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Iucsmo PoczapaBHaazopa or 23.10.2020 N 011-2007/20 — O pabore B
denepanbHOil rocyaapcTBeHHON UHGopManoHHO# cucTtemMe MOHUTOPHHIA
ABUKeHHUsI JiekapcTBeHHbIX npenaparos (®I'UC M/IJIIT) — Bmecre ¢
MeTonu4ecKUMH PeKOMEHIALUAME Cy0ObeKTaM o0palleHus JIeKapCTBEHHbIX
CPEeACTB, OCYIIECTBJIAIIUM PO3HUYHYI0 TOPTOBJII0 JEeKAPCTBEHHBIMH
npenapaTamMmu JJisi MeIMIMHCKOr 0 IPUMEHEHUS M OTIYCK JIEKAPCTBEHHBIX
NpenaparoB €O CKUAKOM M0 pelenTy Ha JIeKAPpCTBEHHbIE NpenapaTbl —
JlelicTBYIOLIas IePBasi peAaKuust

denepanpHas ciyx0a 1o HaA30py B chepe 3ApaBOOXPAaHEHUs pa3MellaeT Il UCIIOIb30BAHUS
anTeYHbIMU OpraHM3alMsIMU IpU paboTe B CHUCTEME MOHUTOPUHIA JIBUXKEHUS JIEKapCTBEHHBIX
npenapaToB "Meroauyeckue peKkoMeHJaluu cyObeKTaM oOpallleHHsl JIEKapCTBEHHBIX CPEJCTB,
OCYILIECTBJISIOIUM PO3HUYHYIO TOPIOBJIIO JIEKAPCTBEHHBIMH IpernapaTaMy Uil MEIULHHCKOrO
IIPUMEHEHUS U OTIIYCK JICKAPCTBEHHBIX IIPENapaToB CO CKUAKOM MO peLenTy Ha JICKapCTBEHHBIE
npenapatbl”, paspaboTtanHbie LleHTpoM pa3BUTHUS MEPCHEKTUBHBIX TEXHOJIOTHil.

[Tpunoxenue

MeToanuyeckue peKOMeHIauuM cy0ObeKTaM o0palleHusi JIeKapCTBEHHbIX
CPEACTB, OCYIIECTBJIAIONIUM PO3HUYHYIO TOPIOBJIIO JEKAPCTBEHHBIMH
npenapaTamu JJisi MeAUIMHCKOr 0 PUMEHEHHUS M OTIYCK JeKapCTBEeHHbIX
NpenapaToB O CKMIAKOM 10 pelenTy Ha JIeKApCTBEeHHbIE Npenaparbl

B coorBerctBum ¢ nyHkrom 51 IlojmoxeHuss o cucreMeé MOHMTOPHUHIA JIBM)KEHUS
JIEKapCTBEHHBIX INpPENapaToB JJIsi MEIULHUHCKOI'O NMPUMEHEHHUs, YTBEPXKJEHHOIO MOCTAHOBIEHHEM
[IpaButensctBa PO ot 14.12.2018 N 1556, cyOBekThl oOpalieHUsl JIEKapCTBEHHBIX CPEICTB,
OCYLIECTBIJISIIOIME PO3HUYHYIO TOPrOBJI JIEKAPCTBEHHBIX MPENapaToB Uil MEAUIIMHCKOIO
IIPUMEHEHUSI U OTIIYCK JICKAPCTBEHHBIX IIPENapaToB CO CKUAKOM MO peLenTy Ha JICKapCTBEHHBIE
Ipernaparbl, MApKUPOBAHHBIX CPEACTBAMM UACHTU(UKALMHU (Jlaree cOOTBETCTBEHHO — [lonoxeHue,
JIEKapCTBEHHbIE IpernapaThl, aNTeYHble OpraHU3alMu), NPEACTABIAIOT CBEICHMUS O BBIBOAE U3
000pOTa JIEKapCTBEHHBIX MPENapaToB ¢ UCIOJIb30BAaHUEM KOHTPOJIBHO-KaCCOBOM TEXHUKHU.

AnTeyHas opraHuzainus —o0OecredyMBaeT CKaHMPOBAHHME CPEACTBA  HMACHTH(UKAIIWH,
HaHECEHHOr 0 Ha YIAKOBKY JICKAPCTBEHHOrO Iperapara, Py OCYIIECTBICHUH PO3HUYHON MPOAaKU
WA OTITYCKa CO CKHUJKOH IO perenTy JEeKapCTBEHHOro IMpernapaTa, MapKHpPOBAaHHOT'O CPEICTBAMHU
UJCHTU(PUKALIUH.

OOpamaeM BHUMaHUE, YTO CBEACHUS O POSHUYHOHN Ipoja)xke JIEKapCTBEHHBIX MPENapaToB U
OTITYCKE JIEKAPCTBEHHBIX MPENapaToB CO CKUIKOW MO PElenTy NOCTYNalT B CUCTEMY MOHUTOPUHTA
OT OIlepaTOpPOB (PUCKAJIBHBIX JAHHBIX HE3aBHCUMO OT HAJIMYHUS B CHCTEME MOHUTOpPUHTA:

- KBUTaHIMH O 1npuéMe (yCICIIHOM/HEYCHEeIIHOM) paHee IepelaHHbIX aNnTeyHOU
opraHu3anueil B CHCTEMY MOHUTOpPUHTA CBEJIEHUI O Ipu EMKE JIeKapCTBEHHBIX ITPENapaToB;

- paHee 3aperucTPUPOBAHHOIO IIOCTABIIMKOM JIEKAPCTBEHHBIX IIPENAapaTOB B CHUCTEME
MOHHUTOpPUHIA MOATBEPXKIECHUSA TOCTOBEPHOCTU CBEAECHHUH O NEPEJaHHBIX alTEYHON OpraHu3aluu
JIEKapCTBEHHBIX IIperapaTax.
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B cBs3m c BhlIEyKa3aHHBIM H B LeNIX OecnepeOOWHOrO oOecredyeHus TpaxkaaH
JICKApCTBCHHBIMU ITPCIiapaTaMu aliITCUHBIM OpraHu3alusiM pEKOMEHAYCTCA:

- OCYWCCTBJIATH PO3HUYHLIC MIPOAAXKH JICKAPCTBCHHLIX IIpElapaToB YCPE3 KOHTPOJIbHO-
KaCCOBYIO TCXHHUKY Cpa3y IMOCJIC OTHPABKH B CUCTCMY MOHUTOPUHIA CBCI[eHI/II‘/JI O MOCTYIUBIINX B
AIlITCYHYIO OPraHU3alHui0 JICKAPCTBCHHBIX IPClapaTax, HC HOXUAAACh PC3YJIbTATOB OCYICCTBIICHUA
MPOBEPKU HAJIMYHUS B CUCTEME MOHUTOPHUHTIA YCIEIIHO 3aPErMCTPUPOBAHHBIX CBEAECHUM O MPUEMKE
JICKApCTBCHHOI'O Ipfrapata HWJIA MOATBCPKACHUA HpI/IeMKI/I TaKUX JICKAPCTBCHHEBIX IIpCriapaToB
IIOCTaBIIIMKOM;

- OTKJIFOUHUTH B TOB&pO-y‘Ié’THOﬁ cucreMe M30BITOYHBIE JOITIOJIHUTCIBHBIC IMPOBCPKHU CTATyCa
JICKApCTBCHHLIX MPLCIapaToB B CUCTEMEC MOHUTOPUHIA B YAaCTH YCTAHOBJICHUS IMPUHAIJICKHOCTU
JICKapCTBEHHOT O Mpenapara anTeqyHod OpraHu3aliy Ipy peau3alid JIeKapCTBEHHBIX MPErapaToB
MOTPEOUTENIO;

- B Cllyd4ae MCIOJb30BaHUS KacCOBOTO MPOrPaMMHOr0 OOECleyeHHs, OCYIIECTBIISIONIETO
JIOTIOJIHUTEINIbHBIE POBEPKH B CHCTEME MOHUTOPHHTA MIPU peasln3allii JeKapCTBEHHBIX MPernapaToB
oTpeduTeNnto, oOpaTUThCA B OPraHU3allMIO, OCYIIECTBISIONIYI0 pPa3paboTKy, MOIEPHU3AIMNIO U
MO/IJIEPXKKY TAKOTO MPOTPAMMHOTO 00eCredeH s, C IEIbI0 OTKIIOYECHUSI MEXaHU3MOB N30BITOYHOTO
KOHTPOJIS;

- 00ecIeunTh CBEPKY C PEecTpOM 3a0JIOKMPOBAHHBIX W OTO3BAHHBIX CEPHH JIEKApPCTBEHHBIX
MpenapaToB, MOAJICKAIIUX peall3allii MOTPEOUTENt0, ¢ MEePUOIUYHOCTRIO He Oojee 2-X pa3 B
CYTKH.
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