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MUHHCTEPCTBO  3/ipaBooxpanenust Poccuiickoii  Mejiepalliii  HarpaBlieT
NOMOJHUTENbHBIE  pa3bhsCHEHHs  BCTYNMBIIMX B CAly  HOpM  TIpHKasd
or 11 mrons 2017 r. Ne 4031 «OO0 yTBep)KAEHHHN MHpaBHil OTIIyCKa JICKapCTBEHHBIX
penapaToB [Uis MEJMIIMHCKOrO NPUMEHEHHMs, B TOM YHCIIe UMMYHOOUOJIOTHYECKHX
JIeKapCTBEHHBIX MPENapaToB, AaNTeYHbIMH OPraHU3alMsAMH, WMHIUBUAYaJIbHBIMH
NpeANpUHUMATe/SIMY, —~ MMEIOIIAMU  JIALCH3UIO  Ha bapMaleBTUIECKY O
JesTeTbHOCTEY (faee coOTBeTCTBEHHO — Ipuka3 No 403H, IIpaBuna).

1. To Bompocy HapylleHHsi BTOPHYHOH YNAKOBKH JIEKAPCTBEHHOTO
npenapata (nyuxT 8 IpaBui).

[Tyaxrom 8 TlpaBun ompe/eneHa BO3MOXHOCTR HapyIlICHHA BTOPUYHOU
(moTpeGUTeNbCKOi) YIAKOBKH JIEKApPCTBEHHOTO [pernapara M OTHyCcKa  €ro B
TIEpBUYHOM yrakoBKe B CIIy4asX:

eCITM KOMMYECTBO JIEKapCTBEHHOIO IIperapara, ykasaHHoe B peLenTe, MEHbIIC
KONMYECTBA  JIEKapCTBEHHOro  IIpemapara, —CoAepXkamerocs — BO BTOPUYHOH
(moTpeOUTENBCKOH) yIaKOBKE; |

eclli KOJIMYEeCTBO JIEKAPCTBEHHOIO Mpernapara, OTIyCKacMoro Oe3 perenta,
HeOGXONMMOe TAlMEHTy, MeHbIle KONMYecTBa JIEKApCTBEHHOTO  Mpenapata,
coflepIKaIerocsi BO BTOPHYHOM (moTpeOHUTENBCKON) YITAKOBKE.

[Ipy  5TOM  JONyCTHMO  HapymieHHe  TOJIBKO Takoi  BTOPHYHOM
(moTpeOUTENBCKOM) YMAaKOBKH, BCKPBITHE KOTOpOH HCKIII0UaeT HeOoOX0IMMOCTh
pacacoBKK JIEKapCTBEHHOro Iperapara, HanpuMmep, B cliydasix ~ BbIITycKa
JIeKAPCTBEHHOTO TIpenapata B BHJIE KOHTYPHBIX SUSHKOBBIX WM 0e3g4eHKOBBIX
yIIAKOBOK, amiryJi, JIakoHOB U Jp., COACPIKAIIMX HeobxonuMyro WH(OPMAIIUIO O
JNIeKapCTBEHHOM IIpernapare.

[lpu HapymeHWH YKasaHHbIX BTOPHYIHBIX (mOTpeOUTeTHCKHX) YTIAaKOBOK
JIeKApCTBEHHBIX TperapaToB He Tpedyercs BeleHHE nabopaTopHO-(PacoOBOYHOIO

KypHana.

MHHHCTEPCTBO 3APABOOXPAHEHHA
3ABAHKATLCKOIO KPAA

VAL 7

e 20— 2

Brodaugutt M___ E _/m



.l

— _ g —— T

Onnako obpamaeM BHUMaHWe, 4TO NAIMEHTY MOJDKHA OBITH 00S3aTENbHO
MpeAoCTaBieHa MO0 HHCTPYKIUMA M0 MEIHIMHCKOMY MPHMEHEHHIO OTITYCKAeMOTo
JIEKapCTBEHHOI'0 IIpenapaTta, 1100 ee KOIus.

2. o Bompocy XpaHeHHSl PELENTOB Ha JIeKapCTBEHHbIE npenaparel
(nynkr 14 IHpasu).

IloBropHO OOpamaeM BHHMaHHE Ha TOT (aKT, Y4TO NPUKA30M HE BBOJSTCS
HOBBIC TpeOOBaHMS 1O 006OPOTYy II€KApPCTBEHHBIX TPENapaToB, a TaKKe [0
0(OPMIIEHUIO PELIENITOB HA HUX.

B cootBerctBuu ¢ mynkrom 14 IlpaBui mofexaT XpaHeHHIO B TeUeHHE TPeX
MECSIEB PELENThI Ha JIeKapCTBEHHbIE IIPENapaThl ONpeAeTIeHHbIX Py (B XKUAKOH
NeKapcTBEHHOH (opme, coxepxkamue Gonee 15 % sTunoBoro crupra or o0bema
roToBOM mpoaykuuM; oTHocsmmecss ATX K aHTHICHXOTHYECKMM CpENCTBaM
(kom NOSA), ankcuonutukam (kox NOSB), CHOTBOPHBIM M CeIaTHBHBIM CpPeICTBaM
(xox NOSC), antumempeccantam (kom NO6A) u He nNoaneKamyUe MPEIMETHO-
KOJIMYECTBEHHOMY YYETy), BBIIIMCAHHBIE Ha pEIENTYPHBIX OnaHkax (hopMsbl
Ne 107-1/y.

ITpu sToM cobmrofieHue HOPMEI 00 OCTAaBIEHWH PELENTOB HA JIEKAPCTBEHHEIE
Ipernaparsl BBIEYKAa3aHHBIX T'PYIIl HE 3aBUCHT OT BPEMEHM MOCTYIUICHUS UX B
alTeYHYI0 OpPraHM3alUi0 U CPOKOB MEHCTBUS pELENTOB, IOCKOJBKY HaHHBIE
JIeKapCTBEHHBIE Tpenaparhl He TOJIEKaT MPEeIMETHO-KONIUYECTBEHHOMY YYeTy, B
CBSI3U C 4YeM He MOKeT ObITh OCYIIECTBIECHA CBEPKA COOTBETCTBHS OCTABJICHHBIX

PELENTOB W OTITYIEHHBIX JIEKAPCTBEHHBIX IPENapaTos.

TpeGoBars mnepeodopmieHus peUenTOB Ha IJI€KAPCTBEHHBIE TIPEIapaThl
YKa3aHHEIX TPy ¢ yaeTHo# dopmbl Ne 107-1/y wa ydernyro dopmy Ne 148-1/y-88
HEIOIyCTHMO.

B Hacrosllee BpeMs MEIWIWHCKHE paOOTHHKH MOTYT BEINHUCHIBATH
BBIIIIEYKa3aHHbBIe JIEKAPCTBEHHbIE MperapaThl pPa3IU4HBIMM CIOCOOaMH, MPUMEHSs
HOpMBbI TpWKaza Munsgpasa Poccum o1 20 gexabps 2013 r. Ne 1175H
«O6 yTBepKIEHHM MOpAAKAa HA3HAUEHMUS U BBHINKUCHLIBAHMS JIEKAPCTBEHHBIX
IpernaparoB, a Takke (OpM pelenTypHbIX OJIaHKOB Ha JIEKAPCTBEHHbIE Tpenaparsl,
nopsiika 0OopMIIEHUS YKa3aHHBIX OJIaHKOB, UX Y4eTa U XPaHEHHUSD)

1) nns manMeHToB, HE SIBISIFOIIMAXCS XPOHMYECKHUMM OOJBHBIMH, - IyTEM
odopmieHHs pelenTta Ha peuentypHoM Omanke ¢opmbl Ne 107-1/y u ykasaHuem
cpoka aeiicteus peuenta «Peuent pefictBureneH B TedeHwe 60 JHEH», a Takxke
KOJIMUYECTBA JIEKAPCTBEHHOTO Mperapara, HeoObXoAuMOoro HarlMeHTy A KypcoBOToO
JeYeHHs: Ha CPOK 10 2-x mecsueB. [Ipu 3ToM B pelienTe cjIeayeT BhIIIUChIBATE OJHO
HaUMEHOBaHHe JIeKapCTBEHHOT'O Mperapara.



SR — e —

Ilpu obGpamenuy B anTeky NAlMEHT JODKEH NPHOOPECTH BCE KOJIMYECTBO
BBIMMCAHHOTO JIEKAPCTBEHHOI'O T[pernapara ¥ OCTaBHTh pELENnT B anTeke JiJis
MIOCIIEAYIOIIET0 ero XpaHeHMS];

2) Julsl IAUMEHTOB, ABNSIOIMXCS XPOHUYECKHME GOJBHBIMA, JIe4eHHe KOTOPBIX
AJTUTENIBHO W NPEBBILIAET 2-X MECSYHOE KypCOBOE JICYCHHE, CIENyeT HMPUMEHSTH
HOpMY, paspeliarolly0 yCTaHaBIMBATh CPOK JIGHCTBHS PEUENTa, BEIMMCAHHOIO HA
petientypHom 6ianke Ne 107-1/y, B npenenax o 1 ropa.

Ilpu sToM peuent nosmkeH ObITH JOMOIHUTENLHO OGOPMIEH: IIPOCTABIAETCS
nomerka «llanmenty ¢ xpoHuueckum 3abosieBaHueM» (PYYHBIM CIIOCOOOM HITH
IITAMIIOM), YKa3hIBAa€T CPOK HeHCTBHs peuenta (or 2-x 1o 12 Mecsues),
NePUOANYHOCTE OTIIyCKa JIEKAPCTBEHHOTO TIpenapara M3 anTekd (eXXeHelelbHO,
eKEeMEeCSYHO M HWHBIE Tepuoanl). JlaHHble yKa3aHHS 3aBEPSIOTCS IOJIHCHIO
JAedalmiero Bpada M €ro JHMYHOM neyaThlo, a TakKkKe I[1eYaThi0 MEIMITMHCKOMN
opraHuzanuu «/lns peuenrony.

ITpu oOpamienny B anTeKky ¢ NEPHOAMYHOCTBIO, YKA3aHHOM B pelielTe, NalueHT
npuobperaeT HeoOXOAMMOE KOJNUYECTBO JIEKAPCTBEHHOTO IIperaparta, W 3abupaer
pEelenT, Ha KOTOPOM (apMalleBTHYECKHI pabOTHHK cieNiall OTMETKY 00 ero OTITyCKe,
JUIS TIOCJIENYIOLIEr0 MOCEIIEHHWs anTeKd. Pelent NnoAie)KUT OCTABJIEHHWIO B alTeke
TOJIBKO TIOCJIE TIOJNYyYeHHWsI MAWeHTOM IIOCNeIHEeH MapTHW BBIMHMCAHHOTO €My
JIEKapCTBEHHOI0 Mpernapara.

3. Ilo Bompocy oTHycKa OSTHJIOBOI0 CIHHPTa H JIEKAPCTBEHHBIX
NpenapaToB, cOAepKAMINX 3THI0BBIH cnnupT (MyHKT 23 Ilpasua).

[lpukazom Ne 403H He ycTaHOBIEHBl OrpaHUYEHHs 1O 00bBEMY OTITYCKa
3THIJIOBOT'O CIIUPTA B YACTOM BH/IE WIK B CMECH 110 PELENTaM.

B cBsi3m ¢ 3TUM S3THIOBBIA CHUPT [O/DKEH OTIYCKAaThesl B KOJIMYECTBE,
BEITTHCAHHOM MEIMITMHCKAM PabOTHUKOM B peLEenTe, HO ¢ y4€TOM YCTaHOBJICHHBIX
OrpaHH4YeHMH 00BbeMa Tapbl CIUPTA TUIOBOTO B 3aBOJICKOH yraKoBKe .

JlekapcTBEHHBIE MpENaparThl, COAEpIKAallhe HDTUIIOBLIH CIMPT (B TOM YHCIE
9KCTEMIIOPAJILHO U3TOTOBJISIEMbIE anTeKou WJIN WHIMBH/lyaJIbHBIM
npenpuHUMATEeIeM, UMEIONMM JIHIEH3MI0 Ha (apMaleBTHUECKYIO NeSTENLHOCTS),
NpefHa3HAYeHHbIe JUIS BHYTPEHHEro NpHUMEHEeHMs, HOMEHKIaTypa KOTOpBIX
BKJIIOYEHA B IIEpeYeHb JIEKAPCTBEHHBIX IPeraparoB /Jil MEAHIIUMHCKOTO TIPUMEHEHNS,
B OTHOLIEHHH KOTOPBIX YCTAHABIHMBAIOTCS TpeOOBaHUS K 00bEMY Tapbl, YIAKOBKE H
KOMILIEKTHOCTH, YTBEpXKIEHHBIH mprkasoMm MunsnpaBa Poccum ot 8 Qespais
2017 r. Ne 471, moznexar OTIIyCKY B Tape, COAepiallell yCTaHOBJIEHHbIH 00BEM
(25 munnunuTpos, 50 MuuTHIUTPOB, 100 MUNITHIHTPOB).

' Mocranosnenne Ipasurensctsa Poceniickoii @exepauuu ot 27 asrycra 1999 r. Ne 967 «O npoussozctse i 0bopore
CIIMPTOCOAEPIKAINX JEKAPCTBEHHBIX CPEACTB ¥ Nap(hiOMepHO-KOCMETHYECKOH Mpoay KLy (CPEACTB)».
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HononuurensHo coobmaem, yto B mpukaze Ne 403H He mpeycMOTPEHBI
HOPMBI OTIIyCKA JI@KaPCTBEHHBIX IIPENapaToB, OTIyCKaeMbIX Oe3 pelienTa Bpaya u
colepxamux npekypcopsl (Hampumep, «Kamus mepmaHrasar, MOPOIIOK»), HIIH
ColepiKallliX Majlble KOJIMYeCTBA HADKOTHYECKUX CPEACTB, IICHXOTPOIHBIX BEILIECTB
H UX TIPEKypCOpOB (Harpumep, «AHIUIAT, TAOIETKN ).

MunncreperBo  31paBooxpanenusi Poccuiickoit  @efepanuy  IIpejIaraet
JOBECTH  JaHHYH0  MHQOPMAalMIO [0  CBeIEHWsS  BCEX  PYKOBOAMTENei
TEPPUTOPHATIBHBIX ~ OPraHOB  YNpPaBIEHUS  3PAaBOOXPAHEHHEM,  alTeYHbIX
OpraHM3aluil W WMHAMBHAYAIBHBIX MpeANpHHAMATENEH, WUMEIOMIMX JIUIEH3HI0 Ha
(papManeBTHYECKYIO NEATEeNIbHOCTh W OCYIIECTBISIIOIIMX OTIYCK JIEKAPCTBEHHBIX
npenaparoB, MEIWLUHUHCKAX OpraHu3auui, OCYIIECTBISIONINX HA3HAYCHHWE H
BBINMCHIBAHHE JIEKAPCTBEHHBIX MPETapaToB.

Jupexrop lenapramenta
JIEKapCTBEHHOT0 00ecreyeHus
W peryJIUpOBaHus 0OpamieHust

MEIUIAHCKAX W3IEIHi ‘//f/ﬂ/ﬁ

Munsapasa Poccun E.A. MakcuMKuHa

Huxomaesa H.M. (495) 627 24 00, 106. 2540



