MMPABUTEJbCTBO POCCUMCKOM ®EJEPAIINA

HOCTAHOBJIEHUE
ot 28 Hosiops 2013 r. N 1086

Ob YTBEPXXJIEHHWU ITPABUJI
O®OPMUPOBAHUSA NEPEYHA JTEKAPCTBEHHBIX CPEJICTB,
3AKYIIKA KOTOPBIX OCYHIECTBJIAETCA B COOTBETCTBUH
C UX TOPTOBBIMU HAUMEHOBAHUAMHA

Crnucok U3MEHSIOIINX JTOKYMEHTOB
(B pen. Ilocranosnenus IlpasurensctBa PO ot 03.11.2018 N 1323)

[IpaButensctBO Poccuiickoit @eaepaiuy nMoCTaHOBIISIET:

1. YTBepauts npunaraemeie [IpaBuia GopMupoBaHus NepedHs JEKApCTBEHHBIX CPEJICTB,
3aKyIKa KOTOPBIX OCYIIECTBIISICTCS B COOTBETCTBUU C MX TOPIOBBIMU HAUMEHOBAHUSAMM.

2. Yrparun cuny. - [loctanosnenue Ilpasurensctsa PO ot 03.11.2018 N 1323.

3. [TyHKT 1 HaCcTOSAIIETO MMOCTAHOBIICHUS BCTYMAET B crily ¢ | ssHBaps 2014 T.

IIpencenarens [IpaBurenscTBa
Poccuiickoit ®eneparuu
JA.MEJIBEJIEB

YTBepkKIeHBI

nocra”oBieHueM [IpaBurenscTBa
Poccniickoit ®enepanun

ot 28 Hos6ps 2013 1. N 1086

ITPABHJTA
®OPMUPOBAHUSA NEPEYHSA JTEKAPCTBEHHBIX CPEJICTB, 3AKYIIKA
KOTOPBIX OCYIIECTBJIAETCA B COOTBETCTBUUA
C UX TOPTOBBIMU HAUMEHOBAHUSAMHU

CrnucoK U3MEHSIOMINX TOKYMEHTOB
(B pen. [locranosnenus IlpasurensctBa PO ot 03.11.2018 N 1323)

1. Hacrosmme IlpaBuna ompenensoT MNOPSAIOK (HOPMUPOBAHHUS  YTBEPHKAAEMOTO
IIpaBurenscTBOM Poccniickoit @enepanuu nepedHs JeKapCTBEHHBIX CPEACTB, 3aKYNKa KOTOPBIX
OCYILIECTBIISICTCSI B COOTBETCTBUU C X TOPrOBBIMU HAMMEHOBAHUSAMM (JaJiee - IepeueHb).

2. OcHoBanneMm IJId  BKIIFOYCHHA JICKAPCTBCHHOI'O CpPEACTBAa B TIICPCUCHBL SABJIACTCA
HEBO3MOXHOCTb 3aMCHBI JICKAPCTBECHHOI'O CpPEACTBA B paMKax OJHOI0 MCEKIYHAPOAHOTO
HCIMMATCHTOBAHHOTO HAWMMCHOBAHHA JICKAPCTBCHHOI'0 CPEACTBA WM IHPHU OTCYTCTBUU TaKOT'O
HAaNMMCHOBAHUA XUMHUYCCKOI'0, TpYINIIUPOBOYHOIO HAMMCHOBAHUSA, OIpCACIsIEMad € Yy4ETOM
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nokasaresuei 3pPeKTUBHOCTH U 0€30IacCHOCTH JICKApCTBEHHBIX MpernapaToB. OCHOBaHUEM IS
HCKITIOYEHUSI JIEKAPCTBEHHOT'O CPEICTBA U3 TIEPEUHS SBISIETCSI BO3MOKHOCTD TAaKOW 3aMEHBI.

3. Paccmotpenue Bompoca O BO3MOKHOCTH BKJIKOYEHHS JIEKAPCTBEHHBIX CPEACTB B
nepedyeHb MO0 MCKIIOYEHUs JIEKApCTBEHHBIX CPEICTB M3 IEpe4Hs OCYIIECTBIISIETCS
Me:xBenOMCTBEHHOM KOMHMCCHEN 110 BOIIPOCAaM OXpaHbl 310pOBbsl TpakjiaH (aanee - Komuccus),
II0JIO)KEHUE U COCTaB KOTOPOW YTBEPXKAAOTCS MUHHCTEPCTBOM 31paBooXpaHeHus Poccuiickon
Deneparun, 1Mo 3asgBKaM (HU3NYECKUX U IOPUANYECKUX JIUIIL.

(B pen. ITocranosnenus [IpaButenscTBa PO ot 03.11.2018 N 1323)

4. 3asiBKM HANpaBJIAIOTCSA B (pOpME IIEKTPOHHOTO JOKYMEHTA WM Ha OyMa)KHOM HOCHTEE
B MunucrepctBo 31paBooxpaHeHusi Poccuiickoit @enepanun. dopma 3asiBKM YTBEPKIAETCS
YKa3aHHbIM MHUHHCTEPCTBOM.

5. Paccmorpenue Bompoca O BO3MOXKHOCTU BKJIFOUYEHHUSl JIEKAPCTBEHHBIX CpPEICTB B
nepeyeHb JUOO0 MCKIIOUEHHUsl JIEKAPCTBEHHBIX CPEACTB U3 IEPEeyHS OCYLIECTBISETCS Ha
OCHOBaHUHU  CJCAYIOIIMX JOKYMEHTOB (CBEACHHI), HaXOASAMIMXCA B  PACIOPSIKEHUU
MunucTepcTBa 31paBooxpanenus Poccuiickoit Oenepanuu:

a) OTYETBI O pe3yJbTaTax HUCCIACAOBAaHUN OHOIPKBUBAJICHTHOCTH JIEKAPCTBEHHBIX
IpernapaToB WM  HCCIENOBAaHUM  TepaneBTUYECKOW OSKBUBAICHTHOCTH  JIEKAPCTBEHHBIX
MpenaparoB, MPOBEICHHBIX B COOTBETCTBUU C TNPABWIAMH KIMHUYECKOW TMPAKTUKU, WU
CBeZIeHHs 00 OTCYTCTBUU TaKUX OTYETOB;

0) pe3ynbTaThl AKCIEPTH3bI OTHOIICHUS OXHUIAeMOH TOJIb3BI K BO3MOXHOMY PHCKY
IIPUMEHEHUS JICKAPCTBEHHBIX IIPEIApaTOB;

B) pe3yJbTaThl MOHUTOPUHIA 0€30[1aCHOCTH JIEKAPCTBEHHBIX IPENapaToB.

6. 3asBuTENb BIpPABE MPEACTABUTH YKa3aHHbIE B IIyHKTE 5 HacTtosAumx [IpaBui 10KyMeHTbI
(cBeneHMs1) MO COOCTBEHHOM MHUIMATUBE, a TAKXKE WMHbIE CBEICHUSA, B TOM YHCIE JaHHbIE
MEXIYHapOJHOIO OIbITa MPUMEHEHMs JIEKapCTBEHHBIX cpelacTB (BcemupHoll opranmzanuu
3/1paBOOXpaHeHus1, EBpONeiicKoro areHTcTBa Mo JEKapCTBEHHBIM CPEACTBAM M YTPABICHUS 1O
KOHTPOJIIO 3a OOpallleHWeM MHUIIEBBIX MPOAYKTOB M JekapcTBeHHbIX cpeactB CIIA) u
pe3ysbTaThl ONMYOIMKOBAHHBIX HAYYHBIX HCCIIEIOBAHUH.

7. MunuctepcTBO  31paBooxpaHeHHst  Poccmiickon  @epepanMM  COBMECTHO €
MuHuCcTEpCTBOM IPOMBINUIEHHOCTH U Toprosiu Poccuiickoin ®enepanuu u PenepanbHOU
AHTUMOHOMOJBHON CITy>K00W paccMaTpuBaeT 3asBKU B CPOK, He mpeBblatomuii 30 gHei co aHs
uXx nosyuyeHus. B ciyyae ecnm B yka3aHHBIM CPOK 3asiBKa HE MOXET OBbITh PacCMOTPEHA, CPOK
npojuieBaercs, Ho He Oosiee yemM Ha 30 aHeil, o yeM MUHUCTEPCTBO 3/1pPaBOOXPaHEHUS
Poccuiickoit ®denepanuu uHGOPMHUpYET 3asBUTENs] B NHCbMEHHOW Qopme uiu B (opme
JIIEKTPOHHOTO JOKYMEHTA.

8. C yderoMm pe3yinbTaTOB yKa3aHHOIO B IIyHKTe 7 HacTosAmux lIpaBuin coBMecTHOro
paccMoOTpeHHs 3asBOK MUHHUCTEPCTBO 3/paBooxpaHeHus Poccuiickoit ®enepanun o6001aer
uH(popMalio, HEOOXOIUMYIO JJisi PACCMOTPEHHS BOIPOCAa O BO3MOXHOCTH BKIIIOUEHUS
JIEKapCTBEHHBIX CPEJICTB B MEPEUCHb MO0 UCKITIOUEHUS JIEKAPCTBEHHBIX CPEJCTB U3 MEPEUHs, U
HaIpaBJIe€T COOTBETCTBYIOIIME MPEAJIOKEHUS C MPHIOKEHUEM HEOOXOJIMMBIX JOKYMEHTOB
(cBenenuii) Ha paccmorpenue Komuccun.

(B pen. [locranosnenus IlpaBurenscrea P® ot 03.11.2018 N 1323)

9 - 10. Ytparunu cuiy. - [locranoBnenue [IpaBurensctsa PO ot 03.11.2018 N 1323.

I1. C yuerom pe3ynpTaroB paccMoTpeHuss Komuccuenl mnpeninokeHuil, yKa3aHHBIX B
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nyHkTe 8 Hactosmumx [IpaBun, MunucrepcTBo 31paBooxpanenus Poccuiickoit denepanuu:
(B pen. ITocranosnenus IIpasurenscrea PO ot 03.11.2018 N 1323)

(dbopMupyeT MPOEKT NEpedHs, JICKAPCTBEHHBIC CPEACTBA B KOTOPBIH BKIIIOYAIOTCS IOJ
COOTBETCTBYIOIIMMU MEXAYHApOAHBIMU HENAaTEeHTOBAHHBIMM HAUMEHOBAaHUSMHU WIH TPU
OTCYTCTBHM TaKHX HAMMEHOBAaHUN XUMHUYECKUMH, TPYNIUPOBOYHBIMM HAUMEHOBAHUSIMU C
yKa3aHHEM TOPrOBbIX HAMMEHOBAHUI U JIEKaPCTBEHHBIX (HOpM;

UHGOPMHPYET 3asBUTENS O PELICHUH, IPUHATOM IO €T0 3asiBKE.

12. Ilpoekt akta IlpaBuTensctBa Poccuiickoit ®enepanuu 00 yTBEPKICHUH IEPEUHS
nepen BHeceHneM ero B IIpaBurenscTtBo Poccuiickont denepanuu NoIjIeXUT COTJIACOBAHUIO C
MuHuCcTEpCTBOM IPOMBINUIEHHOCTH M TOproeiau Poccuiickon ®enepanuu, MuHHCTEPCTBOM
¢bunancoB Poccuiickoit deneparuu u OenepaabHON aHTUMOHOIIOIBHOM CITYKO00i.

(n. 12 BBenen Ilocranosnennem IlpaButensctBa PO ot 03.11.2018 N 1323)
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