MMPABUTEJILCTBO POCCHUUCKOHN ®EJIEPALIMA
ITIOCTAHOBJIEHMUME

oT 26 Hos0ps 2019 1. Ne 1510

MOCKBA

(0) MmopsAaAKe BBOAAa B rpamancxnﬁ OﬁOpOT JEKAPCTBCHHbLIX IIpenmapaTroB
AJIA MEANIUHCKOI'0 IPUMECHECHUSA

B cootBeTcTBHE cO cTatheil 527 denepanbHoro 3akona "O6 06pameHHH
nekapctBeHHbIX  cpenctB"  IIpaBurenbctBo  Poccuiickoit — ®denepanuu
NOCTAHOBJIAECT:

1. YTBepauth npusaraemoie:

[IpaBuna mnpencrtaBiieHUsT JTOKYMEHTOB M CBEIACHUW O JIEKAPCTBEHHBIX
npenaparax Juisi MEAUIMHCKOTO MPUMEHEHUs, BBOJUMBIX B TPAXKIAHCKUN
obopor;

[IpaBuia BbIIauYM MPOTOKOJIA MCIBITAHUM O COOTBETCTBUU IEPBBIX TPEX
CEepUU WM NAapTUH JICKAPCTBEHHOIO ITperapara sl MEIUIMHCKOTO IPUMEHEHUS
(32 MCKIIOYEHHEM HWMMYHOOMOJOTHYECKOTO JIEKApCTBEHHOTO Tperapara),
BIIEPBBIE MPOU3BENEHHOIO B Poccuiickont denepannu uiam BOEPBbIE BBO3UMOIO
B Pocculickyro @enepainuro, IMOKa3aTeassM KayecTBa, NPEAYyCMOTPEHHBIM
HOPMAaTUBHOU TOKYMEHTAIUEH;

[IpaBuna BbIauM pa3pemieHUs Ha BBOJ B TPaXIAHCKUN OOOPOT Cepuu
WM TAapTUd WUMMYHOOHOJIOTHYECKOTO JIEKApCTBEHHOTO TMpernapara, BbIIA4H
3aKJTIOYEHUSI O COOTBETCTBHUM CEPUM WM TMAPTUU HMMYHOOHOJIOTHYECKOTO
JIEKapCTBEHHOTO  TIpemapara TpeOOBaHUSM, YCTAHOBIGHHBIM TIPH  €T0
roCy1apCTBEHHOM PErUCTPALINH;

[IpaBuna mpuUHATHS pEUIEHUS O MPEKPaAIIEHUU TPaXITAHCKOTO 000poTa
CepMH WM NapTUU JIEKAPCTBEHHOTO Mpernapara il  MEIULMHCKOTO
IIPUMEHCHMUSL.

2. YCTaHOBUTH, UTO pa3Mep IJIATHI 32 BbIAAUY:



IPOTOKOJIA UCTIBITAHUN O COOTBETCTBHUM IMEPBBIX TPEX CEPUM WM MapTHM
JIEKapCTBEHHOT'O MperapaTa Jjisi MEIMIIUHCKOTO MTPUMEHEHUs (32 UCKIIIOUEHUEM
UMMYHOOHOJIOTHYECKOTO JIEKapCTBEHHOTO npenapara), BII€PBbIC
npousBeeHHOro B Poccuiickoit ®enepanuu wid BIEpBble BBO3UMOIO B
Poccuiickyto  ®enepanuio, MokazaTeiasiM  KauecTBa, IPEIyCMOTPEHHBIM
HOpPMaTHUBHOM JIOKyMeHTaIen, coctapisgeT 1200 pyonei;

3aKJIIOYEHUSI O COOTBETCTBUU CEPUU WM MAPTUU UMMYHOOUOIOTHYECKOTO
JIEKapCTBEHHOI'0  Ipenapara TpeOOBaHUSIM, YCTAHOBJICHHBIM TP  €T0
rocyJapCTBeHHOM peructpanuu, cocrapisieT 2000 pyoseil.

3. [lonoxxenne o DenepanpHolt ciayx0e 1o Ham3opy B cdepe
31paBOOXPAHEHUS, YTBEPKICHHOE MIOCTAHOBJICHUEM [IpaBuTenbcTBa
Poccuiickoit ®enepanuu ot 30 uroHst 2004 r. Ne 323 "OO6 yTBepxkacHUU
[Tonoxenust o PenepanpHOil cayk0e Mo HaA30py B cdepe 3npaBooxpaHeHuUs"
(Cobpanue 3axkonogatenbcTBa Poccuiickoit deneparuu, 2004, Ne 28, ct. 2900;
2007, Ne 35, c1.4310; 2012, Ne 20, cT. 2528; 2014, Ne 37, c1. 4969; 2018, Ne 46,
cT. 7057), TOTOJIHUTH MOAITYHKTOM 5.4'7 CIIEAYIOIETO COACPKAHUS:

"5.4'.7. paspeleHie Ha BBOJA B TPAXKIAHCKHIT 060poT B PoccHiickoii
denepand cepuM WIM TaAPTUM HMMMYHOOHOJOTMYECKOTO JIEKAPCTBEHHOIO
npenapara;'.

4. TlepeueHbp  yCiIyr, KOTOpbIE  SBJIAIOTCS  HEOOXOAUMBIMH U
00s13aTEIHLHBIMU TUISt IPEeAOCTABICHUS benepabHBIMU OopraHamu
VCIIOJIHUTEIIbHOW  BJACTH, [ OCYyapCTBEHHOM KOpHoOpamued Mo aTOMHOU
sHeprun  "PocaroM"  roCylapCTBEHHBIX  YCIYI W MPEIOCTaBIISIOTCA
OpraHU3alysIMH, YYaCTBYIOIIUMH B MPENOCTABICHUU TOCYJAPCTBEHHBIX YCIYT,
YTBEPKAECHHBIA nocTaHoBieHUeM [lpaButenbcTBa Poccuiickoii denepauuu OT
6 mast 2011 r. Ne 352 "OO yTBepk)ACHUHM TEPEUHS YCIYT, KOTOPHIC SBISIOTCS
HEOOXOMMMBIMU U  OO0SA3aTENbHBIMU JUISI TIPEJOCTaBICHUs (eneparbHbIMU
OpraHaMy HCIIOJIHUTEJIBHOM BJACTH, [ OCyIapCTBEHHOW KOpIOpalMeEd 110
aToMHON sHeprun "PocatoM" rocyaapCTBEHHBIX YCIYyT U MPEIOCTaBISIOTCSA
OpraHU3alMsSIMH, YYaCTBYIOIIUMH B MPEIOCTABICHUN TOCYJAPCTBEHHBIX YCIYT,
1 OIpeNIeTICHUH pa3Mepa IiaThl 3a ux okazanue" (CobpaHue 3aKOHOAATEILCTBA
Poccuiickoit deneparuu, 2011, No 20, cr. 2829; 2012, Ne 14, cr. 1655; Ne 36,
cT. 4922; 2013, Ne 49, ct. 6421; Ne 52, cr. 7207; 2014, Ne 21, cr. 2712; 2015,
Ne 50, crt. 7165, 7189; 2016, Ne 31, ct.5031; Ne 37, cr.5495; 2017, Ne 8,
cT. 1257; Ne 28, cr1.4138; Ne 32, ct.5090; Ne 40, ct. 5843; Ne42, cr. 6154,
2018, Ne 16, ct.2371; Ne 27, ct.4084; Ne 40, ct. 6129; 2019, Ne 5, cr. 390;
Ne 23, ct.2943; Ne 26, ct.3460; Ne 36, cr.5022), nomnonHuTh MTyHKTOM 49
CJIEAYIOIIETO COACPKAHUSL:



"49. Bpijaya 3aKJIIOYEHUST O COOTBETCTBUM CEPUU WM  TApTUHU
UMMYHOOHOJIOTHYECKOTO JIEKapCTBEHHOTO npernapara TpeOOBAHUSIM,
YCTAHOBJICHHBIM IIPU €T0 TOCYAApCTBEHHOW PETHCTPAIMU, B LEJSIX BbIIAYU
pa3pelieHus: Ha BBOJ B rpaxaaHckuii 000opoT B Poccuiickoit denepanuu cepun
(mapTuM) IMMYHOOHOJIOTMYECKOT0 JISKAPCTBEHHOTO Mpenapara*.”.

5. Peanuzanus MTOJTHOMOYHH, MPEAYCMOTPEHHBIX HACTOSLIUM
MOCTAHOBJICHUEM, OCYIIECTBIISIETCS  COOTBETCTBYIOIIMMHU  (perepaabHbIMU
OpraHamMl  MCIIOJIHUTEIBHOM  BIACTU B MpPEAENaX  yCTAHOBJIECHHOU
[TpaButenscTBOM Poccuiickoit denepanuu npeaeabHON YUCICHHOCTH U (PoHIa
OIUIaThl TpyJla UX paOOTHUKOB, a TakKXkKe OIOJUKETHBIX AaCCUTHOBAHMIA,
MPENYyCMOTPEHHBIX B (peepaabHOM OIOJIKETE Ha PYKOBOJACTBO U yNPAaBIICHUE B
YCTaHOBJICHHBIX cpepax JAesTEIbHOCTH.

6. HacTosiee moctaHoBIeHUE BCTYIAeT B CHITy ¢ 29 HOs0ps 2019 T.

[Ipencenarens [IpaBuTenbcTBa
Poccutickon ®@enepanuu J.Mensenes



YTBEPXIEHDbI

nocra”HoBjeHueM [IpaBuTenbcTBa
Poccuiickon denepanmnu
oT 26 Hos0ps 2019 1. Ne 1510

IIPABHUJIA

NpeacTaBJIeHNsl JOKYMEHTOB U CBeJeHMI 0 JIeKapCTBEHHbIX
npemnaparax Jjisi MeIMIUHCKOr0 MPUMeHeHHs], BBOUMBbIX
B IPAKIAHCKUH 000pOT

1. Hactosimue IlpaBmia ycTaHaBIMBAIOT —TMOPSAOK — IIPEICTaBIICHUS
B DenepanbHyio Cclyk0y Mo Haa30py B cdepe 31paBOOXpaHEHUS JOKYMEHTOB
U CBEICHUM O KaXJOW CEepUu WIM KaKIOW NapTUU IPOU3BEIAECHHOIO
B Poccuiickoii ®enepanuu JIE€KapCTBEHHOrO Mpenapara sl MEIULIHHCKOIO
OPUMEHEHUS, 3a MCKIIOYECHUEM HMMYHOOMOJOTUYECKOTO JIEKAPCTBEHHOTO
npenapara (J1anee - JeKapCTBEHHBIN Mpernapart), Wi BBO3UMoro B Poccuiickyro
denepalio JEKapCTBEHHOTO IMpenapara, BBOAMMBIX B IPaKIaHCKUN 000pOT
B Pocculickoi ®denepanuu.

2. OenepanbHas ciyx0a 10 Ham3opy B cdepe 3ApaBOOXpaHECHUS
oOecrieynBaeT OpraHu3alusM, OCYILECTBIISIFOLIAM MIPOU3BOJICTBO
JeKapCcTBEHHbIX  mpenapatoB B Poccuiickoii  ®Depepaunu  (manee -
MPOU3BOJIUTENIb) WJIM BBO3 JIEKAPCTBEHHBIX MpenapatoB B Poccuiickyro
denepanuio (manee - UMIOPTEP), ABTOPU3OBAHHBIM JOCTYI IMOCPEACTBOM
MIPEIOCTABIICHUS JINYHOTO KaOMHETa B aBTOMAaTU3UPOBAHHOW MH(DOpMAITMOHHON
cucteme DeaepanbHO CITy)ObI 110 HAA30py B cepe 3ApaBoOXpaHECHHS (J1amee -
JUYHBIA KaOWHET) JJIsl MPEeCTaBICHUS JOKYMEHTOB U CBEJICHUM, YKa3aHHBIX B
nyHkTax 3 u 4 Hacrosuux [IpaBwui.

3. [IpousBoguTenp mepen BBOJAOM B TPAKIAHCKUM OOOPOT CEpUU WU
MapTUU JIEKApCTBEHHOTO Ipernapara MpPEJCTABISIET B aBTOMATHU3UPOBAHHYIO
nHpopmarmonHyo cuctemy DenepanbHOl Coy>KObl TO Haa30py B cdepe
3[PaBOOXpaHEHUS Yepe3 TNIHBIA KaOUHET:

a) I KQXJI0W CEpUM WIIM KaX0W NapTUH JICKAPCTBEHHOTO Mpenapara:

JOKYMEHT MPOU3BOJIUTENISA, TOATBEPKAAOIINNA KAa4eCTBO JIEKAPCTBEHHOTO
npenapara;



NOATBEPKACHUE YIOJIHOMOYEHHOTO JIMIA TTPOU3BOJUTENS COOTBETCTBUS
JIEKapCTBEHHOI'0  Ipenapara TpeOOBaHUSM, YCTAHOBIEHHBIM TIPU  €T0
roCyJJapCTBEHHOU pETrUCTpaLnH;

0) Il TEepBBIX TpPEX CEpUil WM TapTUil JEKapCTBEHHOTO Iperapara,
BIIEpPBBIE MPOMU3BEACHHOTO B Poccuiickont denepanuu, - TpOTOKOJ HMCIBITAHUN
O COOTBETCTBMUM CEpUHM WM TMAPTUM  JIEKAPCTBEHHOIO  Iperapara
MOKA3aTesIM KadecTBa, MPEAYCMOTPEHHBIM HOPMATUBHOW JIOKYMEHTALHUEH
(mamee - TPOTOKOJ  HCMBITAHWUM), TMPOBOAUMBIX  AKKPEAUTOBAHHBIMU
B COOTBETCTBUM  C  3akoHozarenbCcTBOM  Poccuiickonn — Depepauuu
00 aKKpeauTallMd B HAllMOHAIBHOM CHUCTEME aKKpeAuTaluu denepaibHbIMUA
rOCyJapCTBEHHBIMU  OIO/DKETHBIMU ~ YUPEXKICHUSIMH, TOJABEIOMCTBEHHBIMU
MunucrepcTBy 3apaBooxpaneHuss Poccurickon @enepaunun win PenepanbHOU
cimy»0e 1o HaJa30py B cepe 3paBoOXpaHEHUS.

4. UmnopTep mepea BBOJOM B TPAKIAHCKHN OOOpPOT JIEKapCTBEHHOTO
npenapara MnpejcTaBiIseT B aBTOMATH3UPOBAHHYIO MH(DOPMAIIMOHHYIO CUCTEMY
®denepanabHON CIy>KOBI IO HaA30py B cdepe 3ApaBOOXpaHEHHUS Yepe3 JTUUHBIN
KaOWHET:

a) U KQXI0W CEpUM WIIM KaXXI0M NapTHH JICKAPCTBEHHOTO Mpenapara:

cepTudukKar IIPOU3BOAUTEIIA JIEKapCTBEHHOIO CPEICTBa,
YIAOCTOBEPSIIOIIMN  COOTBETCTBUE BBO3UMOIO JIEKAPCTBEHHOIO IIperapara
TpeboBaHMSIM (PapMaKOINEeHON CTaThU, a B ClTydyae OTCYTCTBUS (papMaKONEHHOMI
CTaThbU TPEOOBAHUSIM HOPMATHUBHOM JIOKYMEHTAIINH;

MOATBEPXKACHUE  NPEACTABUTENSI  UMIOPTEPA,  YIIOJHOMOYEHHOTO
VHOCTPAHHBIM  MPOU3BOJUTEIEM JIEKAPCTBEHHBIX CPEACTB, COOTBETCTBUS
BBO3MMOT0 JIEKAPCTBEHHOTO IpernapaTta TpeOOBaHUSIM, YCTAHOBIEHHBIM TIPH €r0
rOCy1apCTBEHHOM PErUCTPALINH;

0) I TEepBBIX TpPEX CEpUil WM TapTUil JEKApCTBEHHOTO Tperapara,
BIEPBbIE BBO3UMOro B Pocculickyro @Penepanuro, - MNPOTOKOJ HCIBITAHUM,
IPOBOJIUMBIX AKKPEAUTOBAHHBIMUA B COOTBETCTBUM C 3aKOHOJATEIbCTBOM
Poccuiickoii ®enepani 00 aKKpeAWTAIMK B HAIMOHAIBHOW CHUCTEME
aKKpeauTauu beneparbHBIMU roCy1apCTBEHHBIMHU OIOKETHBIMH
YUPEKIACHUSIMH, TMOJABECIOMCTBEHHBIMM MMUHUCTEPCTBY  3APABOOXPAHCHUS
Poccuiickoit ®@enepannu wim denepanpHOl cimyk0e 1Mo HaA30py B cdepe
31PABOOXPAHEHUS.

5.B Teuenne 3 pabouumx gHEM €O OHA  TMOCTYIUIGHHMS B
aBTOMATU3UPOBaHHYIO MH(pOpMaImoHHyo cuctemy denepanbHOU CITyKObI 1O
HaJ30py B cdepe 3apaBOOXpAHCHHS TOKYMEHTOB M CBEJCHUM, YKa3aHHBIX B
nyHkTax 3 u 4 Hacrosuux [IpaBuin, @enepanbHas ciryx0a 1mo Haa30py B cdepe



3IpaBOOXpAHEHUs  pa3MelaeT Ha  CcBoeM  oduImaibHOM — caiiTe B
HH(POPMAITMOHHO-TEICKOMMYHHUKAITMOHHON ceTu "HMHTepHeT" ¢ colnojaeHneM
TpeboBaHUM 3akoHOJaTeNbcTBa Poccuiickoit denepaniu 0 KOMMEpPUYECKON u
MHOW OXpaHSeMOM 3aKOHOM TaillHE CBEICHUA O CEepUsIX WM NapPTUSIX
JIEKapCTBEHHBIX MpPenapaToB, BBOJUMBIX B TPAKIaHCKUNA 000POT.




YTBEPXIEHDbI

nocraHoBjeHueM [IpaBurtenbcTBa
Poccuiickon denepanuu
oT 26 Hos0ps 2019 1. Ne 1510

IHNPABHUJIA

BbIIa4M NIPOTOKO0JIA HCIIBITAHUN 0 COOTBETCTBUM NEPBBIX TPEX CePUil U
MapPTUH JIEKAPCTBEHHOI'0 Ipenapara AJid MeJULIMHCKOr0 PUMEeHEeHH
(32 HCKJIIOYEeHHEeM HMMYHOOHOJIOTHYECKOTI0 JIEKAPCTBEHHOI'0 Mpenapara),
BIepBbIe Npou3BeAeHHOro B Poccuiickon Denepanuu Wi BlepBbie
BB031UMOI0 B Poccuiickyro ®denepanuio, mnoxkazarejasiM KayecTrna,
NPeAyCMOTPEHHBIM HOPMATHBHOM J0KYMEHTALUel

1. Hacrosimue IIpaBuna YCTaHaBIIMBAIOT IIOPSAIOK BbIJIa4U
(benepabHBIMU rocyAapCTBEHHBIMH OIOKETHBIMU YUpEKACHUSIMH,
MIOABEOMCTBEHHBIMU  MuHHCTEpCTBY  3ApaBooxpaHeHus  Poccuiickoit
Oeneparuu u denepanbHoii cityx0e o HaA30py B chepe 3apaBOOXpaHECHUS U
AKKPEAUTOBAHHBIMA B COOTBETCTBMM C 3aKOHOJATENBLCTBOM Poccuiickoi
®enepaunu 00 aKKpeAUTAMM B HAIMOHAJIBHOM CHUCTEME AaKKpeIuTaluu
(manee - henepanbHOE YUPEKICHHUE), MPOTOKOJIA HCHBITAHUNH O COOTBETCTBUU
IEPBBIX TPEX CEpPUM WM NApTUM JIEKAPCTBEHHOIO Mpemnapara i
MEIUIMHCKOIO TpPUMEHEHUs (32 HCKIIOYEHUEM HMMMYHOOMOJIOTHYECKOrO
JIEKaQpCTBEHHOIO Tpernapara), BIEpBbIe Mpou3BeleHHOro B Poccuiickoii
denepanuy WK BIIEpBbIe BBO3UMOTO B Poccniickyro denepanuro, moka3aTeism
KauecTBa, IMPEIyCMOTPEHHBIM  HOPMAaTUBHOM  JOKyMeHTanmued  (nasee
COOTBETCTBEHHO - UCIIBITAHMUSI, IEKAPCTBEHHBIN IIpenapar).

2. Ilepen BBOJOM B TpakIaHCKUH OOOpPOT NEPBBIX TPEX CEPUM WM
MapTUid  JIEKAPCTBEHHOI'O  Ipernapara  MPOU3BOJIUTENb  JIEKAPCTBEHHOIO
mpenapata WiIM OpraHu3aius, OCYIIECTBISIOIIAS BBO3 JIEKAPCTBEHHOTO
npenapata B Poccuiickyro ®enepanuio (anee - 3asBUTENb), HAIMpPaBISIOT
B (benepanbHOE YyUpexJACHHE 10 BbIOOPY 3asBUTENS 3adBKYy Ha BbIIAvy
MPOTOKOJA MCHBITAHUNA Ha OyMaKHOM HOCHUTENE WK B (opMe 3JIEKTPOHHOIO
JOKYMEHTa, B  KOTOpPOW  YKa3bIBalOTCA  HANMEHOBAHHWE  3asBUTEINS,
€ro MACHTU(UKAIMOHHBIA HOMEp HaJOroIUIaTeNbUINKa, aApec SJIEKTPOHHOU



MOYTHI, OCHOBHOM TrOCYJapCTBEHHBIN PErucTpalluOHHBIN HOMEP, HAUMEHOBAHKE
JIEKapCTBEHHOI0 Mpemnaparta (TOProBoe HaMMEHOBAHHE, MEXIyHApOIHOE
HEMaTEeHTOBAaHHOE HAaUMEHOBAHUE JIEKapCTBEHHOTO npenapara
(TpynnupoBOYHOE WM XMMHYECKOE HAaMMEHOBaHHWE), HOMEp M Jara
PErUCTPAllMOHHOTO YJOCTOBEPEHHUS JIEKaPCTBEHHOTO Mpernapara, pPEeKBU3UTHI
JIOKyMEHTa, MOATBepxkaaroniero ¢GakT ymiaThl IUlaTexa 3a MPOTOKOJ
HCIIBITAHUM (J1aj1ee - 3asiBKa).

K 3asgBke mnpunaraioTcsi JOKYMEHT MPOU3BOJUTENS JIEKaPCTBEHHOTO
CpelICTBa, MOATBEPXKIAIOUIUNA COOTBETCTBUE KAauyecTBA CEPUM WM MapTUU
JIEKapCTBEHHOI'0  Ipenapara TpeOOBaHUSM, YCTAHOBIEHHBIM TIPU  €T0
rOCyJJapCTBEHHON PErucTpalvy, 3aBEPEHHAas 3asBUTEJIEM KOMUS HOPMATHUBHOM
JIOKyMEHTAIIMU Ha JICKapCTBEHHBIN Mpemnapar.

3. Pacxonpl, cBsa3aHHBIE C MpoBeAcHUEM (deaepalbHbIM YUPEKICHUEM
WCIIBITAHU, OCYIIECTBIISIOTCS 34 CUET CPEJCTB 3aIBUTEINS.

4. Ilpu HempenCTaBICHUU B TMOJHOM OOBEME CBEACHUN U JIOKYMEHTOB,
yKa3aHHBIX B MYyHKTe 2 HacTosmux IlpaBui, WM BBISBIEHUM B HUX
HEJI0OCTOBepHOW  mHbopmanuu  defepalbHOe  YUPEXKICHHE  HalpaBliIeT
3aSBUTENII0  3alpOC O TMPEJICTABICHUM HENOCTAIONIMX JOKYMEHTOB H
COOTBETCTBYIOIIEH HH(OpMaIuu (1anee - 3arnpoc GenepaabHOro YUPEKICHUS).

3asgBUTENb JIODKEH TMPEJACTAaBUTh OTBET Ha 3ampoc (QenepaibHoro
yupexaeHusT B CPOK, He mpeBbimaronmii 30 pabounx aHEH cO JHS €ro
MOJTYYEHHS.

5. denepanbHOe YUYpSXKJACHHE B TeUeHHWE 3 paboumx JHEH €O JHA
MOJIYYCHHS] 3asBKM M B TIOJIHOM OOBEME MpuiaraéMblXx K HEW JOKYMEHTOB
paccMaTpuBaeT €e, ONpelnesieT KOJWYECTBO 00pasloB JIEKapCTBEHHOTO
mpenapara, HEOOXOAUMOE JJi TPOBENCHUS WCIBITAHUNM B LENSAX BbIAAYU
MPOTOKOJIA UCHBITAHUM, a TakKe MpU HEOOXOJUMOCTH KOJUYECTBO OOpaslioB
dbapmarneBTUYECKON CyOCTaHIIMU, TECT-IITAMMOB MHKPOOPTaHU3MOB, KYJIbTYP
KJIETOK, OOpa3lloB BEHIECTB, NPHUMEHSIEMBIX IS KOHTPOJII KadecTBa
JIEKaQpCTBEHHOI'O0 IIpenapara IyTeM CpPaBHEHUSI C HHMH HCCIEIyEeMOro
JIEKapCTBEHHOTO Tpenapara, HEOOXOAUMBIX ISl ABYKPATHOTO BOCTIPOU3BEICHHUS
METOJ/IOB KOHTPOJISI Ka4ecTBa (J1ajee - 00pasIlhl), 3ampaniuBaeT y 3asBUTEIS UX
HE0OXO0IMMOE KOJIMYECTBO, a TAKKE YBEAOMIISCT 3asBUTEIIS O pa3Mepe TIaThl 3a
OKa3aHUE€ YCJIYTd MO MPOBEICHUI0 HCHBITAHUMN, PACCUUTAHHOM HAa OCHOBAHUU
METOJIMKH, YTBEPKICHHOM MUHHUCTEPCTBOM 3apaBOOXpaHeHust Poccuiickon
denepanyu, 1 0 OAHKOBCKMX PEKBU3WTAX JUIsl TIEPEUMCIICHUS IIaTexa 3a
OKa3aHHME YKa3aHHOU yciayru. 3ampoc GeaepaibHOTO YUPEIKICHUS MOXKET OBIThH
nepeaH yrnoJIHOMOYEHHOMY MPEACTABUTEIIO 3asBUTEINSI JJUYHO MO PACIUCKY,



HaIlpaBJICH MO MOYTE 3aKa3HbIM MUCHMOM WJIM MEpPE/IaH B AJECKTPOHHOH (popme
0 TEeJICKOMMYHHUKAITMOHHBIM KaHajlaM CBSI3U (B Cllydae HaIpaBJICHHUS 3ampoca
dbenepaabHOrO YUpPEXKACHUS IO IOYTE 3aKa3HbIM IMHCBMOM - CUHUTAeTCA
MOJTYYEHHBIM I10 UCTeUEeHUH 6 JHEH O JHS HaAIlpaBJICHHS 3aKa3HOTO MUChMA).

3asBUTEINb JIOJDKEH MPEICTaBUTh 3ampalniuBaeMbie 00pasIibl U PEKBU3HUTHI
JIOKYMEHTa, MOJATBEp KAatomero ¢hakT yIjaThl IiaTeka 3a OKa3aHHue YCIYTH 110
MPOBEJICHUIO  UCMBITaHWN, B  (deaepalbHOE  yupexJeHHE B  CPOK,
He npebimaronui 30 pabounx JTHEH co JIHs MOoJIydeHHUs 3arpoca deiepaabHOro
YUPEKICHHUS.

6. OcHOBaHWEM JIJIs1 OTKa3a B BbIJAu€ MPOTOKOJA UCTBITAHUHN SBIISIOTCS
HEMpe/ICTaBIICHUE:

B IIOJJHOM OOBEME JOKYMEHTOB M CBEJCHUM, yKa3aHHBIX B IyHKTE 2
Hactosmux [IpaBui;

B YCTAHOBJICHHBIA CPOK OTBETA Ha 3arpoc deIepaabHOr0 YUPEKICHHS;

TpeOyeMoro KoJaudecTBa 00paslios;

PEKBU3UTOB JOKYMEHTa, MOATBEpKAaromero (GakT yriaThl IJIaTeXka 3a
OKa3aHME yCJIYTU MO MPOBEACHUIO UCTIBITAHUI.

7. CpoK TIpOBEACHUS HWCMBITAHWN OOpa3loB CEpPUH WM TapTUH
JIEKaQpCTBEHHOI'O TIperapara He JOJKeH mpeBblmaTh 30 pabodyux gHEH cO JIHS
noy4yeHus GpeaepaibHbIM YUPEKICHHEM 00pasIoB JICKAPCTBEHHOTO Iperapara
U TIPEACTABIICHHUS PEKBH3UTOB JOKYMEHTA, MOJTBEPKIAIOIIETO (DaKT yIIaThl
IJjaTeka 3a OKa3aHUEe YCIYTd MO IMPOBEICHUIO HUCHBITAHUS, 3a HUCKIIOYECHHUEM
CJTy4aeB, YCTaHOBJICHHBIX a03arleM BTOPBIM HACTOSIIETO IMTyHKTA.

Cpok npoBeAeHUs UCTIBITAHUM JIEKApPCTBEHHBIX MPErapaToB, MOJYYEHHBIX
13 KPOBH, IJIa3Mbl KPOBHU YEJIOBEKA WJIM )KMBOTHBIX (32 UCKIIFOYEHUEM IETTbHOU
KpPOBH), OMOTEXHOJOTHUECKUX JIEKapCTBEHHBIX Ipernaparos,
r€HOTEPANEBTUYECKUX JIEKapCTBEHHBIX npernapaToB onpeaesieTcs
JUTATEIIbHOCTBIO TIPOBEJICHUSI MCIIBITAHUN, NPEAyCMOTPEHHBIX METOJIUKAMH,
BKJIFOYCHHBIMA B HOPMATHBHYIO JOKYMEHTAIMIO HA JIGKAPCTBEHHBIN Mpernapar,
1 MOXET OBITh TPOJIJICH.

8. B ciywyae mpojsieHust cpoka MpoBEACHUS UCIBITAaHUIN JEKapCTBEHHOTO
npenapara QeaeparbHOe yUpexAeHHEe A0 ucTeueHus 30-THEBHOTO CpOKa,
yKa3aHHOro B a03arie mepBoM MyHKTa 7 Hacrtosmux [IpaBun, wHbOpMHUpYET
00 ATOM 3asBUTEJIS TIO aJIPECy ICKTPOHHON MOYTHI, YKa3aHHOMY MM B 3asIBKE.

9. Ins OIICHKM OTICIBHBIX IIOKa3aTeleH KadecTBa IIPH HMCIBITAaHUIX
JIEKapCTBEHHOTO TpernapaTta (enepaibHOE YUpEXKICHHE BIIPAaBE HAMPABIATH
oOpa3ipl  JICKAPCTBEHHOrO IIpemapara Il IPOBEJASCHUS MX HCIHBITAaHUN



B IPyTHE aKKpPEIUTOBAaHHBIC B COOTBETCTBUH C 3aKOHOIATEIHCTBOM Poccuiickoii
@enepar 00 aKKpeIUTAIMK B HAIMOHATBLHOW CHCTEME aKKpEIUTAIUH
J1a00paTOPHH.

10. [IpoTokoy WCTBITAaHUN HampaBisgeTcs (GeAepatbHBIM YUPEKICHUECM
3asBUTEIIO0 Ha OyMa)KHOM HOcuTele U (Win) B popMe 3JIEKTPOHHOTO JOKYMEHTa
B TeueHue 3 pabounx JHEH co THS 3aBEPIICHUS UCTIBITAHUH.




YTBEPXIEHDbI

nocra”HoBjeHueM [IpaBuTenbcTBa
Poccuiickon denepanmnu
oT 26 Hos0ps 2019 1. Ne 1510

IIPABHUJIA

BbIIaYM pa3pelieHnsl HA BBOJ B I'PAXKIAHCKHUIT 000pOT cepuu
WIN NAPTHM UMMYHOOHOJIOTUYECKOTI0 JIEKAPCTBEHHOI0 Mpenapara,
BbIIAYM 3aKJIH0OYEHHS 0 COOTBETCTBUH CEPUH UM NAPTUH
HMMYHOOHOJIOTHYECKOT0 JIEKAPCTBEHHOI0 Npenapara Tpe0oBaHUsIM,
YCTAHOBJIEHHBIM IIPH €r0 rocy1apcTBeHHON peruncTpanumn

1. Hactosimume IlpaBuiia ycTaHaBIMBaIOT NOPSAIOK Bblaaun denepanbHOM
CIyk00li To Ham3opy B cdepe 3ApaBOOXpaHEHHUs] pa3pelieHUsi Ha BBOJI
B TpaxaaHckuii oOopor B Poccuiickoit ®enepanuu cepur WM TapTHH
npousBeneHHoro B Poccuiickoin denepanvii Wil BBO3UMOro B Poccuiickyro
deneparuio UMMYHOOMOJIOTMYECKOTO JIEKAPCTBEHHOIO Ipernapara (naiee -
paspelnieHue), a Takke Bblaud  (QeAepalibHbIMU  TOCYJAapPCTBEHHBIMHU
OIO/DKETHBIMU  YUPEXKJICHUSAMH, HaXOJAUMMUCA B BeAeHMM MuUHHCTEpCTBA
3npaBooxpaHeHusi Poccuiickoit @enepauuu u  DegepanbHON  CIYKOBI
0 HAA30py B cepe 3apaBOOXpAHEHUs, aKKPEIUTOBAHHBIMU B COOTBETCTBHUHU
c 3akoHojarenbcTBOM  Poccuiickoit  ®enepauum 00  aKKpeAUTALMH
B HAI[MOHAJILHOM CHUCTEME aKKpEIWTallMu, 3aKJIIOUYEHUS O COOTBETCTBHM CEPHUH
WIM  TapTUM  MMMYHOOMOJIOTMYECKOTO  JIEKAPCTBEHHOTO  Ipemnapara
TpeOOBaHMM, YCTAHOBJICHHBIM IIPHU €r0 TOCYAAPCTBEHHOW perucTpanuu (aaiee
COOTBETCTBEHHO - (peiepalibHOE YUPEKICHUE, 3aKITIOUCHNUE).

2. Ilnara 3a Beimauy dDeaepanbHOM CiayKO00M 10 Ham3opy B cdepe
3/IpaBOOXPAHEHUS pa3pelleHNs HE B3UMAETCS.

3. Pazpemienne BbImaeTcss Ha OCHOBAaHWMM 3aKJIOYEHHUS, BBIJTAHHOTO
benepanbHbIM yupexaeHrnem. @opma pazpenieHus yreepxkaaerca dOenepanbHoit
CITY>K001 110 HaA30pY B chepe 3paBOOXPAHCHUSI.

4. ]Ins  momydeHusT 3aKIIOYEHUS OpraHu3alus, OCYIIECTBIISIFOIIAs
MIPOU3BOJICTBO UMMYHOOHOJIOTHYECKOTO JIEKapCTBEHHOTO npenapara
B Poccuiickonn @enepaunu, WIM OpPraHUA3alUsa, OCYIIECTBIAIONIAs BBO3



MMMYHOOHMOJIOTHYECKOTO  JIEKApCTBEHHOTO  mpemapara B Poccuiickyro
®denepanuio (manee - 3asgBUTENb), HANPaBIAET B (elepabHOE YUpEKICHHE
1o BBIOOPY 3asBUTENS HA OyMa)KHOM HOCHTENe WM B (POpMe 3JIEKTPOHHOIO
JIOKyMEHTA 3asBJICHUE O BbIJaUe 3aKIIOYEHHS ¢ YKa3aHHEM B TOM UHCIIE ajpeca
AJIIEKTPOHHOM TMOYTHI 3asBUTENSI U PEKBU3UTOB JIOKYMEHTA, MOATBEPKIAIOIIETO
dakT yriatsl 1aTexa 3a Bpllauy 3akiatoueHus. K 3asBiaeHuto npuiaraiTces:

a) KOMust JOKyMEHTa  MPOU3BOAMUTENS UMMYHOOHOJIOTHYECKOTO
JIEKapCTBEHHOI0  Mperapara, cojaepKaliero HHPOpMalUi0 O  CTaausxX
MIPOU3BOJICTBA u KOHTPOJIsS KayecTBa cepuu WIH napTHH
MMMYHOOHMOJIOTHYECKOTO  JICKAPCTBEHHOTO  MpernapaTa B COOTBETCTBHUH
C JOKYMEHTaMH PETUCTPALMOHHOIO JI0ChE, 3aBEPEHHAS 3aIBUTEIIEM;

0) Kormust ~ JIOKYMEHTa  TMPOU3BOJUTENSI  MMMYHOOHOJIOTHYECKOTO
JIEKApCTBEHHOTIO Tpernapara, NOATBEPKAAIIIET0 COOTBETCTBUE KauyeCTBa CEPUH
WIM  TapTUM ~ UMMYHOOMOJIOTMYECKOTO  JICKAPCTBEHHOTO  Ipemapara
TpeOOBaHUSIM, YCTAHOBJICHHBIM IIPU €ro TOCYJapCTBEHHOW pPErUcTpaluy,
3aBEpPEHHAs 3aBUTEIIEM;

B) MOJITBEPXKACHUE YIOJTHOMOUYEHHOTO JIMI[A 3asBUTENS COOTBETCTBUS
CepUM WU TApPTUM HMMYHOOHMOJOTUYECKOTO JIEKAPCTBEHHOIO IIpernapara
TpeOOBAHMSIM, YCTAHOBJIEHHBIM TPU TOCYJapPCTBEHHOW PErHCTpPallid TaKOTro
JIEKapCTBEHHOTIO MPEIapara;

') KOTMsI HOPMAaTMBHOW JOKYMEHTAIlMHM Ha JIEKapCTBEHHBIM Mperapar,
3aBEpEHHAas 3asBUTEIIEM.

5. 3akitoueHre BBIJACTCS O pe3yibTaTaM IMPOBEICHHBIX (eaeparbHbIM
YUPEXKIACHUEM UCTIBITAHUN Ka4eCcTBA UMMYHOOHOJIOTUYECKOTO JIEKAPCTBEHHOTO
npenapara, pacxofbl, CBSI3aHHBIE C MPOBEICHHEM KOTOPBIX OCYIIECTBIISIIOTCS
3a CUET CPEJICTB 3asBUTEIS.

6. [Ipu HempeaCTaBICHUH B TOJHOM O0BEME TOKYMEHTOB U CBEICHUH,
yKa3aHHBIX B MyHKTe 4 HacTosmux [lpaBwi, wWiM BBISBIEHUM B HUX
HEJI0OCTOBepHOW  mHbopManuu  defepaTbHOe  YUPEXKIACHHE  HAIpaBIIsICT
3asBUTENII0  3allpOC O TMPEJICTABICHUU HENOCTAIONIMX JOKYMEHTOB H
COOTBETCTBYIOMIEH nH(pOopMaluu (manee - 3arnpoc GeaepaabHOTO YUPEIKICHNS).

3asBUTENh JIODKEH TMPEJACTAaBUTh OTBET Ha 3ampoc (QenepaibHoro
yapexaeHusT B CPOK, He mpeBbimarommii 30 pabounx mHEH cO JHS €ro
MOJTYYEHHS.

7. denepanbHOE YUpEKICHUE B TeUeHUE 3 pabOUYMX JHEW CO JHS MOTyUeHUS
B MOJIHOM 00BEME JOKYMEHTOB U CBEJICHHM, YKa3aHHBIX B MyHKTE 4 HACTOSIINX
[IpaBwi, paccMaTpuBaeT NPEJCTaBICHHbIE JOKYMEHTBI M COJEpKalluecs
B HUX CBEACHHS, OIpeAenser o00beM  HEOOXOAUMBIX  UCHBITAHHUM



UMMYHOOHMOJIOTHYECKOTO JICKAPCTBEHHOTO MpernapaTa U KOJIMYECTBO 00paslioB
TaKOro JIEKAPCTBEHHOI'O Mpernapara, HEOOXOIUMBIX ISl POBEACHUS UCTIBITAHUM
KauecTBa MMMYHOOUOJIOTHYECKOTO JIEKApCTBEHHOTO Mpernapara, a Takxke IpH
HEOOXOJIMMOCTH KOJIMYECTBO 00pasioB ¢apMaleBTUYECKON CyOCTaHIINH,
TECT-IITAMMOB MHUKpPOOPraHU3MOB, KYJIbTYp KJIETOK, 0OOpa3lloB BEIIECTB,
MPUMEHSIEMBIX I KOHTPOJII KadecTBa JIEKAPCTBEHHOTO Ipenapara IMyTeM
CpPaBHEHHUSI C HUMHU HCCIEIYyEeMOro JIEKapCTBEHHOTO Ipemnapara, B 00beMme,
HEOOXOJAMMOM JUIsl JBYKPATHOTO BOCIPOU3BEACHHS METOJOB KOHTPOJIS
KauecTBa (J1ajnee - 00pasiibl), 3aMpanimBaeT y 3asiBUTENS TpeOyeMoe KOJTUYECTBO
o0pa3loB, a TaKXe YBEJAOMIISIET 3asgBUTENS O pa3Mepe IUIaThl 3a OKa3aHue
YCIYTH IO NPOBEACHUIO UCIBITAHUN, PACCUMTAHHOM HAa OCHOBAHUM METOIUKH,
yTBEpKACHHOW MuHUCTEpCTBOM 311paBooxpaHeHus Poccuiickon Penepanuu,
U O OaHKOBCKMX pEKBU3UTAX I TMEPEUYMCIICHUS IIIaTeXa 3a OKa3aHHe
yKa3aHHOM yciyru. 3anpoc (enepaibHOro y4pexaeHUs MOXKET ObITh MepeaaH
YIIOJJTHOMOYEHHOMY  IIPEICTABUTENIO  3asABUTENS JIMYHO MOJ  PACIHUCKY,
HaIpaBJIeH MO MOYTe 3aKa3HbIM MUCHMOM HWJIM TIEpe/laH B JIEKTPOHHOU dopme
M0 TEJICKOMMYHHUKAIIMOHHBIM KaHallaM CBS3HM (B ClIydae HampaBJIEHUs 3arpoca
dbenepaibHOTO  YUPEKJEHUsI 10 TM0YTE€ 3aKa3HbIM IMHMCbMOM - CUMTAETCS
MOJIYYCHHBIM 10 UCTECUCHUH 6 JHEH CO JHS HANpaBJICHUs 3aKa3HOTO MUChMa).

3asBUTENb TOJDKEH MPEICTaBUTh 3alpalinBaeMbie 00pasibl 1 PEKBUZHUTHI
JIOKyMEHTa, MOJATBEPXKAAroNero ¢GakT yIulaThl IJIaTeka 3a OKa3aHUE YCIYyTH
0 TIPOBEICHUIO UCHBITAHWK, B (denepanibHOE YUYPEXKIEHHWE B CPOK,
He nipeBbimaronmii 30 padbounx gHEH co HA MOTy4YeHus 3amnpoca dheaepaibHOTo
YUPEKICHHUS.

8. OcHOBaHMeM JuIsi OTKa3a B BbIJa4€ 3aKIIOYCHUS  SIBIISICTCS
HETPEICTABIICHUE:

B TIOJIHOM OOBEME JOKYMEHTOB W CBEJCHUH, YKa3aHHbIX B IyHKTE 4
HacTosamux [Ipasu;

B YCTaHOBJICHHBIN CPOK OTBETA Ha 3ampoc GeAepaibHOTO YUPEKICHHUS;

TpeOyeMOTo KOJIM4eCcTBa 00pasIloB;

PEKBU3UTOB JOKYMEHTa, MOATBEpKAAromero (akT yIulaThl IUIaTexa
3a OKa3aHHE YCIIYTHU M0 MPOBEACHUIO UCTIBITAHUM.

9. ®enepanbHOil Cyxk00if TO Ham30py B cdepe 3ApaBOOXpaHCHUS
co3maercs Komuccuss mo kadecTBy MMMYHOOHMOJIOTHYECKUX JIEKAPCTBEHHBIX
npenapatoB (manee - Kommccus), yrBepxkaaercsi mnoioxenue o Komuccuw,
€e CcOCTaB MW TOPSAJOK  OIEHKH o0bemMa  HCHBITAHUNA  KayecTBa
UMMYHOOHMOJIOTHYECKOTO JICKAPCTBEHHOTO IIpemnapara.
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10. UcnpiTanus kadecTBa CEpUM WIM MAPTUM UMMYHOOHOJIOTMYECKOIO
JIEKapCTBEHHOI'O IIpernapaTa KOHKPETHOIO HAMMEHOBAHMSI M IPOU3BOAMTENS
(c yuerom JiekapCTBEHHOU (POPMBI M TO3UPOBKH) MPOBOASTCS HA COOTBETCTBHE
TpeOOBaHUSIM HOPMATUBHON TOKYMEHTAIlMU, MPH ATOM O0BEM HEOOXOIUMBIX
UCIIBITAHUN MOXKET OBITh COKpalleH Ha OCHOBaHMU pemieHus Kommccuu.
Pemenne o cokpamieHun oObeMa NPOBOAMMBIX MCIBITAHUM TNPUHUMAETCS
Komuccueil Ha OCHOBaHHMM NPOBOAMMOIO (eAepalbHbIMU  YUPEKICHUIMU
aHaJlu3a KauyecTBa MMMYHOOHOJIOTMUECKHUX JIEKAPCTBEHHBIX IPENapaToB,
npenacrasiasiemoro B Komwuccuro exeromno, no 1 Mapra, um pasMemaercs
Ha oduruanbHoM caiite DenepanbHON CiIy)kObl TI0O Ham3opy B cdepe
3MpaBOOXpaHEHUs] B WH(GOPMAIMOHHO-TEICKOMMYHHUKAIIMOHHON  CETH
"Untepuer".

11.Tlpu noctrymnenun B DenepanbHylo  Ciayk0y MO  Haa30py
B cdepe 3apaBooXpaHeHHMs UHPopMauu 00 YXYyIUIEHHMM KayecTBa
MMMYHOOHOJIOTUYECKOTO JIEKAPCTBEHHOTO IMpenapara W (Wiau) YCIOBHM
ero mpou3BoacTBa Kommccus mpuHHMaeT pelmieHne o0 yBEIWYEHHH O0bema
NPOBOJMMBIX HWCIBITAHUH KadecTBa BBOJUMOIO B TPAXKIAHCKHI 000pOT
UMMYHOOHOJIOTMYECKOTO  JIEKAPCTBEHHOrO0  IpermapaTa ¢  Y4eTOM  €ro
JIEKapCTBEHHON (POPMBI U JO3UPOBKH.

12. denepanbHOE yupeKI€HUE TPOBOIUT MCIBITAHUS KauecTBa 00pasioB
Cepur WM TAapTUU HMMMYHOOHOJIOTUYECKOTO JIEKapCTBEHHOTO TIperapara
Ha COOTBETCTBHE TpeOOBaHUSIM HOPMATHUBHOM JIOKyMEHTAllUH B CPOK,
He mnpeBblmaronmii 30 pabouux [OHEW co JHSA MNodydeHus (enepanbHbIM
yUpEeXJEHHUEM 00pa3lloB M  NPEIACTaBICHUS  PEKBU3UTOB  JOKYMEHTA,
HNOJTBEPXKIAOLIEro (akT oOIaThl yCIyr N0 MPOBEIEHUI0 HCIBITaHUH,
32 HUCKJIIOYEHHMEM CIIy4aeB, YCTAHOBJIEHHBIX a03alleM BTOPBIM HACTOSLIETO
MYHKTA.

Cpox mTpoBeleHUS HUCHBITAaHUH  00pa3LOB CepUud WM  MApTUU
UMMYHOOHOJIOTHYECKOTO JIEKAPCTBEHHOT'O Tpenapara MOXXET OBbITh MpOJJIEH,
HO He OoJiee yeM Ha 30 pabounx muew. [Ipu 3TOM CpOK pOBEIEHUS UCTIBITAHUN
KayecTBa 00pa3lioB CEpUU WM MapTHH KOHKPETHOIO MMMYHOOHOJIOTHYECKOTO
JIEKapCTBEHHOT'O Mpenapara He JODKEH MPEBHIIATh JITUTEIbHOCTh MTPOBEICHUS
UCTIBITAHUHM, TPEAYCMOTPEHHBIX METOIMKAMH, YKa3aHHHIMA B HOPMAaTHBHOM
JIOKYMEHTAIIMHU Ha JICKapCTBEHHBII Mpenapar.

13. B cinywae npoasieHHss CpoKa NPOBEICHUS WCIBITAHUNA KadyecTBa
UMMYHOOHOJIOTHYECKOT0 JIEKapCTBEHHOT'O npernapara benepanbHOE
yupexjeHue 10 ucredeHus 30-IHEBHOTO CpOKa, YKa3aHHOTO B a03alle mepBoM
nyHkTa 12 Hacrosimmx IIpaBui, uHbopMupyeT 006 3TOM 3asBUTENS IO aJpecy
AJIEKTPOHHOM MOYTHI, YKa3aHHOMY MM B 3asiBJICHUU O BblJJaU€ 3aKIFOUYEHUS.



14. JIns OUEHKH I[OKa3aTese KauyecTBa MpPH HUCIBITAaHUSX KadyecTBa
UMMYHOOHOJIOTHYECKOTO JIEKapCTBEHHOTO npenapara dbenepanbHOe
yUpexJeHUE  BOpaBe  HAmpaBisaTh  oOpaslbl  MMMYHOOHOJIOTHYECKOTO
JIEKapCTBEHHOTO Mpernapara JUuisi IPOBEIeHUs] UCIIBITAHUM UX Ka4eCTBa B JIPYrue
aKKpEeIMTOBAaHHbIE B COOTBETCTBHUM C 3aKOHOJATeNbcTBOM Poccuiickoi
@denepand 00 aKKpeAUTAIMM B HAIMOHAJIILHOM CHUCTEME aKKpeIuTaluu
J1a00paTOPHH.

15. denepanbHOe yupekaeHHE B Te4eHHEe 3 pabouux JHEH co JHA
3aBEpILICHUS TPOBEJCHUSA WCHBITAHUNA KayecTBAa HMMMYHOOMOJIOTHYECKOTO
JIEKapCTBEHHOI0 Tpemnaparta o(QopMIIsIeT 3akiIloYeHUE MO YTBEP)KICHHOM
®denepanbHOil ciyx00i 1O Haa3opy B cdepe 3apaBooxpaHeHus Qopme
C  TpWIOKEHWEM K  HEMy  TPOTOKOJa  HUCHOBITAHMM  KayecTBa
UMMYHOOHMOJIOTHYECKOTO JIEKAPCTBEHHOIO TperapaTta U HalpaBisieT UX
3assBUTENI0 U B DesiepanabHylo CIyk0y Mo Haa3opy B cepe 37paBoOXpaHECHUS
Ha OyMa)KHOM HocuTese U (Win) B (hopme 2JIEKTPOHHOTO TOKYMEHTA.

16. 3asBuTenb MOCPEACTBOM  HCIIOJIB30BAaHUS  JIMYHOTO  KaOWHeTa
B aBTOMAaTU3UPOBaHHOW uWHOOpMAIMOHHON cuctemMe DeaepanbHOll CIy>KOBI
o HaA30py B cdepe 3apaBOOXpaHEHHUS MPEACTABISICT 3asBICHHUE O BbIJaye
paspenieHus ¢ IPUIOKEHUEM 3aKIFOUCHHUS.

17. ®enepanbHas cinyxx0a 1o Hag3opy B cdepe 3ApaBOOXPAHCHHUS
B TeyeHue 3 pabouymx JHEW CO JIHA TMOCTYIUICHUS 3asBJICHUS, YKA3aHHOTO
B nyHkre 16 nHactosmux IlpaBun, odopmisier B (dopme 3IEKTPOHHOTO
JIOKyMEHTa, TMOAMHCAHHOTO YCWJICHHOW KBAIU(DHUIIUPOBAHHON DIIEKTPOHHOM
MOJMUCHIO0 PYKOBOIUTENS (3aMecTuTeNs pykoBoauTesnsi) CirykObl, 1 HAIpaBJIseT
3asBUTEIIIO pa3pelleHe, CoAepKallee CIESAYONYI0 HHPOPMAIHIO:

a) TOProBO€ HAMMEHOBAHHE WMMYHOOHOJOTUYECKOTO JIEKAPCTBEHHOTO
npenapara;

0) MEeXIyHApOAHOE HEMaTEHTOBAaHHOE HAaUMEHOBaHUE
UMMYHOOHMOJIOTHYECKOTO  JIEKAPCTBEHHOTO  mpemapara  (TpynmupOBOYHOE
WM XMMAYECKOe HAauMEHOBAHNE);

B)HOMEp W OOBEM CEpUU WU TaAPTUH UMMYHOOHOJIOTHYECKOTO
JIEKapCTBEHHOTO TIpenapara;

r) popMa BBITyCkKa UMMYHOOHMOJIOTHYECKOTO JIEKAPCTBEHHOTO Tperapara
(c ykazaHHMeM JIEKapCTBEHHOW (OpMBI, JO3UPOBKHU, (DACOBKH) M KOJUYECTBO
B YIIaKOBKE;

1) CPOK TOJTHOCTH KIMMYHOOHOJIOTHUECKOTO JIEKAPCTBEHHOTO MPenapara;



€) HAUMEHOBaHWE U aJpec TMPOU3BOJIUTENST HUMMYHOOHOJIOTUYECKOTO
JIEKapCTBEHHOTO TIpenapara (¢ yKkazaHheM CTaJluii TPOU3BOJICTBA);

) HOMEp U naTa PErUCTPAMOHHOTO YAOCTOBEPEHUS
UMMYHOOHOJIOTHYECKOTO JIEKAPCTBEHHOTO Mpernapara;

3) HAUMEHOBAHUE U aJ[pec AeprKaTessl PEruCTPallMOHHOTO YA0CTOBEPEHUS
UMMYHOOHOJIOTHYECKOTO JIEKAPCTBEHHOTO IIpenapara;

1) HOMEp U J1aTa BbIJauM 3aKIIOUCHUS.

18. CBeneHrs O BBIJIAHHBIX PAa3pelICHUSX pa3MENIaloTCs B TEUYCHHE
1 paGouero mHs co aHS X opopMIIeHHUS Ha oduimaabHoM caiite deaepanbHOM
CIy’kObl TIO Haa30py B cdepe 3ApaBOOXpaHEHUS B HHPOPMALUOHHO-
TeJIeKOMMYHUKaIIMOHHON cetu "HuTepHer" ¢ colOmogeHuemM TpeboBaHUM
3akoHomarenscTBa Poccuiickorn dexepauun 0 KOMMEPYECKOM UM HMHOM
OXPaHSAEMOU 3aKOHOM TaMHE.




YTBEPXIEHbI

nocraHoBjeHueM [IpaBurtenbcTBa
Poccuiickon denepanunu
oT 26 Hos0ps 2019 1. Ne 1510

IIPABHUJIA

NPUHSATHS PellleHNs 0 MPeKPallleHNH TPaKIAHCKOro 000poTa cepuu
WM MAPTHH JIEKAPCTBEHHOT0 NMpenapara JAjs MeTUINHCKOr0 MpuMeHeHust

1. Hactosimue — [lpaBuna ~ ycTaHaBIMBAIOT  MOPSJAOK — MPUHATUS
®enepanbHO cayxk00M 1O Hag30py B cdepe 3ApaBOOXPAaHEHUS PELICHUS
O TPEKpAIICHUU TPAXKIAHCKOTO 000pOTa CepUM WM MAPTUU JIEKAPCTBEHHOTO
mpenapara  JJIi  MEIUIMHCKOIO  TMPUMEHEHHs (32  HCKIIIOYEHHEM
UMMYHOOHMOJIOTHYECKOTO JICKAPCTBEHHOTO Mperapara), TOKYMEHThI U CBEICHUS
0 KOTOPBIX MPETyCMOTPEHBI yacTsiMu 1, 2 i 4 cratbu 52* DeepaabHOr0 3aK0HA
"O0 oOpamieHWu  JIGKapCTBEHHBIX  CpPeACTB" M HE  MPeACTaBJICHBI
B DenepanbHylo ciyk0y M0 Haa30py B cdepe 3IpaBOOXpaHEHUs, TUOO0 Cepuu
WIM TIApTUU  MMMYHOOHMOJIOTMYECKOTO JIEKAPCTBEHHOTO TIpernapara, He
UMEIOIIIETO pa3pellieHuss Ha BBOJ B TPaXIaHCKUl O00OpPOT, BBIIAHHOTO
®denepanbHoil  cmyk00i 1O Ham3opy B cdepe 3ApaBOOXpAHEHUS B
YCTaHOBJICHHOM TOpsAKE (Jajee COOTBETCTBEHHO - PEUICHHE O NMpeKpalleHuu
rpaXKJaHCKOTO 000pOTa, JIEKAPCTBEHHBIN Mpernapar).

2.1lpu BBISIBICHHMH B TPaXIaHCKOM 000pOTE€ CEpUM WM TapTHH
JeKkapcTBeHHOro mpenapara denepanbHas choyx0a 1o Haa3opy B cdepe
3[PAaBOOXpAHEHUS] TPUHUMAET pEIIeHHE O TNPEKPAMICHUH TPaKIaHCKOTO
o0opoTa 0 TPEACTaBICHUS JTOKYMEHTOB M CBEJACHHM WU pPa3pelieHus,
yKa3aHHBIX B TyHKTEe 1 HacTtosmux [Ipaswui.

3. Pemenne o mpekpaiieHun TrpakaaHckoro obopora odopmisieTcs
npukazom DenepanbHON cIyKObl TI0O HaI30py B cdepe 3IpaBOOXpaHEHUS B
TedeHue S5 pabouux nHed mnocne mnoctymwieHuss B CiyxOy CBeIeHUH,
MOATBEP)KIAIONINX HAIWYUE B TPAXKIAHCKOM OOOpOTE CEpHH WM TapPTHH
JIEKapCTBEHHOTO TIpenapara.

4. YBenoMJieHHE O TMPEKpaIIeHUU TPAKITAHCKOTO 000pOTa CEpUH WIU
napTUu JIEKApCTBEHHOTO TpemnapaTta Hampasisiercss denepanbHoil ciryx00i 1o



HaJ30py B cdepe 3ApaBOOXpaHEHUS IMPOU3BOJIUTENIO0 CEpUU WIH NapTUU
JIEKQpCTBEHHOI'O Mpenapara WM OpraHu3allid, OCYIIECTBHBUIEH BBO3 CEpUH
WJIU TTIApTUH JIEKAPCTBEHHOTO Tpemnapata B Poccuiickyto denepanuio, B TEUCHHE
5 pabouux gHEH CO JHS MPUHATHSA PELICHUS O MPEKPaAlICHUU TPakKJaHCKOIrO
o0opoTa MO MOYTE€ WM IMOCPEACTBOM HHGOPMAIMOHHO-KOMMYHUKAIIMOHHBIX
TEXHOJIOTUH.

5. Undopmanus o mpekpameHuu TpakJaHCKOro o0opoTa cepuu
WIM TIapTUH JIEKApCTBEHHOIO MpernapaTa pazMmeniaetcss denepaibHON C1y»KO0it
o Haja30py B cdepe 3ApaBOOXpaHEHUsS B TedeHUE 3 pabouux AHEH co JHA
OPUHATUS pElIeHUsT O TMpPEeKpalleHUH TPakKJaHCKOro o000poTa Ha CBOEM
opuIManibHOM caiTe B HMH(POPMAIMOHHO-TEIEKOMMYHUKAIITMOHHOW  CETH
"Untepuer" ¢ coOmoaeHueM TpeOoBaHUN 3akoHOJATeNbCTBa Poccuiickoii
denepanii 0 KOMMEPYECKON M MHOW OXPaHsSIEMOU 3aKOHOM TalHeE.

6. Pemmienne o0 mpekpaiieHuyd TPaKJAHCKOTO 000poTa OTMEHSAETCS
®denepanbHON CIyKO00M MO Haa30py B cdepe 3IpaBOOXpaHEHUST B TEUCHHUE
3 pabouux JHEW CO JIHA TOJYYEHHUS OT IMPOU3BOIUTENS CEPUU WIM TApPTUH
JIEKQpCTBEHHOI'O Mpenapara Wi OpraHu3allid, OCYIIECTBHBUIIEH BBO3 CEpUH
WIM [apTUM JIEKapCTBEHHOro nmpemnapata B Poccuiickyto ®@enepanuio,
uHQOpMAIMM O BHECEHHBIX B aBTOMATHU3UPOBAHHYIO HWH(OOPMAIIMOHHYIO
cuctemy @DenepanbHON CiIy)kObl TO HAA30py B cdepe 3ApaBOOXpaHEHUs
JOKYMEHTaX M CBEICHHSX, MPELYCMOTPEHHBIX 4acTamu 1, 2 u 4 crateu 527
®denepanbHoro 3akona "OO6 oOpalleHUH JIEKapCTBEHHBIX CPENCTB", UM CO JTHS
BbIJIaYd B YCTAHOBJIEHHOM TMIOPSAKE pa3pelleHus, YKa3aHHOTO B TyHKTE 1
Hactosiux [IpaBu.

[IpousBoauTens cepurd WIM TapTUU JIEKAPCTBEHHOTO Mpenapara Wi
OpraHu3alus, OCYIIECTBHBIIAS BBO3 CEPUU WM MAPTUU JIEKAPCTBEHHOIO
npenapata B Poccuiickyro ®enepalidio, yBeIOMIISIOTCI 00 OTMEHE pelICHHUS
O TPEKpalleHUH TPaKIAHCKOTO 000poTa B TeueHHe 5 pabouux THEH cO JHA
TaKOW  OTMEHbl 10 TMOYTe WJIM  TMOCPEACTBOM  WH(OPMAIMOHHO-
KOMMYHMKAIIMOHHBIX TeXHOJoTui. B yka3zaHHbIN cpok nHpopMalus o6 oTMEHe
pemieHus O TpEeKpalieHuH TPaKIaHCKOTO 000poTa pa3MmemniaeTcs Ha
opurmanpbHoM caiite DenepanbHON  CiIykObl TO Ham3opy B chepe
3[paBOOXpaHeHUs] B WH(OPMAIMOHHO-TEICKOMMYHUKAIIMOHHON  CETH
"UnTepHer".




