20.05.2025

MepJkcnepT

2

Cneunanm3snpoBaHHOE OHNaWH-U3gaHne AnA pykoBoauTenem MeamumUMHCKNX
yuypexaeHun u MeauUMHCKUX paboTHUKOB

YTBepXaeHbl HOBble NpaBuna oTnycka
neKkapcTBeHHbIX NpenapaToB B Poccum

[Mpwukasom Munsapasa Poccun ot 07.03.2025 Ne 100H yTBEep>KOeHb! HOBble NpaBuna OTrnycKa nekapCTBEHHbIX
npenapaToB. [JoKyMeHT pernaMeHTMpyeT NopsAoK BbINMUCbIBAHNS 1 OTNYCKa MeAVKaMEHTOB Kak B 0ObIYHbIX
anTtekax, Tak ¥ B MEAULIMHCKNX OpraHM3aunsx u ux noapasaeneHusx B CerbCKUX HaceneHHbIX MyHKTax, rae Het
anTex.

Oco60oe BHUMaHWe yaensaeTca OTnycKy npenaparos, TPeByIoLLIMX CTPOroro yyeta — HapKOTUYECKUX CPeacTB

M NMCUXOTPONHBIX BellecTB. [Ang nux nony4eHus HeoGXoaMMo NpeabaABUTL CreluanbHbIi peLenT yCTaHOBINEHHOM
dopmbl. Mpu 3TOM peLienTbl Ha Takue Npenapartbl AOMKHbI XpaHUTLCSA B anTekax B Te4yeHue NaTu NeT nocne
oTnycka.

HoBble npaBuna Takke 3aTparmesarT 0COGEHHOCTM OTMNycka MMMYHOBMOMOrMYecKk1x npenapaTos Ans
BakumHaumn. Antekn o6si3aHbl IHGOPMMPOBaTh NokynaTterne 06 YCroBUsX TPAHCNOPTUPOBKM U XPaHEHNS TaKUX
MeOUKaMeHTOB, a Npu HeobxoaAMMOCTK obecrneynBaTh NokynaTernei TEPMOKOHTEMHEPaMI U XNaao3reMeHTaMu.

Bce 0 nekapcTBeHHbIX Npenapatax — B «CnpaBoYHMKE N0 MeAULIMHE U 3APaBOOXPaHEHIO»: pasaen
«JlekapcTBeHHbIe cpeaAcTBa» COAEPXUT KOMMIEKC NOMNe3Ho NHpopMaLIMmn 0 peecTpax 1 NepedHsx
NeKapCTBEHHbIX CPeACTB, CTaHAapTax Ha TEXHUYECKME 3afaHus Npu 3aKyrnke MeauUMHCKUX U3Lenuin,
KOMMEHTapUK 1 pa3bsCHEHWS 3KCNepToB, Heobxoaumble obpasLbl U OpPMbI.

B cnpaBoyHMKe Nnerko opueHTUpoBaThCs: MHpOpMaLMs CTPYKTypupoBaHa no pasaenam v nogpasgenam, noboi
MHTepEeCYyoLLNIA Bac 3anpoc MOXHO BBECTM B CTPOKY Noucka — B pesynbrate GyaeTt BbiBefeH CrMCOK
CNpaBoYHbIX MaTepuarnos Mo Ko4YeBbiM CroBam 3anpoca.
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JlekapcTBeHHbIe cpeacTBa

BHumMakne!
YTBepkOeH:! HOBLIE NPABKUNA OTNYCKA NEKAPCTESHHLIX NPenapaToe B Poccun

YTBEDHAEHBI HOBbIE OTNyCKka NekapeTBEHHBIX
npenapatos. [IoKYMEHT pernameHTHPYeT NOPAACK BRINUCEIBAHWA W OTNYCKA MEAMKAMEHTOB Kak B OObi4HLIX anTekax,
TaK ¥ B MEANUMHCKWX OPraHu3auMax W nxX NoAPasAENeHUAX B CENbCKUX HACENEeHHbIX NyHKTAX, [Ae HET anTek.

Ocoloe BHAMAHKE YAENAETCA OTNYCKY Npenapatos, TpeOyioWwMX CTPOrore yHETa - HapkOTMHECKMX CPEACTE W
NCUXOTPONHbIX BELECTS. [NA UX NONy4eHns HeoGXoanMO NPEABABMTL CEUManbHLIA PELENT YCTAHOBNEHHOA (hopMbI.
TPyt 3TOM PELENTL! HA TakHe NPENapaThl AOMKHLI XDAHHTLCA B ANTEKaX B TEYEHUE NATH NET NOCNE OTNYCKA

HoBble NpaBuna Talkoke 3aTparuBaloT 0COGEHHOCTM OTMYCKa MMMYHOGMONOrH4ECKHX NPENapaTos ANA BakUWHaLmMK
AnTeku 00A3aHEl H(POPMUPOBATE NokynaTened 06 yCNoBHAX TPAHCNOPTUPOBKW W XDaHEHHA Takux MeMKaMeHTOs, a
MpH HEOBXOAMMOCTH 0OECNEHHBATL NOKYNATENEH TEPMOKOHTERHEDAMM 0 XNAN03NEMEHTAMH.

n PO yT sa P nNeKapcTBeHHbIX NpenapaTos
MocTaxeenexuem MpasuTenbctea PO or 03.03.2025 Ne 257 yTBepaeHbl Npasvna NpUMEHEHHA MOMOKEeHUR
YACTH 2 CTaTbU 57 ©3 "OG 0GPalEHHA NEKAPCTBEHHLIX CPEACTE". HOBbIE NPABUNA YCTAHABMMBAKT NOPAOK KOHTPONSA

332 000pOTOM NEKAPCTBEHHbIX NPENapaToB Ha OCHOBE AAHHbLIX CUCTEMbI MOHUTOPUHTA UX [IBHKEHUA.
ToCyApCTBeHHER PETCTPaLIA

NexapcTEeHHsIX NpenapaTos
COMACcHO JOKYMEHTY, (DapMaLEBTUYECKHE OPraHU3aLMK 0BA3aHEI NPOBEPATL MHIIODMALMIO O NEKAPCTBEHHBIX

- npenapatax Nepef ux A NPenapaTos, CcNU B CUCTEME MOHHTOPUHTA OTCYTCTBYIOT
[aHHbie 00 WX MASHTUMWKALMM, BBOAE B IPaXJaHCKMH 0OOPOT WNM ECNMU WX NPUMEHEHWE NPUOCTAHOBNEHO
MuHaopasoM Poccuu. Takke 3anDelleHa NDoNaxa NDENapaTos C MCTEKLMM CDOKOM TOOHOCTM WNW Tex. yed ofopor

DapuaLeBTAYeCKan AEATENbHOCTE

A 3HaeTe nu BbI?

YTBepXAeH HOBbLIN MOPALOK NPpOBeAEeHNUA SKCNePTU3bI
npodpeccmnoHanbHOm NPUrogHOCTN PaboTHUKOB

Npukaszom MuHsapasa Poccun ot 25.03.2025 Ne 147H yTBep>KaeH HOBbIN NOPSAA0K NPOBEeAeHNSA 3KCNepTU3bI
npoceccuoHansHON NPUrogHOCTM PaboTHMKOB. HOBbLIN AOKYMEHT 3amMmeHnT cobon npukas MuHsapaea Poccun
o1 05.05.2016 Ne 282H.

CornacHo JOKyYMEHTY, aKCnepTu3a NpoBOAUTCS MEAULIMHCKUMW OpraHM3aunsiMm st onpeaeneHnsi CoOoTBeETCTBUS
COCTOSIHWSA 300POBbs paboTHMKA BO3MOXHOCTM BbIMOSHEHWS MM NOpyYaeMbix BUOOB paboT. PelueHune

O NPUrOAHOCTM UMW HENPUIOAHOCTM K paboTe NpUHMMaeTcst BpavebHoM KOMUCCHMENn Ha OCHOBaHUK
npenocTaBneHHbIX JOKYMEHTOB U obcneaoBaHui. Mpu HEOBXOAMMOCTM CPOK NPOBEAEHUS IKCNEPTU3bI MOXKET
ObITb NpoanieH oo 30 pabounx AHEN.

OTMEeTUM, YTO HOBbLIM MPMKA30M PacLLUMPEH NepeYeHb JOKYMEHTOB, KOTOpble paboTHUK AOMKEH NpeACcTaBUTbL
B MefopraHusaumio Ans NpoBeaeHUst 9KCnepTm3bl NPognpUroaHoCTU.

BmecTe ¢ TeM M3MeHeHWs1 3aTPOoHYNK 1 cocTae BpadebHol komuccun. Tak, npeaceaarenem BpadyebHom
KOMWUCCUN MOXET BbiTb PyKOBOAMTENb MeOAULMHCKON OpraH13aLUmm Unm ero 3aMecTuTenb, KOTopbIi MMeeT
BbiCLLee obpa3oBaHne Mo creumansbHOCTM «NpodnaTonorna» U CooTBETCTBYeT TpeboBaHWsAM
npodgoeccmoHarnbHoro ctaHaapTa «Bpay-npodnatonory.

Takxke OOKYMEHTOM yTBepXaeHa HOBadA gb_opma MeANLUNHCKOro 3aKrto4eHna o NnpurogHoCcTn nnm HenpurogHocTu
K BbINONMHEHUIO OTAENbHbIX BUOOB pa60T.

I'Iop,poGHee C USMEHEHNAMWN MOXHO O3HAaKOMUTBLCA B CrpaBO4YHOM MaTepuane «MeduuyuHckas akcnepmus3say.

MHTENNEeKTyalrlbHOro nouncka.
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CnpaBoYHUK Mo MeaulnHe = X

W 30paBOOXPAHEHMIo
MefuuuHckas peabunuTaius = Martepuan aktyarneH ua 12.05 2025

MnakaTel N MeHUHHE MeauUMHCKas 3KCcnepTu3a

Hudopmuposantoe gobposonsHoe

COTNacHe Ha MeHLMHCKOe

BMeWATeNbLCTBO

BHUMaHKe!

71 .

Yraepiien HOBbIH ROPAOK

CTaHaapTHeIE ONEPaLHOHHBIE
npoueaype! (COM)

» HapkoTW4ecKWe neKapcTBeHHbIe Anukas. . £ Mo 147 "
cpenctea AKa30M M o7 25 e 1471 yTBGPKAEH HOBLI
FIDHIOZHOCTH PAGOTHIMKOB. HOBLIA AOKYMEHT 3aMEHKT CoB0/i NpKka3 MUH3Apasa PoceHM oT 05.05 2016 Ne 2824
b MeaHUHHCEME OCMOTDEI K COrnacHo [okyMexTy, anA COCTORHMA
AuCnaHCePH3ALMR 30posLA pacoTHIKA I SUAOE PaBOT. PEWeHHE O NDHTOAHOCTH MMM HEMPHIOZHOCTH K
pagore i i Ha " . Mpw
~ MeHUMHCKaR 3KCTEepTHA €DOK NIPOBE/IBHIA HENEPTU3bI MOXET BLITs NpoTeH A0 30 pabouix AxeR.
Tz 10 BONPOCaM MEAMLIMHCAL OTMETIM, 4TO HOBLIM MPHKA3OM PACILMPEH Nepeuet AOKYMEHTOR, KOTOPbIe PAGOTHIK AOT¥EH NPEACTABATL B MEADPraHH3aLMI0
3KCNEepTH3
anA
BKenepTiaa BpeMeHHoN BMeCTE C TeM WaMeHeHwa SaTPOHYTIA U COCTaB A Kommccau. Ta, i KOMMCCHM MOXET BuTo
HETDYAOCNOCOBHOCTH i wn ero KOTOPLIA MMEET BuiClee OOPAI0BAHAE MO CNELMAMLHOCTA
" cTanaapTa "Bp:
¥ Meguko-coLmantan KeepTiaa
Taioke [JOKYMEHTOM yTBepizeHa HOBaR (opuia o i 3
DKCNEPTI3a KAHECTES MEAHLMHCKOT OTAENbHbIX BU08 PAGOT
noMouL
BHAMaHKe!

CyaeBHo-MeLMHCKaR SKCTepTHsa

Haitw X

lMowck 8 TEKCTE no (pase v

Kakue npeumyliecTBa ecTb y nonb3oBatenei «MeauuuHa.llpemuym»?
OG6paTtuTtech K npeacraButento «Koaekc» B BalleM permoHe, YTo6bl NONYy4YUTb 4eMOHCTPALMIO U Y3HaTb
060 BCcex BO3MOXHOCTAX cUcTeMbi!
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UcknroyumernbHble asmopcKue u cMexHbie rpasa npuHadnexam AO «Kodekcy.

lMonumuka KoHGbudeHyuanbHOCMU NepcoHarbHbIX OaHHbIX
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