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M3meHeHmns, KOTOpble BHOCATCA B HEKOTOPbIe MpuKasbl MUHUCTepCTBa 30paBoOXpaHEHNUS
1 coumansHoro passutua Poccuitckon ®epepauunm n MuHncTepcTaa 3apaBooXpaHeHuns
Poccutickon ®epepaumn

1. B npukaze MuHucTepeTsa 3ApaBOOXPaHERUA 1 COUMANLHOTO paseuTus Poccuiickoit degepauyu o 26 asrycra 2010 r. Ne 7501 «06
YTBepX/eHUM NPaBIA NPOBE/AEHNS 3KCTIBPTI3bI NIeKApCTBEHHbIX CPEACTB AN MEAVLIMHCKOTO NPUMEHEHUS i (DOPMbI 3aKNIOYEHNS KOMICCUY
3kcnepTo» (3aperucTpuposa MuHrcTepcTBoM tocTumuu Poccuitckoit Pepepauum 31 arycta 2010 r., pernctpaumonHbiit Ne 18315) ¢ name-
HEHUAMM, BHECEHHBIMY Npkasom MurucTepcTsa 3apaBooxpaHerus Poccuitckoit depepaumy ot 13 gexabps 2012 r. Ne 1041+ (3apeructpu-
posan MurucrepcTeom tocTuimm Poccuitckoit Genepaum 10 anpens 2013 r., peructpaumontbiil Ne28082):

a) B npunoxeuy No 1 (npaBuna npoBeeHNS AKCREPTU3LI NEKAPCTBEHHBIX CPEACTB ANA MENLIHCKOTO NPUMEHEHNS):

TIYHKT 15 U3NOXWTb B CrielyloLLeit pefaKLuy:

«15.Mpu npoBe/eHY 3KCNBPTU3bI NEKaPCTBEHHbIX CPEACTB HE IONYCKAETCA UCTPEGOBATD Y 3AABUTENA NGO MHBIX UL MaTepUabl, Heob-
XORVMbIE i1 IPOBEAEHUS IKCNEPTU3bI.

B cny4ae HeA0CTATOYHOCTY NPE/ICTABAEHHbIX 3KCNIEPTY MATEPUANOB ANA 34U 3aKNIOHEHUS SKCEPT CTABUT BOMPOC O NPEACTABNIEHUM eMy
HEOGXORMMbIX MaTEPHAINOB Nepef PYKOBOAUTENEM 3KCMIEPTHOrO YHPEXIEHUS, KOTOPbIN OGPALLAETCS ¢ COOTBETCTBYIOLMM 3anpocom B Muku-
CTepCTBO.

Bpemsi co AHs HanpaBneHus 3anpoca 3KCNePTHOTO YHPEXAeHUs B MUHUCTEPCTBO A0 AHS NONYHEHMS SKCNIEPTHBIM Y4PEXACHUEM OTBETA HA
3anpoc Wwm yBeaomneHna MHUCTEPCTBA O HeNpeCTaBAGHIM 3aRBIUTENIEM OTBETA Ha 3aNPOC HE YHUTLIBAGTCA NPU UCHUCNIEHUY CPOKa NpOBe-
JieHWs 3KCNEPTU3b! NeKapCTBEHHOTO CPe/CTBa.»;

nognyHKT 1 nyHira 30 U3NOXWUTH B CReAYHOLLEN peaakumu:

«1) OTH4eT 0 pesynsTaTax JOKNUHMYECKOTO MCCIEA0BAHMS NIEKAPCTBEHHOTO CPEACTBA AN MEAMLIMHCKOTO NPUMEHEHNS, COAEPKaLLIM Onu-
CaHwe, Pe3ynbTaTbl ¥ CTATUCTUYECKUI aHANU3 PE3YILTATOB JAHHOTO AOKMMHUMECKOTO UCCNE0BaHUS; »;

6) B npunoxetun No 2 K npukay (chopma 3aKn4eHMs KOMUCCUM SKCTIEPTOB N0 IKCNEPTU3E AOKYMEHTOB ANA NONYEHNUS PaspeLLieHiA Ha
NpoBeeHHe KIMHUHECKOTO UCCTIefOBAHMS NIEKApCTBEHHOMO Npenapara Ans MeJVLMHCKOTO NPUMEHEHNS):

L0NONHUTL NyHKTaMK 1.5 — 1.5° crieayiowero cogepxxanms:

:15.;5‘kfbaw;mmpanesmecm Tpynna no aHaToMo-TepaneBTU4ECKO-XUMUHECKOI Knaccudukauum (nanee — ATX)

5% Kop

1.5%. TIPOTOKOA KNMHIIECKOrO MCCNEAO0BAHNA (KO, HAUMEHOBaHHe, BEPCHA)

TYHKT 4.6 NOCNE CNIOB «/ANA ME/IMLIMHCKOro NPUMEHEHNA» AONOMHITL CAIOBAMY «M €70 OLIEHKa»;

[AONOAHUTL MYHKTOM 5 CieQyIOLLEro CoAepXaHus:

«5. 06174 BbIBOA NO PE3yMNLTATaM SKCEPTU3bI: NPOBEEHUE KNUHMYECKOrO UCCNBA0BAHMS (MCCNEOBaHNA GUOIKBUBANTBHTHOCTY U (Wnk)
TEPaNesTMHECKON SKBUBANEHTHOCTI) NEKAPCTBEHHOMO NPENapata ANs MEAULUHCKOrO NPYMEHEHUS

(BO3MOXHO MiIN HEBOMOXHO)»;

B) npunoxenue No 3 k npukasy (hopma 3aKNioeHUs KOMUCCUM BKCMIBPTOB MO 3KCTIEPTI3E K4ECTBA NeKaPCTBEHHOTO CPEACTBA U SKCMep-
TU3€ OTHOLLIEHNA OXWIAeMOI M0/Tb3bI K BOSMOXXHOMY PICKY NDUMEHEHIA IeKaPCTBEHHOrD Npenapara ns MeAMLIMHCKOTO NPUMEHEHNS)
[LIONONHUTL NYHKTOM 5 CREAYIOLLEro CoRepKaHus:

«5. 06LLWi BbIBOA MO Pe3yNbTaTam SKCMepTUsbL:

Ka4eCTBO /1EKAPCTBEHHOTO CPEfCTBA

(MOATBEPXQEHO MM HE MORTBEPKAEHO)
3chheKTMBHOCTL NEKAPCTBEHHOTO CPEACTBA

(nonTBEpXKAGHA Ui HE NOATBEPXAEHa)
6630NaCHOCTb IEKAPCTBEHHOTO CPeACTBA

(nonTeepxaena um He NOATBEpXeHa)
0Xnaaemas nonb3a NPYUMEHEHS NIeKAPCTBEHHOTO NPENapaTa NPeBbILLIAET (He NPEBbILLAET) BOIMOXHLIN PUCK NPUMEHEHNA NIEKaPCTBEHHOrO

npenapara R
(NpeBbILIAET NN He NPeBLILLAeT)

B COOTBETCTBUM C HeM MeAULIMHCKO. NPUMeHeHUe NeKapCTBeHHOTO Npenapara,

(BOSMOXHO MN HEBOSMOXHO)»;

r) npunoxexue Ne 4 k npukasy (cbopma 3aKn04eHUS KOMUCCUM SKCTIBPTOB NO 3KCNEPTU3E KadecTBa (PapMaLeBTUIeCcKOM CyGCTaHLMM,
HeUCNoNb3yeMoit NPY NPOU3BOAICTBE 1EKAPCTBEHHbIX NPENapaTos ANA MEAULMHCKOro IPUMEHBHNS) AONONKHUTL NYHKTOM 5 cnefiyiouiero
COpepXaHMA:

«5. 061LLui BbIBOZ N0 peaynbTaTaM SKCRepTU3bi:

Ka4ecTBo (hapMaLeBTNHECKOi CyOCTaHUMM s
(OATBEPXASHO UM HE NOATBEPXAEHD)

B COOTBETCTBIM € HEM BKMI0YeHMe (hapMaLieBTUHECKOR CYGCTaHLIMK, HEUCTIONb3YeMON NPY NPOU3BOACTBE NEKAPCTBEHHBIX CPEACTB, B TOCY-

[APCTBEHHbI PEECTP NIeKaPCTBEHHbIX CPEACTB

(BO3MOXHO 111 HEBOBMOXHO)».

2. B AnMuHMCTPaTHBHOM pernamenTe MunucTepcTea 3apaBooxpaHeHita Poceuiickoi deaepaumu no NPei0CTaBNEHMIO roCYAapCTBEHHOM
YCAYTY N0 FOCYAAPCTBEHHOM PErUCTPaLMM NEKAPCTBEHHbIX NPENapaToB ANS MEAUUMHCKOO NPUMEHEHNS, YTBEPXK/EHHOM NpiKasom MuHu-
CTepcTBa 3apasooxpaqenus Poccuickon Gepepaumu ot 22 oxkTa6ps 2012 r. Ne 4284 (3aperucTpuposaH MuHKCTepCTBOM tocTULMK Poccuii-
ckon Gepepayum 3 wions 2013 1., peructpaunorHbiii Ne 28372) ¢ usMeHeHUAMM, BHECEHHbIMM NPUKa3om MuHKCTepCT8a 3apaBoOXpaHeHms
Poccwiickoit ®epnepaumu ot 7 oktacps 2013 r. Ne 704 (3aperucTpuposat MuHKCTEPCTBOM toCTULMM Poccuitckon Oeaepauun 14 Hoabpa
2013 ., peructpaumonHblit Ne 30377) (aanee — AAMUHIACTPATUBHDIA PErNaMenT):

a) BnyHKTe 21:

B8 NOANYHKTE 2 OCNE CNOB «B HENOMHOM 06LemMe» AONONHUTL CROBAMU «, HENpE/CTABNIEHME 3aRBUTENEM B YCTAHOBAGHHBI CPOK OTBETA
Ha 3anpoc MuHaapasa Poccum B COOTBETCTBUM CO CTaTbAMU 19, 22, 23, 29, 30 PepepanbHoro 3akona ot 12 anpens 2010 r. Ne 61-03 «06
06paLLeHu NeKapCTBEHHBIX CPEACTR;

a63aL| CenbMOi NPU3HATD YTPATUBLLIMM CURY;

6) AONOAHUTL NYHKTOM 21.1 CREAYIOLLIEro COAePXaHUs:

«21.1. OcHOBaHMeM ANA NPUOCTAHOBNEHWA NPEAOCTABNEHUA FOCYAAPCTBEHHON YCNyry SBnseTcs Hanpasnenve Munsapasom Pocoun
3anpoca 3asBUTENIO 06 YTOUHEHUM CBEAGHUIA B NPeCTaBNEHHbIX M MaTepUanax B COOTBETCTBMN CO CTaTbaMit 19, 22, 23, 29, 30 DepepanbHo-
ro3akona ot 12 anpens 2010 r. Ne 61-03 «06 o6paLiieHit NeKapCTBEHHbIX CPEACTB».»;

B) NOANYHKT 2 MyHKTa 39 NPU3HaTL YTPATUBLIKM CUnY;

T) AONONHUTL NyHKTOM 40.1 CNeAYIOLLEro COABPMAHMS:

«40.1. B cnyuae BbIABNEHIS HEAOCTOBEPHOCTY CBE/IEHMI, COLEPXALLMXCS B NPEACTaBEHHbIX 3aABUTENEM MaTepHanax, OTBETCTBEHHbIN
VCTIONHUTENb NIOArOTABNNBAET IPOEKT 3aMPOCa 06 YTOUHEHIM YKa3aHHbIX CBEJIEHNH, KOTOPbIi COrTIACOBLIBAETCA HAYANbHUKOM OTAENA U NOf-
NUCLIBAETCA APEKTOpoM [lenaptamenTa (3amecTuTenem aupekTopa [lenapramenTa) B Te4eHe 0HOT0 paboyero AHs.

[latHblit 3anpOC MOXET 6bITh NepeaaH yNonHOMOYeHHOMY NPEACTABUTENIO 3asBUTENA IMHHO NOA PACTIMCKY, HANPABMEH N0 NOYTe 3aKas-
HbIM IUCHMOM WiIH flePefiaH B 3NeKTPOHHOM chopME 10 TeNeKOMMYHUKALVIOHHbIM KaHanam cBA3u. B ciyyae HanpassieHys RaHHOT0 3anpoca no
TI0YTE 3aKABHBIM NMCHMOM OH CYATALTCS NOMYHEHHbIM NO MCTEYEHMI LUBCTH AHei! C AaTbl HANPABIIEHWS 32KA3HOTO MUCHMA.

Co AHs HanNpaBNEHA 3aABUTENIO 3aMPOCa 06 YTOHEHU CBEIeHWN A0 AHS NONY4EHUA OTBETA HA 3aNPOC NPUOCTAHABIUBAETC NATUAHEB-
Hblit CPOK NPOBEIGHIS IPOBEPKY NOAHOTbI U IOCTOBEPHOCTY CBELEHMIA, COLIEPKALLMXCA B NPEACTABNEHHLIX 3aABUTESNEM MATEPUANaX, v Npu-
HATUS PELUEHNS O BbIa4e 33/JaHNA HA NPOBEJEHME SKCNEPTU3b) JIeKapCTBEHHOTO CPEJCTBa.»;

1) B ab3aLie nepBoM nyHKTa 41 CROBO «IW» 3aMEHNTL CRIOBAMU «, HEMPE/CTABNIEHIE OTBETA 3aABUTENEM B TEYeHUe AeBAHOCTA PAGOHMX
[Hel CO iHA NofyyeHus 3anpoca Muraapasa Pocciu 06 YTO4HeHM CBE/IeHIN, HANPAB/IEHHOTO B COOTBETCTBUM C NyHKTOM 40.1 AIMUHUCTpa-
TUBHOIO PErnameHTa, UK NpezCTaBeHne»;

) B nyHkTe 45:

[IOMONHUTL HOBLIMY 363aLIAMY BTOPbIM — LUIECTBIM CIIEYIOLLEro COREpMaHMA:

«[pu noctynnexuu B8 Muxapae Poccuy 3anpoca pyKoBOAWTESS SKCMIEPTHOTO Y4PeXAEHHs 0 NPEACTABNEHMM HEOGXOAUMBIX Ans NpoBe-
[ieHWsi 3KCNEPTU3bl IEKAPCTBEHHBIX CPE/CTB MaTepuasos, HanpaBeHHOro B COOTBETCTBUM CO CTaTbel! 16 DefiepanbHoro 3akoHa ot 12 anpens
2010r. Ne61-®3 «06 0GpatLieHnit 1eKapCTBeHHbIX CPEACTB», JaHHbI 3aNPOC B TEUeHYe OAHOTO paGo4ero AHA perucTpupyercs flenaptamen-
TOM YNpaBneHus ieN1amu 1 KfIpoB 1 fepejjaeTcs B [lenaptameHT.

B TeueHme 04HOrO paGoyero AHA CO AHA NOCTYNNEHWS 3aNPOCa IKCNEPTHOrO YUpeXxXeHUs B [lenapTameHT HauanbHK 0Taena HasHayaeT
OTBETCTBEHHOrO UCMONHUTENS 110 PACCMOTPEHMIO AAHHOTO 3aNPOCA, KOTOPbIM B Te4eHMe ABYX PaB04UX AHei CO AHS HA3HA4eHIA OCYLLIECTBAS-
€T OLiGHKY NOCTYNUBLLEro 3anpoca s ONPe/eNeHA ero COOTBETCTBUA 3afAHUIO HA NPOBE/EHNE COOTBETCTBYIOLLGH SKCMIEPTHU3bI 1 FOTOBUT
TPOEKT 3aMpoca 3asBUTENIO O NPE/CTABNEHIN HEOGXOAUMBIX MATEPUANIOB.

MpoexT 3anpoca 3aRBUTENIO COTNACOBLIBAETCA Ha4anbHIKOM OT/AE/a U NOANMCHLIBAETCA ANPEKTOPOM [enapTameHTa (3amecTuTenem
AupeKTopa [lenapTaMeHTa) B Te4eHUe OFIHOTO PaGOYero AHs.

3anpoc MOXET GbiTb Nepe/iaH YTIONHOMOUEHHOMY NPEACTABUTENIO 3aABUTENS SIUYHO NOJ PACTIMCKY, HANPABIIEH NO MOYTE 3aKA3HBIM NUCh-
MOM WIW NIEPEaH B ANEKTPOHHOM ChOpME NO TENEKOMMYHIKAUMOHHBIM KaHanam cBA3K. B Cny4ae HanpasneHns AaHHOr0 3anpoca o noyre
3aKa3HbIM TACHMOM OH CYUTAETCS NONYYEHHbIM 110 UCTEYEHMY LLECTY JHEN C AaTbl HANPABTIEHNS 3aka3HOrO MUCbMA.

OtseT 3anBUTENs Ha 3anpoc Mukxaapasa Poccun pervcTpupyetcs [lenapTamMeHToM ynpaBneHis Aenamu v Kaapos v nepeaaetcs 8 [enap-
TAMEHT B TeHEHNE OIHOrO PAGOEro AHs CO IHA ero NOCTYNEHUs.

B TeeHMe 0IHOTO PaBOHEro AHs CO AHA NOCTYMeHMs B [lenapTameHT 0TBeTa 3asBuTeNs Ha 3anpoc Mu3pasa Poccun HavanbHik oTaena
Ha3Ha4aeT OTBETCTBEHHOTO UCTIONHUTENS MO PACCMOTPEHMIO OTBETA 3aABUTENS, KOTOPbIil B Te4eHWe ABYX PaGO4MX AHEH CO AHA HasHa4eHUs
eroem NPOEKT CONPOBOAUTENLHOIO NUCLMa B IKCMIEPTHOE YHPeX/eHHe, C IPUROXKEHNEM K HEMy OTBETa 3asBUTENs Ha 3anpoc MuHaapasa

0CCUM.

TIpoeKT CONpOBOAUTENLHOTD MUCLMA B IKCMIBPTHOE YIPEXAEHMUE C NPUNONEHNEM OTBETA 3asBUTENS COrNACOBLIBABTCA HAYANbHUKOM
0TAena, NOANUCHIBAETCA ANPEKTOpoM [lenapTamenTa (3aMecTuTenem Aupextopa [lenapTamenTa) # HanpaBnAeTCs B KCHEPTHOE YHPeXxIeHUE
B TE4eHME 1BYX pab0ux AHed.

Bcnyyae HenpeacTaBneHus 3assuTenem 0TBeTa Ha 3anpoc Munaapasa Poccuy no ncTeeHun AeBsHoCTa paboumx e Munaapas Poccuu
BTeHEHHE NATY PAGOYMX AHEi! HANPABNSIET B IKCNEPTHOE YHPEXAEHE YBEAOMNEHNE O HENPE/CTABIEHIN 3a5BUTENEM 0TBETA Ha 3aNpoC»;

a63al| BTOPOi C4uTaTh a63aUeM CeibMbIM;

) a63at| nepsbIii NYHKTa 56 nocne CNOB «NPOBEPKY NONHOTHI» RONONHUTL CROBAMM « AOCTOBEPHOCTI»;

3) IONOAHUTH NYHKTOM 56.1 cneaytoLLero CoRepxaHus:

«56.1. B cnyyae BbIABNEHWA HENOCTOBEPHOCTY CBE/IEHHIA, COAPKALLMXCS B NPEAICTABAEHHbIX 3asBUTENEM MaTepUasiax, OTBETCTBEHHbII
WCTIONHMTENb NOATOTABAVIBAET IPOEKT 3aMPOCa 06 YTOUHEHMM YKA3AHHBIX CBEJIEHNI, KOTOPIF COTNAcoBLIBACTCA HAYANIbHUKOM OTZIENa 1 Nof-
TMCLIBAETCA AMPEKTOPOM [lenapTameHTa (3amecTuTenem AupekTopa flenapramenTa) B Te4eHUe OAHOTO PaGOoNero AHA.

[laHHblit 3aNpoC MOXET GbiTb NEPefjaH YNOAHOMO4EHHOMY NPEACTaBUTENI0 3aBUTENA NMHHO NMOA PACNMCKY, HANPABNEH NO NOYTE 3aKa3-
HbIM MUCHMOM W flepefiaH B 3NEKTPOHHON chopMe N0 TENEKOMMYHUKALMOHHDBIM KaHaNaM CBA3W. B cnyyae HanpaerieHus AaHHOT0 3arpoca no
TOYTE 3aKa3HbIM MMCbMOM OH CHATAETCS NOMYHEHHBIM 110 MCTEHEHMY LUIBCTY eI C aTbl HANPaBJIEHWS 3aKa3HOTO NUCbMa.

Co it HanpaBeHA 3asIBUTENHO 3aMPOCa 06 YTOUHEHY CBEAEHWN A0 AHS NONY4eHUS OTBETA Ha 3aNPOC NPUOCTAHABAWBAETCA NATUAHEB-
Hbli CPOK NPOBE/IEHUA NPOBEPKYA TONHOTb! U IOCTOBEPHOCTY CBEAGHWA, COLIBPKALLMXCA B NPEICTABINEHHBIX 3aABUTENEM MaTepUanax, u npu-
HATUS PELLIBHS O BO3OGHOBNEHWM FOCYAAPCTBEHHOM PErvcTpaLMy SiekapCTBEHHOrO NPenapara v NPOBeACHIY 3KCTIEPTU3b! Ka4eCTBa NeKapeT-
BEHHOTO CPE/ICTBA ¥ SKCMEPTI3b! OTHOLLIEHIS OXWAIEMO NONb3bI K BOSMOXHOMY PUCKY NPUMEHEHIA NEKaPCTBEHHOTO Npenapata Anst Meau-
LMHCKOTO NPUMEHEHUA. »;

) a63at| TpeTUi NYHKTA 57 N3N0XUTL B CeAyloLLeit pefaKuum:

«OCHOBaHMEM /5l 0TKa3a B BOIOGHOBIIEHIM FOCY/IAPCTBEHHOM PErvCTPaUyi NeKapCTBEHHOTO npenapara ! NpoBeCHMM 3KCNEepTU3LI
Ka4ecTBa NeKapCTBEHHOrO CPEACTBA U SKCTIEPTU3bI OTHOLIEHNSA 0XUAAEMO NONb3bI K BO3MOXHOMY PUCKY NPUMEHEHUS NEKAPCTBEHHOIO
npenapara sBfAeTCs NPE/CTaBAEHNE JOKYMEHTOB, YKa3aHHbIX B TYHKTE 52 AQMUHNCTPATUBHOIO PErTIaMeHTa B HEMOSTHOM 06beme, Henpes-
CTaBNEHue OTBETA 3aABUTESNIEM B Te4eHMe AeBAHOCTA PABOYMX AHEi! CO AHS NONYy4eHus 3anpoca Miutiagipasa Poccuy 06 YTOMHEHUN CBEAEHU,
HanpaBEHHOro B COOTBETCTBYAMN € NYHKTOM 56.1 AQMUHUCTPATUBHOTO PEraMeHTa, OTBETA Ha AaHHbIi 3anpoC, a TAIOKe NPe/ICTaBNeHNe [oky-
MEHTOB, He COAeXKALLMX UCHEPNbIBAIOLLEr NEPeYHs HEOGXOAUMBIX CBEACHU.»;

K) AONONHATb NYHKTOM 77.1 CReAYIOLLIEr0 COAEPXaHNS:

«77.1. B cnyyae BbISBNEHVA HEZIOCTOBEPHOCTY CBEABHWNA, COAIBPKALUNXCS B NPE/CTABNEHHBIX 3aABUTENEM MaTepuanax, OTBETCTBEHHbIA
VICTIONHWUTENb NIOATOTABAMIBAET NPOEKT 3aMpOca 06 YTOYHEHM YKa3aHHbIX CBE/IEHHH, KOTOPbIV COTTIACOBBIBAETCA HAYALHUKOM OTAENa U Of-
nucbIBaeTCA AupeKTopom [lenaptamenTa (3amecTuTenem aupekTopa [lenapramenta) B Te4eHme OfIHOr0 paboyero ks

[laHHbIit 3aNPOC MOXET GbiTb NepefiaH yNOTHOMOYEHHOMY MPeCTABITENIO 3asBUTENS JIMHHO NOA PACTIMCKY, HANPABAEH NO NOYTe 3aKa3-
HbIM IUCHMOM WAV TIEPefaH B 9NeKTPOHHOI thopME N0 TENEKOMMYHUKAUVOHHBIM KaHanam cBA3Y. B ciiyuae HanpasneHus 1aHHoro 3anpoca no
NoYTe 3aKa3HbIM NMCLMOM OH CYUTABTCSA NIOMYHEHHBIM NO MCTEYEHNH LLECTY JHEil C AaTbI HANPABAEHWS 3aKa3HOT0 NNCHMA.

Co fiHA HanpaB/eHNs! 3aABUTENIO 3aNPOCa 06 YTOHHEHNUY CBEASHMIA 10 [HA NIONYYEHNA 0TBETA HA 3aNPOC NPUOCTAHABNMBAETCS ASCATUIHEB-
HbIVi CPOK NPOBEAEHSA NPOBEPKIA NOSHOTbI ¥ A0CTOBEPHOCTM CBE/IEHMN, COABPXALLMXCA B NPEACTABNEHHBIX 3asBUTENeM MATepuanax, 1 npuxs-
TSt PELUIEHA O NPOBEJIEHAMN UK 06 0TKA3e B NPOBEJEHNY IKCNEPTI3bI OTHOLIEHUS 0XXWAAEMOI NOMb3bI K BOSMOXKHOMY PUCKY NPUMEHEHMR
NIEKApCTBEHHOrO NPenapara, a Takxke SKCNepTU3b KAYECTBA JIEKAPCTBEHHOTO CPEACTBA, NPOBOAMMOIH B CI4ae BHECEHNS U3MEHEHWI B HOPMa-
THBHYIO JOKYMEHTALIVIO Ui HOPMATUBHbIM JOKYMEHT, B LieIAX NOATBEMKASHUA FOCYAAPCTBEHHON PErucTPaLMY NeKapCTBEHHOTO Npenapara.»;

1) BaG3alle BTOPOM NMyHKTa 79 110CAE CNIOB «B HENONHOM 06beMe» AONOIIHUTL CIOBAMM «, HeNPE/ACTABIIEHNE OTBETA 3AABUTENEM B TE4eHUE
[eBsiHOCTa paGomX AHei CO AHs nonty4eHus 3anpoca Mu3pasa Poccv 06 YTOUHEHN CBEEHNA, HANPaBREHHOT0 B COOTBETCTBMM C YHKTOM
77.1 ABMUHUCTPATUBHOTO PErNaMeHTa,»;

M) AONONHUTL NYHKTOM 96.1 CReAYIOLIEro COAePaHuA:

«96.1. B cny4ae BbIfBNEHNA HEAOCTOBEPHOCTY CBEALHMIA, COAEPXALLIMXCA B NPEACTABNEHHbIX 3aS8BUTENEM MaTepHanax, OTBETCTBEHHbIH
VICTIONHUTENb NOArOTABNUBAET NPOEKT 3aNpOCa 06 YTOYHEHM YKa3aHHbIX CBEJIEHUI, KOTOPbIi COMTIACOBLIBAETCS HAYANBHUKOM OTAENA U NOf-
TMCLIBAETCA ANPEKTOPOM [lenapTameHTa (3amecTuTenem aupekTopa flenapramenta) B Te4eHMe OHOr0 paboyero AHs.

JlaHHbIRt 33aNPOC MOXET 6bITh Nepe/iaH YNIoNHOMOEHHOMY NPE/CTABUTENIO 3asBUTENA MHHO NOA PACIMCKY, HANPABNEH N0 NOYTE 3aKas-
HbIM CHMOM WV IePefiaH B 37IEKTPOHHOI (hOpME NO TENIEKOMMYRUKALMOHHBIM KaHanam CBA3y. B Ciyyae HanpasrieHus JaHHOT0 3anpoca no
TI04Te 3aKa3HbIM NYCLMOM OH CYATAETCS NIONYHEHHbIM NO CTEYEHMH LUIECTH JHeHl C AaTbl HANPABIEHWS 3aKA3HOTO MNCbMA.

Co st HanpaBReHs 3asIBUTENIO 3anPOCa 06 YTO4HEHM CBEASHUM [0 AHA MOMY4eHNs OTBETA Ha 3aNPOC NPUOCTAHABNMBAETCA AECATUR-
HEBHbII CPOK NPOBEAEHUA NPOBEPKY NOSHOTHI ¥ JOCTOBEPHOCTY CBEAEHUN, COREPKALMXCH B IPEACTABIIEHHbIX 3a8BUTENEM MaTepUanax, u
NPUHATIS PELLIEHUS O NMPOBE/EHUY SKCTIEPTU3b! JIEKAPCTBEHHBIX CPEAICTB B YACTH SKCNEPTU3bI KA4ECTBA JIEKAPCTBEHHOTO CPEACTBA U (k)
3KCMePTU3bI OTHOLLEHNSA OXW1ABMOIt NIONIb3bI K BO3MOXKHOMY PUCKY NPUMEHEHVA IeKapCTBEHHOTO NPenapara Ans MefIMLUHCKOro NpuMeHe-
HUst B LieNAIX BHECEHUS 3MEHEHMA B IOKYMEHTBI, COfIEPKALLMECS B PErUCTPALMOHHOM OCHE HA 3aPeruCTPUPOBAHHbIN IEKAPCTBEHHIA Npena-
par.»;

H) B NOANYHKTE 2 NyHKTa 97 NOCNE CNOB «B HENOJIHOM 06beMe» JONONHUTL CRIOBAMM «, HEMPEACTABIIEHNSA OTBETA 3aSBUTENEM B TEHEHUE
[eBAHOCTa PaBo4mX AHei CO AHA nonyeHus 3anpoca Munasipasa Pocciv 06 yTO4HEHUN CBE/IEHIMIA, HaNPABNEHHOrO B COOTBETCTBUM C NYHKTOM
96.1. AIMVHICTPATUBHOTO pernameHTar;

0) 8 npunoxetny Ne 2 K ABMUHUCTPATUBHOMY PErNaMeHTy GNOK-CXEMy UCTIONHEHUS aAMUHUCTPATUBHOM NpoLeaypbl «<PaccMoTperme
3a5BGHIA 0 TOCYAAPCTBEHHOI PErUCTPALIMM NEKAPCTBEHHOMG NPeNapaTa v NPUHATUE PeLLIBHIAA O FOCY/AAPCTBEHHOI PErucTPaLIMM NeKapCTBeH-
HOro Npenaparta» (MPUNOXEHNE) USNOXUTH B CRIeAYIOLLEN peaaKLum:

«BNOK-CXeMa HCTIONHEHNA aAMMHUCTPaTUBHON NPOLIEAYPbI
«PaccMOTpeHNe 3asBNEeHMs O TOCYAAPCTBEHHON PerucTpaLui NeKapcTBEHHOro npenapara
W NPUHATUA PELLIEHUA O FOCYAAPCTBEHHOM PErucTPaLKM NeKapCTBEHHOTO Npenapata
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p) B npunoxeniu Ne 3 K AMUHMCTPATUBHOMY PErNaMeHTy 6NI0K-CXeMy MCNONHEHNA AAMUHUCTPATHBHOI NPOLIBAYPbI «PacCMOTPeHMe 3aR8
151 0 NOATBEPXK/IGHUM rOCYAAPCTBEHHON PErUCTPALIMM NEKAPCTBEHHOIO NPENapaTa 1A MeAULMHCKOTO NPUMEHEHNS U Bblfa4a 6eCCPOLHOD pe
PaLNOHHOTO YAOCTOBEPEHNS NIEKAPCTBEHHOTO NPENapata» U3NOXKMTL B ClIeflIoLLIei PeaKLmMu:

«BnoK-cxeMa UCNOsNTHEHNA aAMUHMCTPaTUBHON Npoueaypbl
«PaccMoTpenme 3asBneHns 0 NOATBEPXKACHUM rOCYRaPCTBEHHON perucTpaLun neKapcTBeHHoOro npenapara
Bns MeQULIKMHCKOro NpUMeHeHUA U Bbigada 6eccpotmoro PerucrpauyruoHHOro yaocrosepeHus
neKapcTBeHHOro npenapara»
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¢} B npunoxennn Ne 4 K AGMUHUCTPATUBHOMY PErfiaMeHTy GNOK-CXeMy MCRONHEHUS aAMUHUCTPATUBHOM NpoLeayps! «PaceMoTpet
ABNEHNSA O BHECEHUW U3MEHEHUI B AOKYMEHTbI, COAEPXaLLMecs B perucTpaynoHHOM JOCbE Ha 3aperucmmpoeaunbm ﬂeKaDCTBeHHbII?I n
IpaT, ¥ NPUHATAE PELIEHUA O BHECEHWN H3MEHBHII B A0KYMEHTbI, COABPIKAILMECS B PETUCTPALMOHHOM J0CbE Ha 3aperuCTPUPOBAHH
'KapCTBEHHbI Npenapar» U3NO0XUTh B HOBON pefakuum:

«Bnok-cxema ucnonHeHus aAMMHMCTpaTMBHOﬁ npoueaypbl
«Paccmomenue 3anaBNEHN 0 BHECEHUN U3MEHEHWNA B AOKYMEHTb!, COQepXaliMecn B perucTpallMoOHHOM [OChbe
Ha aaperucrpupoaaunhlﬁ neKapcheMHuﬁ npenapar, ¥ NpUHATHAA PelUeHNs O BHeCeHun U3MeHeHul B AOKYMEHTbI,
coaepX)alinecs B PerucTPaLUMOHHOM IOChe Ha 3aPerucTPUPOBaHHBIN IeKapCTBEHHbIN Npenapar»
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