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Ha Ne oT

MunuctepcTBo  3apaBooxpaHeHuss Poccuiickoii  @enepauuu  Hanpablsel
JIOTIOIHUTENbHBIE  pa3bsSICHEHUs  BCTYNHBIIUX B  CHIYy  HOpPM  TIpHKasa
or 11 urona 2017 r. Ne 4038 «O6 yTBepKIeHHM NMpaBHJI OTIYCKA JEKapCTBEHHbIX
NpenaparoB i MeIUIUHCKOTO TIPUMEHEHHS, B TOM YHCJIE UMMYHOOHOJOTHYECKHX
JIeKapCTBEHHBIX IpenapaToB, anTeYHBIMH OpraHM3alMsAMH, HHIMBHAYalIbHBIMH
NpeAIIpUHUMATENSIMH, HMEIONIUMHU JIUIEH3UIO Ha (apMaLeBTHYECKYIO
NEATENHLHOCTRY (Jlalee COOTBETCTBEHHO — Ipuka3 Ne 403H, [IpaBuna).

1. Ilo Bompocy HapyumeHHsi BTOPHYHOH YNAKOBKM JIEK2pCTBEHHOIO
npenaparta (nyHkr 8 IlpaBna).

[Tynktom 8 IlpaBun ompeneneHa BO3MOXHOCTb HapyIUEHWs BTOPUYHOMH
(moTpebuTEeNnbCKOM) YNAaKOBKM JIEKapCTBEHHOIO IMpenapara ¥ OTIyCKa €ero B
IIEPBUYHON YIIaKOBKE B CIIydasx: _

eCJIU KOJUYECTBO JIEKApCTBEHHOTO Tpenapara, yKa3aHHOe B pelenTe, MeHbIle
KONIMYeCTBAa  JIeKapCTBEHHOro Mperapara, COZAep)Kallerocss BO  BTOPHYHOM
(moTpebuTENnbCKOM) yIIaKOBKE;

eciad KOJMYECTBO JIEKAapCTBEHHOro Ipenapara, OTIyckaemMoro 0e3 peLenTa,
HeoOXonMMOe TaUMEeHTy, MeHbllle KOJIM4YecTBa JEKapCTBEHHOIro IIpenapara,
CozlepIKaIerocs BO BTOPUYHOM (MOTPEOUTENBCKOM) yIIaKOBKE.

Ilpy  3TOM  JONYCTHMO  HAapyIlleHHe  TOJNBKO  Takod  BTOPHYHOH
(0Tpe6GUTENBCKOH) YIAKOBKH, BCKPBITHE KOTOPOM HCKIIOYaeT HEOOXOAMMOCTH
pachacoBKH JIEKQpCTBEHHOTO TMpernapara, HalpuMep, B Clydasx BBIIIyCKa
JIEKAPCTBEHHOTO Iperaparta B BHAE KOHTYPHBIX SYEHKOBBIX HIIM Oe3s4eHKOBbIX
YIAaKOBOK, aMityj, (JIaKkoHOB M Ip., COAEPXallMX HEeoOXOAUMYIO uHbOopMaLHIO O
JIEKapCTBEHHOM Ipenapare.

ITpy HapyIIEHHM YKAa3aHHLIX BTOPHYHBIX (IIOTPEOMTENBCKUX) YITAKOBOK
JeKapCTBEHHBIX IpernapaToB He TpebyeTcs BeneHue 1abopaTOpHO-(HAcOBOYHOTO

XKypHaa.
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Onnako obpamjaeM BHHMaHKeE, YTO MAIMEHTY NOJDKHA OBITH 0GA3aTENBHO
MNPENOCTaBIICHA 1100 HHCTPYKIHUA MO0 MEOULHMHCKOMY NPUMEHEHUIO OTIIyCKaeMoro
JIEKapCTBEHHOTO IIpenapara, JIMbo ee Konusl.

2. Tlo Bompocy XpaHeHHsi peleNnTOB Ha JeKAPCTBEHHbIE MNpenapaThl
(nyukt 14 IIpasu).

IToBTOpHO O6pamiaeM BHHMaHHe Ha TOT (akKT, YTO MPHUKA30M HE BBOAATCS
HOBEIE TpeGOBaHMS 10 O0OOPOTY JIEKAapPCTBEHHBIX MpENapaToB, a TaKKe TI0
0(OPMIIEHHIO PELENTOB Ha HHUX.

B cootserctBuu ¢ mynkrom 14 IlpaBun moasexar XpaHeHHIO B TEHEHHE TpEX
MEeCSLEB PEUENTHl Ha JIEKapCTBEHHBIE NpenapaThl ONpeaeieHHbIX Py (B KUIKO
JIeKapCTBEHHOM ¢opme, comepxkamue Gosee 15 % sTunoBoro cnupra oT ob6beMa
rOTOBOM IMpoAyKUMH; OTHOcsmMecss ATX K aHTUNCHXOTHYECKHM CpelCTBaM
(xom NO5SA), ankcuonutukam (koa NOS5SB), CHOTBOPHBIM M CEaTHUBHBIM CPEICTBAM
(xom NOS5C), antupenpeccantam (xox NO6A) M He mNoIeKallde NPEAMETHO-
KOJMYECTBEHHOMY yYeTy), BHIIIMCAHHbIE Ha pELEenTypHBIX OnaHkax ¢opmbl
Ne 107-1/y.

Ilpu 3TOM cobmrogeHHe HOPMEI 00 OCTaBJIEHMM PELEITOB Ha JIEKapCTBEHHbBIE
npenaparsl BBIIIEYKa3aHHBIX IPYIINl HE 3aBHUCUT OT BPEMEHH IIOCTYIIEHHS HX B
anNTEeYHYI0 OpraHH3alMI0 ¥ CpPOKOB JIeWCTBUS pELENTOB, I10CKOJIBKY JaHHbLIE
JIEeKapCTBEHHbIE MperapaTrsl He MOoIeXaT NPeIMETHO-KOJIWYECTBEHHOMY Y4eTy, B
CBSA3M C 4YeM He MOXKET OBbITh OCYINEeCTBJIEHAa CBEpPKAa COOTBETCTBHA OCTABJICHHBIX

PEeLenTOoB U OTIYLIEHHBIX JIEKAPCTBEHHBIX IPENapaToB.

Tpe6oBaTe mnepeo@OpMIIEHHs pELENTOB Ha JIEKapCTBEHHBIC Mperaparh
yKa3aHHBIX TPYII ¢ y4eTHOM (popmsl Ne 107-1/y Ha yueTHyio (popmy Ne 148-1/y-88
HEJIOMYCTHUMO.

B HACTOAINEE BpeMsA MeIUIUHCKHE PpabOTHHUKH MOTYT BBINHCBIBATDH
BEILIEyKa3aHHbIE JIEKapCTBEHHbIE TIPENApaThl PasiHYHBIMU CIIOCOOAMH, NPUMEHSI
HOpMBI TIpukaza Munsapasa Poccun or 20 jexabps 2013 r. Ne 1175m
«O6 yTBepXAEHMM TMOpAAKAa HA3HAYEHMs M  BBIIUCBHIBAHMA  JICKAPCTBCHHBIX
Npenaparos, a Takke (opM peLenTypHBIX ONaHKOB Ha JICKApCTBEHHBIC NpENapatsl,
nopsaka ohopMaeHUs yKa3aHHBIX OJIaHKOB, UX y4eTa d XpaHEHUS):

1) nns MalMeHTOB, He SBIAIOIIMXCA XPOHHYECKHMH OONBHBIMH, - IIYTEM
ohOpMIIEHHs perenTa Ha peuentypHoM Onanke dopmbr Ne 107-1/y u ykasaHueM
cpoka HeicTBMs peuenta «PeLent neicTBHTeNIeH B TeueHue 60 juen», a Taloke
KOJTMYECTBA JIEKApCTBEHHOTO Ipernapara, HEOOXOAMMOIro MalUEHTy U1 KypCOBOTO
JledeHHs Ha CPOK /10 2-X MecsueB. [Ipu 3ToM B peuente ciaelyeT BhIMHCEIBATE OIHO

HaMMEHOBaHUeE JIEKAPCTBEHHOIo IIpernapara.
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IIpu obpamenuu B anTeKy MaUMEeHT NOMKEH TNPHOGPECTH BCe KOIHYECTB(
BBIIMCAHHOIO JIEKApPCTBEHHOTO IIpenapaTa W OCTaBHTh pELEeNT B alTeke Al
NIOCNIEYIOIIEro ero XpaHeHH s,

2) 115 NalHEeHTOB, SBISIOIIMXCS XPOHHYECKHUMH OONBHBIMH, JIEYEHHE KOTOPBIX
AJTATEIEHO W MPEBBIIACT 2-X MECAYHOE KYpCOBOE JIEYEHHE, CIIEAYeT NPUMEHSTE
HOpMY, paspeliaroulylo yCTaHaBJIMBaTh CPOK NEHCTBHA pELENTa, BBITUCAHHOIO Ha
peuenrtypHom 6ianke Ne 107-1/y, B npenenax mo 1 roga.

Ilpu oToM peuent ao/keH GBITH JOMOTHUTENHHO oGOpMJIEH: NPOCTaBIAETCA
nometka «llaupeHTy ¢ XpoHudYeckuM 3aboneBaHHEM» (PY4HBIM CIIOCOGOM MM
IITAaMIIOM), YKa3bIBa€T CPOK JeHCTBUS peuenta (or 2-x ngo 12 wMecsues),
[ICPHOMYHOCTE OTIYCKa JIEKapCTBEHHOTO IIpenapara M3 anTekH (eXeHeIeNbHOo,
€XCMECSIHO M MHBIC Iepuoinl). JlaHHBIE YKa3aHWA 3aBEPAIOTCA MOIMMCHIO
JIEHanlero Bpaya MW ero JIMYHOM IMe4YaThlo, a TaKX€e IIed4aThl0 MEIULMHCKOM
OopraHusaumu «JIns peuentosy.

IIpu obpamenuy B anrexy ¢ IEpUOANYHOCTHIO, YKA3aHHOI B pelienTe, NalieHT
nprobpeTaeT HEOOXOMMMOE KONHYECTBO JIEKAPCTBEHHOIO Iperapara, ¥ 3abupaer
pelenT, Ha KOTOpoM (apMaleBTHYECKH# pabOTHHK c/ienal OTMETKY 06 €ro oTIycke,
NI TIOCNIEAYIOUIEro IMOCEIIEHU anTeKU. PelenT NMoasie)XUT OCTaBIIEHHIO B anTeke
TONBKO TIOCJIE TIOMYYEHHS IMMAlMEHTOM IIOCIeJHEN TMapTHUH BHIMCAHHOIO €My
JIEKapCTBEHHOTO IIpenapara.

3. Ilo Bompocy oTmycka 3THJIOBOr0 CHHPTA H JEKapPCTBEHHBIX
npenapaToB, CoAepKaumHx 3THI0BBIH cnupT (nyHKT 23 [IpaBua).

Ilpukazom Ne 403H He yCTaHOBIEHBI OIpaHHYEHHMs 110 O0OBEMYy OTIycKa
3THJIOBOIO CIIHPTA B YUCTOM BHJIE€ UJIK B CMECH 110 PELIENTAM.

B cBA3M ¢ 3THM OTHJIOBBIH CHHPT JO/DKEH OTIYCKAThCS B KOJHYECTBE,
BBIIIMCAHHOM MEIMLHMHCKUM pabOTHHUKOM B pelernTe, HO C Y4ETOM YCTaHOBJIEHHBIX
orpaHudeHuit 06beMa Taphl CIIUPTa STHIOBOrO B 3aBOACKOM yIIaKOBKe .

JlexapcTBeHHBIEe Ipenaparbl, COAEp)KalllHe STHUJIOBLIA CrIMpT (B TOM 4YHCIE
3KCTEMIOPATIBLHO HU3rOTOBJIIEMEIE anTexou UIH WHAUBUYAJbHBIM
[IpeArpUMHUMATEIEM, HMEIOIMM JTHIEH3UI0 Ha (papMaleBTHYECKYIO AEeSATEbHOCTB),
NpeAHa3Ha4Y€HHbIE JUIS BHYTPEHHEro IIPUMEHEeHHs, HOMEHKJIaTypa KOTOpbIX
BKJIIOYE€HA B N€PEYEHE JIEKAPCTBEHHBIX IIPENapaToB M1 MEIHILMHCKOIO IIPUMEHEHN,
B OTHOLIEHHH KOTOPBIX YCTaHaBIMBAIOTCH TpeOOBaHHUA K 00beMy Taphl, YIIaKOBKE U
KOMIUIEKTHOCTH, YTBEPKIEHHBIH NpHkazoM MunsnpaBa Poccum ot 8 despans
2017 r. Ne 47w, nomrexar OTIyCKy B Tape, COAep)Kalledl yCTaHOBJIEHHBIA 06BeM
(25 MumunuTpos, 50 MHIUTHIHTPOB, 100 MUITHIHTPOR).

' Mocranosnexue IIpaeutenscTa Poccuiickoi ®enepaunn ot 27 asrycra 1999 r. Ne 367 «O npoussoacTse U 06opoTe
CNHMPTOCOAEPKAUIMX JIEKAPCTBEHHBIX CPEACTB H Nap(pIOMEPHO-KOCMETHUECKOHA NPONYKLUMH (CPEACTB)».
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HomnonuutensHo coobmaem, yto B npukasze Ne 403H He npenyCMOTPEHEI
HOPMBI OTIYCKa JIEKApPCTBEHHBIX MPENapaToB, OTIyCKAaeMbIX 6e3 perenta Bpaya u
COAEpXaluuX INpeKypcopel (HampuMmep, «Kamus nepMaHraHar, NOPOIIOK»), WK
COACPXAlMX Mayble KOJHYECTBA HAPKOTHYECKUX CPEACTB, MCUXOTPONHAIX BELIECTB
H HX NIpeKypCoOpoB (Hanpumep, «AHAUNAN, TabIeTK ).

MunucrepcTBo  3mpaBooxpanenus  Poccuiickoii Qenepauun npenyiaraer
JIOBECTH  NaHHYl0  HH)OpPMALMIO  JO  CBEJEHMS  BCceX  PYKOBOJMTENEit
TCPPUTOPHAIBHEIX ~ OpraHOB  YNpaBlI€HHS  3[ApaBOOXpPaHEHHEM,  allTeyYHbIX
OpraHM3alUid ¥ HMHAMBMAYAIbHBIX IPEANpPHHUMATENEH, UMEIOMMX JTMICH3IUIO HA
(bapMaueBTqucxy}o ACATECIIBHOCTE H OCYILECTBJISIOIIUX OTITYCK JICKapCTBE€HHEIX
[Ip€NapaToB, MEIMLUMHCKHUX OpraHM3alliii, OCYIIEeCTBISIOIIMX Ha3HAYECHHUE U
BBIIITHCBIBaAHHUE JIEKapCTBECHHBIX npenapartos.

Hupexrop denapramenTa
JIEKApCTBEHHOTr0 00eceYeHns
U perynupoBaHus oOpalieHus

MeIHLIMHCKUX U3/IeNTHi Whﬁ
Munzapasa Poccun E.A. MakcHUMKHHA

Hukonaesa H.M. (495) 627 24 00, no6. 2540



