3179; Ne 36,
cT. 5154; 2012, Ne 28, ct. 3900; Ne 32, ct. 4561; Ne 37, ct. 5001; 2013, Ne 10,
cr. 1038: Ne 29, cr. 3969; Ne 33, ct. 4386; Ne 45, cr. 5822; 2014, Ne 4,
ct. 382; Ne 10, ct. 1035; Ne 12, ct. 1297; Ne 28, ct. 4068; 2015, Ne 2, cr. 491;
Ne 11, ct. 1611; Ne 26, cr. 3900; Ne 35, cr. 4981; Ne 38, cr. 5297; Ne 47,
T, 6603; 2016, Ne 2, cT. 325; Ne 28, ct. 4741; Ne 33, cr. 5188; Ne 35, ct. 5349;
Ne 47, ct. 6650; Ne 49, ¢t. 6909, ¢1.6910), n p ¥ K 2 3 BI B @ 10!
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JIeKapCTBCHHEIX CPEICTB A BETCPHHAPHOTO NPHMCHCHKS.
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MOPSAOK
BeJAeHHHA l"OCyI[aPCTBeHHOI_'O peec*rpa .TleKEi[)CT BeHHBIX CpeﬂCTB
JJIs BETepﬂHapHOI"O IlpllMeHEHﬂﬂ

1. Hacroammit Iopsnok onpeAcHiaeT mpouenypy BeiecHHA
rOCYZapCTBEHHOro  peectpa  JIEKapCTBEHHBIX CpencTB AA  BETEPHHAPHOTO
npUMeHeHHs (Fanee — Peectp).

2. Peectp 4BISETCA TOCYAAPCTBEHHLIM pH(GOPMalMOHHBIM PECYpCOM
denepanbHOA rocyapCTBEeHHON HHQOPMALMOHHON  CHCTEMBI B obyacTi
peTepdHapuy, INpaBUia CO3JAHWs, PasBUTHA M JKCILTyaTallud  KOTOpOH
yTBEPKAEHB! ~ [OCTAHOBIECHHEM [TpaBuTenbCTBA Poccuiickoit  @emepaniu
o1 7 HosiGps 2016 . Ne 1140".

3. (emepanbHbIM OpraHOM HACIONHUTENLHOM BIACTH, YNIOIHOMOYEHHBIM
na Begenue Peectpa, ABiseTcs Poccespxo3Hansop.

4. Benenne PeecTpa OCYIIECTBIIETCA B SNeKTpOHHOH (opMe, HOCTYyM
K Hemy ofecrieumBaeTCs 4depes HH(OPMAIIHOHHO-TENEKOMMYHHKAHOHHYIO CETh
«aTepHeT>.

5. Peectp sBisieTcA 00MENOCTYIHEIM.

6. PasmemeHHe cBeleHHiI B PeecTpe OCyIIECTBIICTCE B ¢dopmare,
Mo3BONMIOmeM  HHPOPMalHMOHHBIM  CHCTEMaM fe3 ywacTusi  YeEJOBCKa
unenTUduUIMpoBaTs, 00pabaThiBaTE, npeobpa3oBsIBaTh TAKME JaHHBIE W HX
cOCTAaBHBIE YACTH (3JIEMEHTHI), 4 TAKKe obecrnieunBaTh AOCTYIL K HUM.

7. Benemme  Peecrpa  ocymmecTBIAeTed  C HCIOIB30BAHUEM
UEPPaCTPYKTYPHL, o0ecrieuUBaIOIIECH MH(GOPMALOHHO-TEXHOIOTHIECKOS
B3apMoelicTRiHe HHQOPMAIHOHHEIX CHCTEM, HCHIOABYSMbIX TUTA NpegocTaBiIeHAs
rOCYAApCTBEHHBIX H MyHHUHIANGHBIX YyCIIyT K HCIOMHEHHS ToCyIapCTBEHHBIX
¥ MYHHIHMIATBHEIX QyHKIHH B aneKTpoHHOH Qopme, BKIIOYAd HCIOAB3OBAHUC
denepanbHOi rocy1apcTBEHHON HHGOPMALHOHHONA CHCTEMBI «EpuHBIi mIopTal
rOCYJApCTBCHHBIX H MYHHIMNANBHBIX YCIYT (byHKUmit)» ¥ €AMHOH CHCTEMEI
MEKBEIOMCTBEHHOrO MIEKTPOHHOTO B3auMOJIeHCTBHUS.

8. PeecTp CONEPXWT CBEASHHA O JIEKApCTBCHHBIX npenaparax
BeTepUHAPHOTO IpHMeHeHus (Janee — NeKapcTBEHHbIH Mpenapar), MpOILeAIX
roCyNapcTBEeHHYI0 PEerncTpalito, thapMalleBTHIeCKAX CyOCTHIMAX, BXOAALIMX
B COCTAB JIEKAPCTBCHHBIX MPENapatoB, H (apManeBTHUECKHX cyOcTaHIMsAX,
[pOM3BeEHHBIX JUIs pealn3alyH, B BUJE peECTPOBLIX 3anHcel.

9. Peecrpopas 3amKCh JOMDKHA COIEPKATH CICIYIOIUYIO HHOOPMALHIO!

1) B OTHOHIEHHY JIEKAPCTBEHHEIX NPEapaToB.

! CoBpasiuie 3aK0HONATEABCTRA Poccubickolt Deepaumit, 2016, Ne 46, cr. 6470.




a) HAHMEHOBAHHUE NEKApCTBEHHOro  Npenapara (MeXIyHapOIHOE
HEIATeHTOBAHHOE, WIH rpynnupoBoyHOe, WK xUMH4IecKoe H TOProBOC
HAWMEHOBAHHA ),

6) IeKapCTBEHHAadA gopma ¢ yKasaHHEM NIO3MPOBKH  JIEKAPCTBEHHOIO
npenapara 4 ero Konu4ecTsa B OTpeOUTENBCKOH YTIaKOBKE;

B) HAaUMEHOBAHME JIepXKaTeid WNTH BIAjenblida PerucTpalldoHBOro
yIOCTOBEPEHIUA JeKapCTBEHHOTO Iperapara,

r) HAMMEHOBaHHUe H azipec TIPOM3BOAHTEN JIEKAPCTBEOHHOTO npenapara;

1) (apMaKoTepaneBTHeCKad rpymnia,

e) MOKa3aHusi H MpOTHBONOKA3aHMA K IPAMEHEHUIO JIeK3pPCTBEHHOIO
npenapara;

) MoGoHbIE JEHCTBUA EKAapCTBEHHOI0 NPENapaTa;

3) CpOK TOTHOCTH JEKapCTBEHHOTO IIpernapaTa;

) YCTIOBHS XpaHCHHSA NeKapCTBEHHOIO NPenapaTa;

K) yCIoBHs OTITyCKa JIEKApCTBCHHOTO npenapara;

1) HOMEP dapmakoneliHO# CTaTbH HIH B ClIy4ae ee OTCYTCTBHA HOMED
HOPMATHBHOTO JI0KYMEHTa,

M) mara rocyJapcTBeHHON perucTpalii NeKkapCTBEeHHOTO perapara H €ro
pervcTpalHOHHBIA HOMEp, JaTa 3aMeHBl PETHCTPAIMOHHOTO YAOCTOBEPEHIA
JeKapCTBEHHOTO TpenapaTa Ha GeccpouHoe PErHCTPaLMOHHOS yIOCTOBEPEHHE
neKapcTBEHHOro Iperapara, [Iara [ojaud 3asBIeHMA © MOATBEPIK/CHHH
roCyAApCTBEHHOH PerHCTpaly JeKapcTBEHHOTO Ipenapara, Jara OTMEHBI
rocyapCTBeHHOM perucTpalii JeKapCTBEHHOTO IPENapara;

H) KayeCTBEHHBIM COCTaB H KOMMUECTBEHHBI COCTaB JACHCTBYIOIIHX
BEIECTB M KayeCTBEHHbIH COCTaR BCITOMOIaTelbHBIX BelIeCTB JIeKapCTBCHHOTO
IIpenapara;

o) unpopManus o060 BceX paspellieHHBIX  BUAAX BTOPHYHOM
(TOTPeOATENECKOM) YITAKOBKH;

n) HagH¥#e B JeKapCTBOHHOM npenapare HAPKOTHYECKHX CPEICTB,
ICHXOTPONHBIX BEMISCTB H  HX IpeKypcopoB,  MOMIICKALIAX KOHTPOIIIO
8 Poccuiickoii Penepauny, B COOTBETCTBAH C 3aKOHOAATeIbCTBOM Poccuiickol
depepauyn, MeEXTAyHapOIHBIMA jorosopamu Poccuficko#i Penepaltud, B TOM
ypene EauHolt KOHBeHIWEH O HapKOTHMYECKHX  CPeACTBaX 1961 ropa
¢ [OIPaBKaMH, BHECCHHBIMH B HEE B cootercTBun ¢ ITpotokomom 1972 roxa
o mompaBkax K EfuHOM KOHBEHIMK O HApKOTHYECKHX CPENCTBax 1961 roma’
(nanee — Enusai KOHBEHIMsi O HAPKOTHYECKHX CpeAcTBaX 1961 roxa)
4 KonBenimel 0 NCHXOTPONHBIX BeLIeCTBAX 1971 roma’;

p) uHGOpPMALHEA O TOM, FBIACTCA MH AaHHbI JIeKapCTBEHHBIH npenapar
pedepeHTHBIM JICKAPCTBCHHBIM npenapaToM;

¢) cBeJleHH O TIOfavue 3ajABICHAL O BHECEHHH W3MEHEeHHH B JOKYMCHTEI,
cofieprkaliiecs B perCTpaliOHHOM JOChe Ha JIEKAPCTBEHHBIH Ipeniapar,

! CoBpanue 3aKOHOJATENBCTER Poccatickoit Denepauym, 2000, Ne 22, cr. 2269.
? COopuuK FefCTBYHIHX J0TOBROPOB, coralleHHit 1 KOHBEHMIIA, 3aKIOUSHHBIX CCCP ¢ HHOCTpAHHBIMHU
rocyaapcTsami, Baim. XXXV.- M., 1981,
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T) CpoK BBEJCHHA NEKApPCTBECHHOTO npenapaTa B rpaxaaHcKuil 06opoT;

2) B OTHOIICHUH (papMaLieBTHIECKHX cybeTasHnui, BXOAAIUX B COCTaB
JNleKapCTBEHHBIX TIPENIapaToB:

a) HAWUMEHOBaHHE hapMaLieBTHIECKOH cyOcTaHIuK  (MEXUIyHApPOIHOS
qeraTeHTOBaHHOE, WIM TpPyNNHPOBOYHOE, HIH XMMHYECKOe H  TOproBoe
HauMeHOBaHHA),

6) HauMeHOBaHHE H  aJpec IPOU3BOHTEINA dapMarLieBTUIECKOH
cyOCcTaHINH;

B) CpOK FOJJHOCTH (bapmauenmt{ecxoﬁ CyOCTaHILINH,;

r) yCIOBHA XpaHEHHA (hapMaLEBTHYECKOH cyOcTaHIINH;

1) HoMmep (apMaKoneifHOH CTaThH 6o B cloyd4ae €€ OTCYTCTBUA HOMED
HOPMATHBHOI'O IOKYMEHTa,

e) HaIUJHe dapMaieBTHIECKOH CyOCTaHIMH B TMEpedyHe HAPKOTHHECKUX
CpeJiCTB, NICHXOTPOMHBIX BEWIECTS H HX [PeKypCOpOB, MOAIEKANMX KOHTPOILO
B Poccuiickoii ®@eaepalnyi, B COOTBETCTBHH C 3aKOHOJATENECTEOM POCCHACKOH
denepanny, MEXTyHapOAHBIMH IOrOBOpaMH Poccuiickoit ®Penepaurd, B TOM
gqucie EauHON KOHBEHIMEH O HAPKOTUYECKHX  CPeACTBax 1961 rona
v Konseuieii o MCHXOTPONHBIX BEIMECTBAX 1971 rozna;

3) B OTHOLICHUH (papMAlEBTICCKUX cybcTanuui, MPOW3BEACHHBIX LA
pearn3alun:

a) HayMEHOBaHHE hapMalieRTIIECKOH cybcranmuy  (MEXITyHApOJHOC
HeMaTeHTOBAHHOE, WM TPYMIMPOBOYHOS, HIH XUMHYECKOe U TOpProsoe
HauMEHOBAHHNSA);

6) HauMeHOBaHHE K a/peC  [POMIBOAMTEI dapMaLeBTHIECKOH
cyOCTaHLMH,

B) CPOK FOAHOCTH hapmanieBTHIECKOH CyOCTAHIMY;

r) ycloBHs XpaHeHHs dapmaleBTHIECKOH cyOCcTasIuy,

n) Homep hapMaxoneiHOH CTaTbhH abo B ciaydae ee OTCYTCTBHA HOMED
HOPMATHBHOTO IOKYMEHTA,

e) HalH4ue apmanesTHUECKo CyOCTaHUMH B MEPEIHE HAPKOTHICCKHX
cpeicTB, TICHXOTPONHBIX BEMECTB M HX PeKypcopoB, MOMNSKAIINX KOHTPOIIO
B Poccuiickoit Mepepauyin, B COOTBCTCTBHH C 3aKOHOIATSABCTBOM Poccuiickoi
denepanyy, MeXTyHAapOIHBIMUA Jporopopamu PoccuiicKo# ®enepauyy, B TOM
ypcne EauHolt KOHBEHLHMEH O HapKOTUYESCKMX  CPEICTBax 1961 roma
u Konseurueil 0 ICHXOTPONHBIX BELISCTBAX 1971 rozna;

K) Jara BKIIOYEeHUA (papManeBTHYECKOH CyOCTaHIUY B rocyJapCTBEHHBIN
peecTp JIEKApCTBCHHBIX CPeACTB, Aard BHeCEHUS W3MEeHeHHH B JOKyMEHTBI
(hapManeBTHIECKOH cyOcTaHiuM, JaTa  HCKIOHeHns (apMareBTHIECKOH
cyOCcTaHIMU K3 FOCY AAPCTBEHHOIO peecpa JEKapCTBEHHEIX CPEACTB. |

10. Buecenue B PeecTp peecTPOBBIX zanuceil OCYyILIECTBIACTCA B CPOK,
He NpeBHILIAIOIIMHA 0JHOTrO pabogero JHs CO JAHA TPUHITHA PeLICHHL.

1) 0 rocynapcTBeHHON pETUCTPaLfH JeKapCTBEHHOTO NpEnapaTta;

2) 0 TOATBEPXACHHH rocyJapCTBEHHOH pervucTpaluy JIEKAPCTBEHHOTO
npenapara;

3)0  BHECEHUH y3MeHeHHEt B JOKYMEHTBI,  COIEpXameci
B PETMCTPAITAOHHOM JIOCEE Ha 3aperHCTPAPOBAHHBIN NeKapcTBEHHBiM NPEnapar,
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4) o6 oTMEHE rocyAapCTBEHHOH perucTpaimy JieKapCTBEHHOTO penapara,

5) 0 BKTHOYSHHM (bapManeBTmecKoﬁ cyOcTanuumy, TIpOM3BEACHHON U1
peanu3aliy, B Peectp; _

6) 0 BHECCHHH w3MeHeHHH B JOKyMEHThI hapMaLEeBTHISCKOH cyOcTaHUMY,
nponaBeneHHoﬁ 118 peaqu3alyii 1 pKoueHON B PeecTp;

7)06 HCKIHOYEHHH U3 Peectpa (bapmauesmqecxoifl cyOCTaHIVH,
npousBeneHHoi?I Ui peanH3anuy.

11. He momyckaeTcs BKIIOYCHHE B PeecTp OMIHOH tbapMaueBTmeCKoﬁ
cyOcTaHIH, HpOHBBE,I[eHHOﬁ A peajH3alul U erycicaeMoifi OJHUM U TEM XK€
MpOU3BOLHTEINEM, B BUAE NBYX 1 Golee pPeeCTPOBAIX 3AMACEH.

12. JlexapcTReHHBIH Mperapar IMOUIEKUT HCKMIOYeHHI0 W3 PeecTpa
B ClOydasX, YCTaHOBICHHBIX crateeli 32  QedepaipHOro  3aKOHA
ot 12 ampens 2010 . Ne 61-®3 «O6 obpaIIeHuH TeKapCTBEHHBIX CPEACTEY.

13. dapmaueBTHYECKANA cyOcTaHLHS, npousBeAeHHAT A peau3alvH,
MOIIEXUT HCKMoUeHuo u3 Peectpa B CJIydasX, YCTAHOBICHHBIX HACTHIO 13
cTaThi 34 @enepalbHOrO 3aK0HA OT 12 anpens 2010 1. Ne 61-®3 «O6 obpalleHHH
JIeKapCTBEHHAIX CPEICTE».

: ,g;g,«c’.'c‘.,-o’




