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«0O0 oOpalieHNH JIEKAPCTBEHHBIX CPEACTB»

Crarps 1

Buectu B ®epaepanbubiii 3akoH oT 12 ampens 2010 1. Ne 61-03 «O6
oOparieHnu JeKkapcTBeHHbIX cpeactBy (Cobpanue 3akoHonaTenbcTBa Poccuiickoit
Oenepanyu, 2010, Ne 16, cr. 1815; Ne 31, ct. 4161; No 42, ct. 5293; Neo 49, cr.
6409; 2011, Ne 50, ct. 7351; 2012, Ne 26, ct1. 3446) cineayroiiue M3MEHEHUS:
1) cratpio 1 TOMOJHUTH YacThIO 3 CICAYIOIIETO COACPKAHMS:

«3. He nomyckaercss HCMOJB30BaHHUE I Pa3pabOTKM U TMPOU3BOJICTBA
JIEKapCTBEHHBIX CPENICTB OMOMarepuana, MOJYyYEHHOTO C TpephIBAHUEM WIIU
HapyIlIeHUEM IpoIecca Pa3BUTUs SMOPHUOHA UJIH TUI0/Ia YETIOBEKA.);

2) B cTaThe 4:
a) MyHKT 2 U3JI0XKUTH B CIEIYIOIIEH PEIaKINN:

«2) dapmareBTHUECKas CYOCTAaHIUSA - JICKAPCTBEHHOE CPEJICTBO, B BHJIE
OJTHOTO WU  HECKOJbKHX  JICUCTBYIOIIUX  BEMIECTB  OHMOJOTHYECKOTO,
OMOTEXHOJOTUUECKOTO, MHUHEPAJIBHOTO WJIM XUMHUYECKOTO MPOUCXOXKICHHUS,
oOnmamaronx  (papMaKoJIOTHUECKOW  aKTUBHOCTBIO, TpEAHA3HAYEHHOE IS
MPOU3BOJICTBA, U3TOTOBJIEHUS JICKAPCTBEHHBIX MPENapaToOB U OMPEAEIISIONIee UX
3 PEeKTUBHOCTD, HE COJEPIKAIIEE B CBOEM COCTAaBE BCIIOMOTaTEIbHBIX BEIIECTB;);

12
0) AOMOJHUTH MYHKTaMHU 6 1 6° CIIeyIOIIEro colepKaHus:



2

«6") opdaHHbIe JTeKapCTBEHHBIC MPErapaThl — JEKAPCTBEHHBIC MPENapaThl,
IpeIHA3HAYEHHBIE JIS1 TATOIr€HETUYECKOTr0 JICUEHHUs (JIEUEHUs], HAllPaBJIEHHOTO Ha
MEXaHHU3M Pa3BUTHUA 3a00JIeBaHUA) peAKUX (OpdaHHbIX) 3a00JIeBaHUN;

6%) GUONOrHYECKHIA JICKAPCTBEHHBI Hpenapar - JIGKApCTBEHHBI Hpernapar,
JICHCTBYIOIIMM BEIIECTBOM KOTOPOTO sBisAETCA (papMmarieBTUUecKasi CyOCTaHIIHS,
MOJIy4eHHAas! WM BbIJICJICHHAs U3 OMOJIOTMYECKOTO UCTOYHHUKA, U JIJISl OTIPEICICHUS
CBOMCTB W KayecTBa KOTOPOro HeoOXoamma KOMOWHAmms OWOJIOTHYECKUX H
¢u3UKO-XUMHUYECKUX MeTo/10B. K OHOJIOrH4ecKkruM JIeKapCTBEHHBIM IpernapaTam
OTHOCSATCS WMMYHOOMOJIOTUYECKUE JIEKaPCTBEHHBIE MpernapaThl, JEKapCTBEHHBIC
mpenapaTsl, MOJyYeHHbIE W3 KPOBH M IUIA3Mbl KPOBH YEJOBEKAa U JKHUBOTHBIX,
OMOTEXHOJIOTUYECKUE JIEKAPCTBEHHbIE IIpenapaTbl, I'€HOTEpareBTUYECKUE U
COMAaTOTEpaNeBTUUECKHE JIEKAPCTBEHHbBIE MPENIAapaThl;»;

B) IyHKT 7 U3JIOKUTH B CJICAYIONICH peIaKIIUU:

«7) UMMYHOOMOJIOTUYECKUE JIEKAPCTBEHHBIE IpenapaTbl — JIEKapCTBEHHBIE
npenaparsl, IpeaHa3HadeHHbIE s (POpMHUpPOBaHUS aKTUBHOTO WIJIM MAaCCHBHOTO
UMMYHUTETA, 170101 JIMArHOCTUKH HATHYUS UMMYHHTETA, 170031
JUArHOCTUKH/BBIPAOOTKA  CHEHU(PUYECKOTO  MPUOOPETEHHOTO  HU3MEHEHUs
MMMYHOJIOTHYECKOTO OTBETa Ha ajuleprusupyromue BemectBa. K HUM oTHocsTCS
BaKIMHBI, AHATOKCUHBI, TOKCUHBI, CBIBOPOTKH, UMMYHOTJIOOYJIMHBI U JIJIEPTECHBI;»;

I') IOMOJHUTh IMTyHKTaMu 7 172 CJIEYIOLLETO COAECPKAHUSA:

«7") GHOTEXHONOTMYECKHH JIGKAPCTBEHHBI MpEnapar - JeKapCTBEHHBINH
npenapar, MpPOU3BOACTBO KOTOPOTO BKIIOYaeT B ce0sd CTaaud, B KOTOPBIX
UCIIOJIB3YIOTCS OMOTEXHOJOTUYECKHUE Mpolecchl U MeToabl, B ToM uucie JHK-
peKOMOMHAHTHAsT TEXHOJIOTHS, TEXHOJOTHS KOHTPOJIHUPYEMOM 3KCIPECCHU T'€HOB
KOAMPYIOMIUX OHOJIOTUYECKH aKTHBHbIE O€JKHM B MNPOKApHUOTaX U dyKapHoTax,
BKJIFOUasi M3MEHEHHBIC KIJIETKHA MIICKOIUTAIONINX, THOPUIOMHBIA METOA U METO/I
MOHOKJIOHAJBHBIX aHTUTEN,;

72)reH0TepaneBTquCKHﬁ JIEKapCTBEHHBIM IMpernapar — JIEKapCTBEHHBIN
npenapar, (apManeBTUYecKasi CyOCTaHIMs KOTOPOIrO SBIISIETCS WJIM BKJIIOYAET B

cebs peKOMGI/IHaHTHYIO HYKJIICMHOBYIO KHCJIOTY, ITO3BOJIAIOIIYHO OCYHICCTBIIATH
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peryiaupoBaHue, penapaiuio, 3aMeHy, J00aBJIeHue WM yJajJeHUEe T'€HETUYECKOU
MOCJIEIOBATEIBHOCTH;;

J1) MyHKT 12 U370KUTH B CIEAYIOLIEH PeIaKIUu:

«12) BoCHpOU3BENECHHBIA JIEKAPCTBEHHBINM TIpermapar — JIEKapCTBEHHBIM
Mpenapar, UMEIOIUKA TaKOW K€ KAYEeCTBEHHBIM M KOJWYECTBECHHBIM COCTaB
JIEUCTBYIOLIUX BEILECTB B TAKOM )K€ JICKAPCTBEHHOM (hopMe, YTO U OpUTHHATBHBIN
JICKapCTBEHHBIN TIpermapaT WM TMpenapaT CpaBHEHUS W OWOAKBUBAJICHTHOCTH
KOTOPOTrO C OPUTHMHAJIBHBIM JIGKAPCTBEHHBIM NIpenapaToM WK MpenapaTtoM
CpaBHEHUS MOJTBEPKICHA COOTBETCTBYIOIIUMHU UCCJIeIOBAHUSIMU
OMOIOCTYITHOCTHU WJIU TEPANEBTUUECKON AKBUBAJIEHTHOCTH;Y;

nooNHUTH MyHKTamMu 12— 12* cnenyromero conepxanmst:

«12% npenapar CpaBHEHUS - JIEKapCTBEHHBIN npenapar,
3apETUCTPUPOBAHHBIA Pa3padOTUUKOM HAa OCHOBAaHWU COOCTBEHHBIX JaHHBIX
JOKJIIMHUYECKUX M KIMHUYECKUX HCCIEIOBAHUMN, M HMCIOJIb3YEMBIN ISl OLEHKHU
Ka4yecTBa, OMO3KBUBAJICHTHOCTH, 3 pekTUBHOCTH " 0e30MacHOCTH
BOCIIPOMU3BEJEHHOIO JIEKapCTBEHHOIO Ipernapara B claydae OTCYTCTBHS B
rOCYAApCTBEHHOM pEECTpE JIEKAPCTBEHHBIX CPEACTB COOTBETCTBYIOIIETO €MY
OpPUTHHAIBHOTO JIEKAPCTBEHHOTO Mpenapara,

12%) GHOMOCTYIHOCTh — KOIMYECTBO HCHCTBYIOMIErO BEIIECTBA WIM €rO
aKTUBHOMW YaCTH, JOCTUTAIOIIEEe CHCTEMHOTO KPOBOTOKA 32 OINPEAESIEHHbIN NEPUO/T
BPEMEHU TMIOCJ€ NPUMEHEHUs JIEKAPCTBEHHOTO Tpernapara B ONPEAEICHHOU
JeKapcTBEeHHOU hopme;

12°)  6uoaHATOroBHI  JIGKAPCTBEHHBI  mpemapar  (Gmoamamor) — —
JICKapCTBEHHBIN TIpenapar, CX0XHil 1o mapaMeTpaM KadecTBa, 3Q(PEKTUBHOCTH U
0€30MacHOCTH C OPUTHHAIBHBIM OMOJIOTUYECKUM JIEKAPCTBEHHBIM IPENapaToM B
TaKOM ke JICKAPCTBEHHOU (hopMme;

12%) B3anMo3aMeHsieMble JICKAPCTBEHHBIC MPEHApaThl - JICKAPCTBEHHbIC
npenaparbl, KOTOpPbIE MOTYT OBITh CpPaBHUMBI 110 HMX TepaneBTUYECKON
HKBUBAJICHTHOCTH WJIM OMOSKBHUBAJICHTHOCTH, KAY€CTBEHHOMY M KOJIMYECTBEHHOMY

COCTaBy, JIEKApCTBEHHOW (opMe, JO3UPOBKE, CIOCOOYy BBEIACHUS, YCIOBHIM



NpPOU3BOJACTBA M JPYTUM [apaMerpaM B  OTHOILIEHWUW  OPUTHMHAJIBLHOTO
JIEKapCTBEHHOI'O TMpernapata WM B OTHOLICHWM MpernapaTa CpaBHEHUS TaKUM
oOpa3oM, YTO MEIUIIMHCKHN pabOTHUK, W/Uiu (apMalleBTUUECKUN paOOTHUK
JEUCTBUTENLHO 3aMEHSIET WM TOTOB 3aMEHUTh OJMH JIEKapCTBEHHBIN Mpemnapar
JIPYTUM IIPH Ha3HAYEHHUH, PEaTN3alnu WIH OTITYCKE;»;

¢) MyHKT 15 M3JI0KUTh B CIACIYIOIIEH peaaKIiH:

«15) romMeomaTtuveckuii JIEKApPCTBEHHBIH IMpermapar - JIEKapCTBEHHBIN
mpemnapar, TPOW3BEIACHHBIM WM W3TOTOBJICHHBIH W3  (apMarieBTUICCKON
cyOctaHuuu uinu  (apMaleBTUYECKUX CYOCTaHIIMI B COOTBETCTBUU  C
TpeOOBaHMSAMU  OOIIMX  (apMaKONEWHBIX CTaTel HAa  TOMEONATUYECKUE
JIEeKapCTBEHHbIE (OPMBI WJIM B COOTBETCTBHU C TpebOoBaHUSIMHU (apMakoreu
CTpaHbl POU3BOAUTENS;);

’K) TOTOJHUTD ITYHKTOM 17 CJICIYIOLLETO COJIEPKAHUS:

«17") rpynmupoBoYHOE HAMMEHOBAHHE JIGKAPCTBEHHOrO IMperapara -
HAaMMEHOBAaHUE JIEKAPCTBEHHOI'O Ipernapara, HE HMMEIOUIEr0 PEKOMEHOBAaHHOIO
MEXIYHAPOJHOIO  HEMATEHTOBAHHOIO  HAMMEHOBAaHWS, WIM  KOMOWHAUUU
JIEKapCTBEHHBIX MPENapaToB, UCIOIb3yeMOE C LENbl0 OOBEAUHEHUSI UX B TPYIITY
MOJ1 €IMHBIM HAMMEHOBAHUEM, UCXOS U3 COCTaBa JACHCTBYIOIINX BEILIECTB;Y;

3) momoHuTH myHKTamMu 19'-19% cenyromero comep/KaHus:

«19") crammapTHbIe 06pa3lbl — BEIIECTBA, B CPABHEHHH C KOTOPBIMH C
UCIIOJIb30BaHUEM (PU3UKO-XUMUYECKUX U OHOJIOTMYECKMX METOJOB MPOBOJAT
DKCIIEPTU3Y KAuecTBA HCCIEAYEMBIX JIEKaPCTBEHHBIX CPEACTB B  LEJSX
MOATBEPKIECHUU  COOTBETCTBUSL  JIEKAPCTBEHHBIX  CPEICTB  TpeOOBaHUSIM
HOPMATUBHOM JOKYMEHTAllMM, YCTAHOBICHHBIM TMIPU HX TOCYAapCTBEHHOU
perucTpaluy, a Takke I KAIMOPOBKM CTaHAAPTHBIX OOpa3lloB MPEANPHUSATHSA,
MCIOJIb3YEMBIX JJI IPOBEACHUS TEKYIIUX aHAIU30B,;

19°) (apmakomeifHbIi CTaHZAPTHBIA 00pasel — CTAHAAPTHBI oOpaser,
W3TOTOBJICHHBIN B COOTBETCTBUU C (DapMaKONEHHON CTAThE;»;

1) MyHKT 30 M3JI0KHUTh B CIICIYIOIICH PEIAKIIIH:



«30) pa3paboTyMK JIEKApCTBEHHOTO CPEACTBa - OpraHu3aius, 00JanaroIas
MpaBaMu Ha Pe3yJabTaTbl JOKIMHUYECKUX HCCIACAOBAHUN JIEKApPCTBEHHOTO
CpEIICTBa, KIMHUYECKUX MCCIEIOBAaHUN JIEKApCTBEHHOrO Tpernapata U (Uin)
TEXHOJIOTHUIO IPOU3BOJICTBA JIEKAPCTBEHHOT'O CPENICTBA;»;

K) IYHKT 45 WU3JI0KUTH B CIICAYIOMIEH pPeIaKIInu:

«45) uccnenoBanre OMOPKBUBAJIIEHTHOCTH JIEKAPCTBEHHOTO IpernapaTa - BUJ
KJIIMHUYECKOT'0 MCCJIeI0BaHus JICKAPCTBEHHOTO Mpernapara, IpoBeJeHUE KOTOPOTo
OCYILIECTBIISIETCA VI ONPENEJICHUS] CKOPOCTU BCAaChIBaHUSI U BBIBEACHUS
JEHUCTBYIOLIErO BEIIECTBA, o00Osanaomero (HapMakoJOTHYECKONH aKTUBHOCTHIO,
KOJIMYECTBA JICKAPCTBEHHOTO TMIpernapaTa JOCTUTAIOIIEeT0 CUCTEMHOTO KPOBOTOKA, U
pe3ynbTaThl KOTOPOTrO TO3BOJISIOT CHAENaTh BBIBOA O OMOIKBUBAJICHTHOCTU
BOCIIPOU3BEAEHHOIO JICKAPCTBEHHOTO TpPENapara B ONPEACIICHHBIX JIEKapCTBEHHON
dbopMe U JI03UPOBKE COOTBETCTBYIOIIEMY OPUTHMHAIBHOMY JIEKAPCTBEHHOMY
npenapary WIH Npenapary CpaBHEHUS;);

JT) IyHKT 52 W3JI0KHUTD B CIICIYIOIICH PETaKITUN:

«52) HempeABUJICHHAs HEXeNaTeNlbHaAs peakiusi - HexenaTelabHas peakilus
OpraHv3Ma, CBsI3aHHAas C MPUMEHEHHEM JIEKaPCTBEHHOrO Ipernapara B J03ax,
PEKOMEHAYEMBIX B MPOTOKOJE KJIMHUYECKOTO HCCIEIOBaHMS, OpOIIope
UCCIIEIOBaTENsd WM C TNPUMEHEHUEM  JIEKAapCTBEHHOIO IMpernapara B J103aX,
PEKOMEHAYEMBIX B HHCTPYKIIMU IO €ro MPUMEHEHHUIO Il TPOPUIAKTUKH,
JIMarHOCTUKH, JICUCHUs] 3a00JIeBaHUsI WM peaOWIMTAIIMU TAlMEeHTa, CYIIHOCTD,
TSOKECTh MJIM MCXOJ KOTOPOM HE COTJIacyloTcs ¢ MHpOopMalumei o JeKapCTBEHHOM
npemnapare, COAep)Kalleiicsi COOTBETCTBEHHO B MPOTOKOJIE KIMHHUYECKOTO
WCCJICIOBaHMsI, OpOIIIOpe HUCCIEIOBATEINS WIM B MHCTPYKUHUH TIO €ro
MIPUMEHEHHUIO;»;

M) JTOTMOJHUTD MyHKTaMU 55-56 cleayroniero coaepKatus:

«55) mpou3BOACTBEHHAs IUIOMIAAKA — TEPPUTOPHAIBHO 000COOICHHBIN
MPOU3BOJICTBEHHBI  KOMIUIEKC  MPOU3BOJUTENST  JICKAPCTBEHHBIX  CPEICTB,
NpeHa3HAYCHHBIN I BBITIOJIHEHUSI BCETO WJIM OMPENIeIEHHONW YacTH Ipoliecca

IIPOU3BOACTBA JICKAPCTBCHHBIX CPCACTB,



56) Biameneln; PErUCTPALMOHHOIO  yJIOCTOBEpPEHUS —  pa3paboTyuK
JIEKapCTBEHHOIO  CPEACTBA,  MNOJABIIMM B YCTAHOBJIEHHOM  TOPSIKE
CaMOCTOSITEIIbHO WUJIM Y€pe3 YIOJHOMOYEHHOTO UM MIPEACTABUTENS, TOKYMEHTHI Ha
rOCyJJapCTBEHHYIO PETHCTPALMIO JEKAPCTBEHHOTO Ipernapara, 1 Ha UMsi KOTOPOTO
BBIJIAHO PETUCTPALMOHHOE YIOCTOBEPEHHUE. »;

3) B ctathe 5:

a) TYHKT 2 JONOJHUTH CICAYIOMUMH CIIOBAMHU:

«, CO3/IaHne U BeJieHue OanKa (hapMaKOIEeHHBIX CTAaHIAPTHBIX 00Pa3IoB;»;

0) myHKT 10 U37I0KUTH B CIEAYIOUICH PeIaKIIUK:

«10) ycraHoBJIeHHE MOPsJIKA BBO3a JICKAPCTBEHHBIX CpelCTB B Poccuiickyro
denepanuio U BbIBO3a JIEKAPCTBEHHBIX CpeAcTB U3 Poccuiickon denepanuu;y;

B) JOTIOJHHUTH MyHKTaMu 18-28 cieayromiero coepxanus:

«18) yTBepxkaeHUE MpaBWI HAAJICKAIECH J1Ta0OpaTOPHON MPAKTUKH, TTPABUI
HaJJIeKallel KIMHUYECKOW MPAaKTUKH, IPaBUJl HAJIEKAIIEH MPAKTUKU XPAHEHUS
Y TPAHCIIOPTUPOBKHU JIEKAPCTBEHHBIX MPENapaToB, MPaBUJI HALJICKAIIEH TPAKTUKH
pealn3anu JEKapCTBEHHBIX MpenapaToB JIsI MEIUIMHCKOrO IPUMEHEHHS,
MPABWJI HAJJICIKAIEH AalITEYHOMN TTPAKTUKH;

19) ycraHoBieHue TmoOpsaKa (HOPMHUPOBAHHMS UM BEICHHUS  IEPEUHS
B3aMMO3aMEHSIEMbIX JIEKAPCTBEHHBIX IIPENapaToB;

20) ycraHOBJIeHHWE TOpsAaKa (POPMHUPOBAHUS PETUCTPALMOHHOIO JIOChE,
TpeOOBaHU K JOKYMEHTaM U JIaHHBIM B COCTaBE PErUCTPAIMOHHOTO JOChE;

21) yTBepKIEHHE MpPaBWJ PAIMOHAIBHOTO BBIOOpPa HAMMEHOBAHHIA
JIEKAPCTBEHHBIX MPENAPATOB JJISI MEAUIIUHCKOTO TPUMEHEHUS;

23) yTBepkIAcHHE TPaBUI OPOPMIICHHS MPOCKTOB MAKETOB YIAaKOBOK Ha
JIEKapCTBEHHBIE MTPENapaThl;

24) yTBepKIeHHE TIEPEeYHS HANMCHOBAHUI JICKAPCTBEHHBIX (OPM;

25) hopMupoBaH#e peecTpa TUITIOBLIX HHCTPYKIIUH 110 MPUMEHEHHUIO;

26)  yTBepXacHHME  KiIacCH(PHKAIMM  W3MEHCHHH B JIOKYMEHTHI,
coAepKalecss B PETUCTPAllMOHHOM  JIOCh€ Ha  3apEruCTPpUpPOBAHHBIN

JIEKapCTBEHHBIN Mpenapar;
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27) BbIJAYa 3aKIHOYCHUH O COOTBETCTBHU IPOM3BOJICTBA JICKAPCTBEHHBIX
CpPEACTB TMpaBWiIaM OpraHU3allid TMPOU3BOJACTBA M  KOHTPOJISI KadyecTBa
JIEKApCTBEHHBIX CPEJICTB;

28) arTecTalsi YHNOJHOMOYEHHBIX JIMIl MPOU3BOJUTENECH JIEKapCTBEHHBIX
CPEACTBY;

) YacTh 2 CTaTbu 7 TOCIE CJIOB «U (hapMaKOICHHBIX CTaTel» JOTOIHUTH
CIIOBaMH «, a TakKe (apMaKoIleHWHBIX cTaTel Ha (papMakomneilHble CTaHAapTHHIC
oOpa3iby;

) B ctathbe 9:

a) 9acTh | JTOMOJHUTH ITYHKTOM 3 CJICAYIOIIETO COJICPIKAHMS:

«3) BBIOOPOYHBII KOHTPOJIb KAYECTBA JIEKAPCTBEHHBIX CPEJICTB.»;

0) myHKT 1 yacTu 4 TOCJE CJIOB «YHHUTOKCHHIO JICKAPCTBEHHBIX CPEICTBY»
JIOMIOJIHUTh CJIOBAaMU «B TOM YHCJI€ TpeOOBaHMI HajuIexaliel iadbopaTopHOM
NPaKTUKA W HaAJexalmed KINHUYECKOM MPAaKTUKH, HaJJIekalmeh MpaKTHKA
XpaHEHUsT M TPAHCIOPTUPOBKU JIEKAPCTBEHHBIX MpenapaToB, HaAJIexKaIlleH
NPaKTUKU  pean3allud  JICKAPCTBEHHBIX IpenapaTtoB sl  MEIUIMHCKOTO
MIPUMEHEHHUS, HAJIEKAIIEH allTCUHON ITPAKTUKIN

B) B IyHKTE 3 yacTh 4 clioBa «Ha Tepputopuio Poccutickoit denepanmm»
3aMEHUTH clioBaMU «B Poccuiickyro denepanntoy;

I') 4acThb 4 AOMOJHUTD MyHKTaMU 6-8 CJIETYIOIIETO CONepKaHMUS:

«6) opraHuzanyi U TPOBEJICHHE TMPOBEPOK COONIOJCHUS CYObEKTaMU
oOpalieHusi JIEKapCTBEHHBIX CPEJICTB TMPaBWUJ OpPraHU3AIMH TIPOU3BOJCTBA U
KOHTPOJISl KauecTBa JICKAPCTBEHHBIX CPEJICTB, YTBEPKICHHBIX YIMOJIHOMOYEHHBIM
dbeneparbHBIM OPraHOM HCTIOTHUTEIHHON BIIACTH;

7) BbIaYy 3aKIFOYEHUH O COOTBETCTBUU MPOU3BOACTBA JIEKAPCTBEHHBIX
CpPEACTB TMpaBWwiaM OpraHu3allid TMPOU3BOJACTBA M  KOHTPOJISI  KadyecTBa
JIEKApCTBEHHBIX CPEICTB B TOPSAKE, YCTAHOBJIEHHOM YIOJHOMOYEHHBIM

benepaabHbBIM OPraHOM MCTIOJIHUTEIHLHOM BIACTH;



8) arrecranyio YMNOJIHOMOYEHHBIX JHI MPOU3BOJUTENEH JIEKapCTBEHHBIX
CPEICTB B MOPAIKE, YCTAHOBICHHOM YIOJTHOMOYEHHBIM (peiepaibHbIM OPTaHOM
UCIIOJIHUTENILHOM BIACTH.»;
J1) JOTIOJTHUTD YaCThIO 7 CIICIYIONIETO COACPIKAHUS:
«7. BblOOpOuHBIi  KOHTpPOJIb  KAayecTBa  JICKAPCTBEHHBIX  CPEJICTB
YIOJHOMOYEHHBIMU (peiepaaIbHBIMU OpraHaMUu HMCIIOJTHUTENILHON BJIACTU COTJIACHO
UX KOMIIETEHUMH B MOpsAIKe, ycraHoBieHHOM IIpaBurensctBoM Poccuiickon
denepannu, U BKIIOYAET B ce0s:
1) mpencraBieHue cyObekTamMu oOOpallleHHs] JIEKAPCTBEHHBIX CPEACTB B
COOTBETCTBYIOILIME YIOJHOMOYEHHbIE (DeliepanbHble OpraHbl MCHOJHUTEIBHOU
BJaCTM B YCTAaHOBJICHHOM HMHU TOpSAAKE CBEICHMM O cepusix (MapTHsx)
JIEKapCTBEHHBIX CPEACTB, MOCTYMAOIIUX B IrpaxkJaHCKUi o0opoT B Poccuiickoii
denepannu;
2) yTBEpKACHHE COOTBETCTBYIOIIMMH YIOJHOMOYEHHBIMHU (eepanbHbIMU
OpraHamMu MCHOJHUTEIbHOUN BIACTH €KEr0JTHOTO TUIaHA BBIOOPOYHOTO KOHTPOJIS;
3) orb6op 00pa3loB JEKAPCTBEHHBIX CPEACTB CYOBEKTOB OOpalleHHs
JIEKapCTBEHHBIX CPEICTB B LEISIX IMPOBEACHUS HCHBITAHUI Ha COOTBETCTBUE
TpeOOBaHUSAM YTBEP)KIECHHOW HOPMATHUBHOW JOKYMEHTAIMH WM HOPMATHBHOTO
JTIOKYMEHTA,;
4) mpuHITHE YIOTHOMOYCHHBIMH (eIepabHBIMU OpTaHaMU UCTIOTHUTEILHOM
BJIACTU pEIICHHUS O JajbHEHIIeM oOpalleHHH JIEKapCTBEHHOTO CpEJCTBA 10
pe3yiabTaTaM UCHBITAHUNM Ha COOTBETCTBHE TPEOOBAHUSAM  YTBEP)KIECHHOU
HOPMAaTHUBHOW TOKYMEHTAIIMU I HOPMAaTUBHOTO IOKYMEHTA.)».
6) B crarbe 11:
) 4acTh 2 MOCIIe CJI0Ba «IPABUIIAMI JIOTIOTHHUTh CIIOBOM «HAJUICKAIIICH,;
) 4acThb 5 Mocie CI0Ba «IIPaBUID) JOMOJHUTH CIIOBOM «HAJIEKAIICH»;

7) B crarbe 13:
) 4acTh 2 JOMOJIHUTH MMyHKTOM 5 CJISAYIOUIETO COJICPIKAHMSL:

«5) GnoaHaIOroBbIE JIEKAPCTBEHHBIE TIpenapaThl (OMOaHAIOTH );»;

) IyHKT 3 4acTH 5 U3JI0KUTh B CICAYIOMICH pelakinu:



«3) JeKapCTBEHHbIE Ipenapartbl, NPUOOPETeHHbIE (PU3NYECKUMH JIMIIAMH 32
npenenamu  Poccuiickonn ®@enepanun W OpEeJHA3HAYCHHBIE ISl JIUYHOIO
WCIIOJIb30BaHUS;»;

) yHKT 1 9acT 6 M3JI0KUTH B CIACIYIOIIEH peaaKIiH:

«l) 7nekapCTBEHHBIX NpenapaToB, OTJIMYAIOIIUMXCS Jpyr OT JApyra
KA4E€CTBEHHBIM COCTABOM JEHCTBYIOIIMX BEIIECTB IMOJ OAWHAKOBBIM TOPTOBBIM
HAaUMEHOBAHUEM;»;

) TOTIOJTHUTH YaCTSAMH 7 U 8 CIICIYIOIIET0 COMCPKAHMS:

«/. YTOIHOMOYEHHBIM (eiepaJbHbIM OpPraHOM MCIOJHUTEIBLHON BJIACTH,
OCYILIECTBIISIIOIIUM TOCYJAPCTBEHHYIO PErUCTpalliio, B YCTAHOBICHHOM UM
MopsiJIke 1O 3ampocy (B TMHUCBMEHHOM WM BJIEKTPOHHOM BHJIE) CYObEKTa
oOpalieHusi JIEKAPCTBEHHBIX CPEACTB  JIAIOTCS  PA3bACHEHHS  IOJIOKEHUU
JOKYMEHTAIUM, CBA3AHHOMW C TOCYAApPCTBEHHOW PETUCTpalMel JEKAPCTBEHHBIX
MpEenapaToB, B TOM YHMCIIE€ KacaroIIeCcss BONPOCOB MPOBEACHUS TOKIMHUYECKUX U
KIIMHUYECKUX MCCJICIOBAaHUN B  LEJAX OCYILIECTBJICHUSI TOCYAapCTBEHHOU
perucTpaiuu JeKapCTBEHHBIX MPENapaToB.

8.I'ocynapcTBeHHast perucIpaiysi JISKApCTBEHHBIX TPENapaToB, MpeaHa3HauYeHHBIX
I TIPUMEHEHUS B YCJIOBUSX BOEHHBIX JCWCTBHM, YpPE3BBIYANHBIX CUTYyalHM,
PO UIIAKTUKY U JIeYeHUs 3a00JIeBaHNN U TIOPAKEHUH, TIOJyYCHHBIX B PE3yJbTaTe
BO3JICHCTBUSI HEOJArONMPUATHBIX XUMHUYECKUX, OUOJOTUYECKUX, PaJTUAIIMOHHBIX
dbakTopoB, W  pa3pabOTaHHBIX MO 3aJaHui0  (eaepalbHbIX  OpPraHoOB
WCIIOJIHUTENILHON BJIACTH YIIOJHOMOYEHHBIX B 00JAaCTH 0€30MacHOCTH U 00OPOHBI
Poccuiickoit  ®enepanuu, OCYLIECTBISAECTCS B MOPSAIKE, YCTAHOBJIEHHOM
[IpaBurensctBOM Poccuiickont denepaunn.;

8) wacThb 2 ctaTh 14 M3JI0KUTH B CICAYIONICH peaaKIuu:

«2. DkcnepTr3a JIEKapCTBEHHBIX CPEACTB JJIi MEIUIIMHCKOTO TPUMEHEHUS U
ATUYECKAs HKCIEPTHU3a MTPOBOASATCS MOATAIHO:

1) Ha mepBOM J3Tare:

a) PKCTEepTH3a IOKYMEHTOB JIEKAPCTBEHHOTO Mpenapara, IpeJACTaBICHHOIO B

KauecTBe op(haHHOTO JIEKAPCTBEHHOTO Tperapara Jijisi ONpeIesieHrus BO3MOXKHOCTH
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paccMaTpuBaTh €ro NMpu rocyAapCTBEHHOW PErucTpalud B KayecTBe Op(aHHOTO
JIEKApPCTBEHHOI'O IIPEIapara;

0) »JTuYeckas »SKCIepTh3a, OKCHepTHU3a JIOKYMEHTOB JIEKAPCTBEHHOIO
mpenapata il [OJYYEHHS pa3pelICHHs] Ha MPOBEICHHUE KIMHUYECKOTO
MCCIICIOBAHHUsI JICKAPCTBEHHOI'O IIpernapara, 3a NCKIIOUYEHUEM:

- JIEKapCTBEHHBIX IIPENapaToB, KOTOPBIE pa3pelIeHbl JISI MEIUIMHCKOTO
npuMmeHeHuss B Poccmiickoit @epepanuu  Oosiee  nBaamata  JeT  (Kpome
OMOJIOTMYECKUX JIEKAPCTBEHHBIX CPEJICTB M OMOAHAJIOTOBBIX JIEKAPCTBEHHBIX
cpeacTB (0M0aHAIOroB));

- JICKapCTBEHHBIX IPEMApATOB, B OTHOIICHUU KOTOPBIX, B COOTBETCTBUHU C
IPaBUJIAMU TPOBEIACHUS JKCIEPTU3bl JIEKAPCTBEHHBIX CPEICTB, YCTAHOBJIEHO
OTCYTCTBHE HEOOXOAMMOCTH MPOBEACHUS KIIMHUYECKOTO UCCIIC0OBAHMUS,

- JIGKapCTBEHHBIX MPENaparoB g MEAULIMUHCKOTO NPUMEHEHUS, B
OTHOLIEHUH  KOTOPBIX  IIPOBEIECHBI  MEXIAYHAPOAHbIE  MHOIOLCHTPOBBIE
KJIMHUYECKAE HCCIEAOBAHMS, 4YacThb W3 KOTOPBIX MNpOBEAECHA B Poccuiickoi
denepannu;

- JIEKapCTBEHHBIX MPENAapaToB, B OTHOLICHWM KOTOPbIX B pE3yJbTaTe
AKCIEPTU3bl JOKYMEHTOB JIEKAPCTBEHHOrO Mpemnapara, IMpPeICTaBICHHOTO B
KauecTBe Op(}aHHOTO JIEKApCTBEHHOTO TIpernapara, TMPU3HAHO BO3MOXKHBIM
paccMaTpuBaTh MX TPU TOCYAApPCTBEHHOW PErucCTpald B KadecTBe OpdaHHBIX
JIEKapCTBEHHBIX  MpPEnapaToB, W B  OTHOLICHUH KOTOPBIX  MPOBEACHBI
MEXKIYHAPOIHbIE KIIMHUYECKUE UCCIICIOBAHUS.

2) Ha BTOPOM OJTane — OJKCHEPTH3a JIEKAPCTBEHHBIX CPEJICTB, B YaCTU
DKCIIEPTU3bl TMPEIOKECHHBIX METOJOB KOHTPOJIA KadecTBa JIEKAPCTBEHHOIO
CpeICTBa M KauecTBa MPEJICTABICHHBIX OOPa3lloB JIEKAPCTBEHHOTO CPEJICTBA C
UCITOJIb30BAaHUEM ATHUX METOJOB (Jajnee — 3KCIEepPTH3a KauecTBa JIEKapCTBEHHOIO
CPEICTBA) U DKCIEPTH3a OTHOIICHHS OKHUJIAEMOW MOJb3bl K BO3MOKHOMY PHUCKY
MPUMEHEHMST JIEKAPCTBEHHOI'O Mpenapara, OCYIIECTBISEMBIE TOCIE MPOBEACHUS
€ro KIMHUYECKOTO HCCIIET0BAHUS. »;

9) B crarbe 16:
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) B yactu 4:

MEPBOE NPEJI0KEHNE UCKITFOUHT;

JIOTIOJTHUTH TEKCTOM CJIEIYIOIIETO CONEPKAHUSL:

«YTIOJTHOMOYEHHBIN (efepalbHblii OpraH HMCHOJHUTEIBHOW BIIACTH HAIpaBJIsSET
3asBUTEIIIO 3aMPOC B 3JIEKTPOHHOM M (MJIM) MUCbMEHHOM BUJE O MPEIOCTaBICHUU
HEOOXOJMMBIX MaTepuajoB. 3asBUTENb O00s3aH B CPOK, HE TPEBBIIIAIOIINN
JNEBAHOCTO  pabouyMx JHEW CcO JHS TMOJYYEHHUsS 3alpoca YNOJIHOMOYEHHOTO
denepanbHOrO OpraHa HCIOJHUTEIBHOW BIACTH, MPEAOCTAaBUTH 3alpoOIICHHBIC
MaTepHuaibl, 100 000CHOBAaTH HEBO3MOXHOCTh HUX MpeaocTaBieHus. Bpems co
JTHSL OTHpPABJICHHUS YHOJHOMOYEHHBIM (peliepanibHbiM OPraHOM HMCHOJHUTEIBHOU
BJIACTH 3alpoca W 1O JHsS IOJNyYEeHHsT MM OTBETa 3asBUTENS Ha 3alIpoc HE
YUHUTBIBAETCS NPU HCUYUCICHUM CPOKA MPOBEIEHUS JKCIEPTU3BI JIEKAPCTBEHHOIO
CpEICTBA.»;

) 4acTh 12 U3JI0XKUTH B CIICAYIOIICH PEelaKIHH:

«l12. IlpaBuma mnpoOBEAEHUS OKCHEPTU3Bl JIEKAPCTBEHHBIX CPEACTB U
OCOOEHHOCTH 3KCHEPTU3bl OTIEIBHBIX TIPYIIl JIEKAPCTBEHHBIX MpPENapaToB
(opuruHanmbHBIC JICKAPCTBEHHBIC MPENapaThl, BOCIPOU3BEICHHbBIC JIEKAPCTBECHHBIC
npenaparbl, OHOJOTMYECKHE JIEKapCTBEHHbIE Mpenaparbl, OWOAHAIOTOBbHIE
JIeKapCTBEHHbBIC TIpernaparbl (OMOaHAJIOrH), TOMEOIATHYECKUE JICKApCTBCHHBIC
npenapartbl,  JIEKapCTBEHHbIE  pPACTUTENbHBIE  Tpenaparbl,  KOMOWHAUUU
JICKapCTBEHHBIX IMpernaparoB), (opMa 3akIOYCHHS KOMHUCCHH OKCIEPTOB
YCTaHaBJIMBAIOTCS COOTBETCTBYIOLIUM YIOJIHOMOYEHHBIM (efiepaibHbIM OpraHOM
VCITOJIHUTENIbHOM BIACTH.»;

10) B craThe 18:

) yacTh | mociie c0B «OCYHIECTBISIOIMI IOCYJaPCTBEHHYIO PETHCTPALIUIO
JIEKapCTBEHHBIX MpEnapaToB» M CJIOB «COOTBETCTBYIOIIUM YINOJIHOMOYEHHBIM
benepanbHBIM OPraHOM HCHOJHUTENBHOM BIIACTHY» JOMOJIHUTH COOTBETCTBEHHO
CJIOBaMU «B 3JIEKTPOHHOM BHJI€ U (WJIM) Ha OyMaKHOM HOCUTEJIEY,

) B 4acTu 2:

IIYHKT | W3J0KNTH B CAEAYIOLIEH pEAaKLIUN:
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«1) HamMeHOBaHME W aJpec 3asBUTENs, pa3paboTyka W MPOU3BOIUTEINS
JIEKapCTBEHHOI'O TMpernapaTa M aJpec MecTa OCYLIECTBIEHUS IPOU3BOJCTBA
JIEKapCTBEHHOIO Ipenapara (B~ ciy4ae HaJIM4Yus HECKOJbKUX YYaCTHUKOB
mpoliecca Mpou3BOCTBA, HEOOXOIUMO YKa3aTh KaXA0I0);»;

NYHKT 2 TIOCTE CJIOBAa «HEMAaTEeHTOBAHHOE» JIOTOJHHUTH CIIOBAMHU «, WU
IpyINIUPOBOYHOE,Y;

MYHKT 3 TOCJE CJIOBa «IE€PEUEHb)» JOMOJHUTH CIOBAMU «ICHCTBYIOIIUX U
BCIIOMOTATEIIbHBIX»;

MYHKT O U3JI0KUTH B CIEAYIONIEH PeIaKIUu:

«5) dapmakoTepaneBTHUECKas TPYIa, KOA MEXIyHAPOTHOW aHATOMO-
TepaneBTuyecko-xumuueckon (ATX) knaccudukanuu JeKapcTBEHHOTO Mpenapara
UL MEIWUIMHCKOTO TPUMEHEHHMs, 3asBIIIEMbIE IIOKa3aHUA K MPHUMEHEHUIO
JIEKapCTBEHHOT'O IIpenapara;»;

MYHKT 6 U3JI0KUTH B CIEAYIONIEH PeIaKIUu:

«6) TpenyoKeHusl Mo LEeHE JIEKAPCTBEHHOIO IMpernapara JJii MEIULIHUHCKOTO
MIPUMEHEHUS;);

JIOTIOJTHUTH MyHKTaMu 8 — 13 ciemyroiiero coaep:kanus:

«8) HeoOXomaMMOCTh O(OPMIICHHUS pa3pelicHuss Ha BBO3 B Poccuiickyro
denepanuro KOHKPETHOU [apTUH 3apPErUCTPUPOBAHHBIX 151 (nn)
HE3apErUCTPUPOBAHHBIX  JICKAPCTBEHHBIX CPEACTB, MpeAHa3HAYEHHBIX IS
MPOBEICHHUS] AKCHEPTU3bl JICKAPCTBEHHBIX CPEICTB I  OCYLIECTBICHUS
rocyJ1JapCTBEHHOU perucTpaluy;

9) HeoOX0IMMOCTh MPOBENECHUS SKCHEPTU3bl JOKYMEHTOB JIEKAPCTBEHHOIO
npenapara, mpeJCcTaBIeHHOTO B KauecTBe ophaHHOTO JIEKAPCTBEHHOTO Tperapara,
JUISL  ONpEeNIeNIeHUs] BO3MOXKHOCTH paccMaTpuBaTh €ro IMpU TOCYJaPCTBEHHOM
perucTpaluu B KauecTBe op(haHHOIO JIEKapCTBEHHOTO IIpenapara;

10) HEOOXOAUMOCTh MPUMEHEHUS YCKOPEHHOW TMPOIEAYpPhl IKCIEPTU3BI
JIEKapCTBEHHBIX CPEJICTB B LEJSX IOCYIapPCTBEHHON PErucTpanuu JeKapCTBEHHOIO
npenapara;

11) peKBU3UTHI JOKYMEHTOB 00 YIUIATe rOCYJAapCTBEHHOMN MOILTHHBIL:



13

a) 3a MPOBEIEHUE HKCIEPTU3bl JOKYMEHTOB JIEKAPCTBEHHOTO Ipemnapara,
NPEJCTAaBICHHOTO B KauecTBE Op(haHHOTO JIEKAPCTBEHHOTO TMpemnapara, ajs
ONpENENICHUs] BO3MOXKHOCTH  pAacCMaTpUBaTh €ro MNpPHU TOCYyAAPCTBEHHOMN
pEerucTpaluu B KauecTBe Op(haHHOTO JIEKAPCTBEHHOTO MIpenapara;

0) 3a TpPOBEIACHHE OSTUYECKOM OSKCHEPTU3bI, SKCHEPTU3BI JOKYMEHTOB
JIEKAQpCTBEHHOI'O TMpernapara JUuisl TMOJy4YeHUs pa3pelieHus Ha IPOBEICHHUE
KJIIMHUYECKOI'O0 HCCIENOBAHUs JIEKAPCTBEHHOI'O Ipenapara Uil MEIULUHCKOTO
OpPUMEHEHUs  TNpH  OOpaleHMH  3a  TOCYAApCTBEHHOW  perucrpammen
JIEKapCTBEHHOTIO MPEIapara;

B) 3a MPOBEIACHUE DSKCIEPTU3bl KayecTBa JIEKAPCTBEHHOI'O CpPEACTBA H
DKCIIEPTU3bl OTHOILLEHUS 0KMIAEMOM I0Jb3bl K BO3MOKHOMY PHUCKY NMPHUMEHEHUS
JIEKapCTBEHHOI'O IIpenapara, pa3pelieHHOro Uil MEAUIMHCKOIO IPUMEHEHUS B
Poccuiickoit  ®eneparuu  Oonee  ABaauaTH  JIE€T, NPH TOCYIapCTBEHHON
pErucTpanny JEKapCTBEHHOTO NIPenapara;

r) 3a TPOBEICHUE OKCIEPTU3bI KauecTBa JICKAPCTBEHHOTO CPEJACTBA U
AKCIIEPTU3bl OTHOLIEHUS 0KMIAEMOM IMOJb3bl K BO3MOKHOMY PHCKY HNPUMEHEHHS
JIEKapCTBEHHOI'O Ipenapara s MEIWLHUHCKOrO NPUMEHEHHUS, B OTHOILLIECHUU
KOTOPOTO  NIPOBEAECHBI  MEXKAYHAPOAHBIE  MHOTOLEHTPOBBIE  KIMHUYECKHE
MCCIIEIOBAHUsI, 4acTh M3 KOTOpPBIX MNpoBereHa B Poccuiickon denepanuu, npu
roCyJapCTBEHHOM PETrMCTPaLUM JIEKAPCTBEHHOTO MpEnapara;

1) 3a TMPOBEICHHWE OJKCIEPTH3bl KavyecTBa JIEKAPCTBEHHOTO CpPEICTBA U
DKCIIEPTU3bl OTHOILLEHUS 0KMIAEMOM IOJb3bl K BO3MOKHOMY PHCKY NPHUMEHEHUS
JEKApPCTBEHHOI'O0 mpemapara Juisi MEIUWIMHCKOTO TNPUMEHEHHST TP €ro
rOoCyAapCTBEHHOW PErHCTPaLNH;

€) 3a IPOBENCHHE OKCHEPTHU3bl KAdyecTBa JIEKAPCTBEHHOI'O CpPEICTBA H
HKCIIEPTU3bl OTHOILIEHUSI 0KMJIAEMOMN MOJb3bl K BO3MOKHOMY PHUCKY MPUMEHEHUS
JIEKapCTBEHHOI'O IMpernapara s BETEPUHAPHOIO NPUMEHEHUS MPH  €ro
rOCyJJapCTBEHHOM PETUCTPALIAN.);

12) Hanmu4Me MHTEIUICKTYaIbHBIX MPAB;
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13) Hanmuwe coryiacus 3asABUTENS OPUTMHAIBHOIO  JIEKAPCTBEHHOTO
mpernapara Ha HMCHOJb30BaHUE WHOOpPMAIMK O pe3ysbTaTrax JOKIMHHUYECKUX U
KJIIMHAYECKHUX UCCIIEOBAaHUN OpPUTMHAJILHOTO JIEKAPCTBEHHOI'O CPEJICTBA B CiIyyae,
€CIM C MOMEHTAa PEruCTPallMM OPUTHMHAIBHOIO JIEKAPCTBEHHOrO Mpernapara
MPOIILIO MEHEE IIECTH JIET.»;

B) 4aCTh 3 UBJIOKUTD B CIEAYIOIICH pelaKiiu:

«3. PeructpanmmonHoe aocbke (GopMuUpyeTcs U3 CIASAYIOMUX TOKYMEHTOB,
MpEAOCTaBISIEMbIX B IEJSIX SKCHOEPTU3bl JIEKAPCTBEHHOIO IMpenapara s
MEIUIIMHCKOTO TPUMEHEHUS! MOATAallHO W OJHOATAMHO — B LENSAX SKCIEePTU3bI
JIEKapCTBEHHOTIO Mpernapara Jijisi BETepUHAPHOTO TPUMEHEHHUS:

1) MTOKYMEHT Ha PYCCKOM S3bIKE WJIM TEPCBEICHHBIA HAa PYCCKUH SI3BIK,
BBIJIAaHHBIA KOMIIETEHTHBIM OpPraHOM CTpaHbl [UJISi KaXJ0ro W3 YYaCTHUKOB
npoIliecca MPOU3BOJACTBA PETUCTPUPYEMOTO JIEKApCTBEHHOrO Mpemnapara (B TOM
qucie, g TPOU3BOAUTENS (apMalleBTUUECKON CyOCTaHIMHU), 3aBEPEHHBIM B
YCTAHOBJICHHOM TMOPSJKE, MOJATBEPKIAIOIMINI COOTBETCTBUE IMPOU3BOAUTEIIS
pPErUCTPUPYEMOT0  JIGKapCTBEHHOrO0  Mpemnapara,  TpeOOBaHUSIM  MPaBUII
OpraHu3alliy MPOU3BOJICTBA U KOHTPOJIS KauecTBa JICKAPCTBEHHBIX CPEICTB JHOO
PEKBU3UTHI JTUIEH3UU Ha MPOU3BOJICTBO JIEKAPCTBEHHBIX CPECTB JJISI POCCUHCKUX
MIPOU3BOIUTEIICH;

2) OT4ET O pe3yibTaTax JIOKJIMHUYECKOIO HCCIEAOBAHHUS JIEKapCTBEHHOTO
CpeACTBa ISl METUIIMHCKOTO TPUMEHEHUS;

3) oTyeT 0 pe3yNbTaTax JOKIMHUYECKOTO HCCIEAOBAHHS JIEKaPCTBEHHOTO
CpeACTBa W KIMHUYECKOTO UCCIEJOBAaHUS JIEKApCTBEHHOTO Mpemnapara s
BETEPUHAPHOTO IPUMEHECHHS;

4) TPOEKT MPOTOKOJA KIMHUYECKOTO HCCIEIOBAHUS JIEKAPCTBEHHOTO
npenapara Jjisi MEIUIIMHCKOTO TPUMEHEHUS;

5) Opomrtopa  uccieAoBaTeNs — JIGKQPCTBEHHOTO — Mpermapara  Jyis

MCIMIIMHCKOTO IPUMCHCHMU A,
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6) mHpOpMaAMOHHBIA JUCTOK MallMeHTa, MPUBJICYEHHOTO K MPOBEACHUIO
KJIMHUYECKUX UCCIECOBAaHUM JIEKAPCTBEHHOTO TMpernapara Uisi MEIUIIUHCKOTO
PUMEHEHUS,

7) wmadopManMsa O BBIIUIATAX W KOMIICHCAIUAX MalMeHTaM (3I0POBBIM
n00poBoJIbLIaM, OOJIBHBIM) (Jajee - MAUUEHThI), MPUBJICYEHHBIM K MPOBEIAECHUIO
KJIMHAYECKUX HWCCIEAOBAaHUM JIEKApCTBEHHOTO Tpenapara i MEAUIIMHCKOTO
IPUMEHEHUS;

8) MpOeKT HMHCTPYKIUU MO NPUMEHEHHUIO JIEKapCTBEHHOIO Ipemnapara,
coJiep Kalluii CIeAyIoIIre CBEICHHUS:

a) HAaMMEHOBAaHHWE  JIEKAPCTBEHHOTO  CpeAcTBa  (MEXIyHApOIHOE
HEMATEeHTOBAaHHOE, WU TPYNNUPOBOYHOE, WIM XUMHUYECKOE U TOProBOE
HAaUMEHOBaHUA);

0) nekapcTBeHHas (opMa ¢ yKa3aHHEM HAaUMEHOBAaHUN U KOJUYECTBEHHOTO
cocTaBa JIEHCTBYIOIMX BEIIECTB U KAaYECTBEHHOI'O COCTAaBa BCIOMOTATEIbHBIX
BEIIICCTB;

B) OINKCaHWE BHEIIHETO BU/IA JIEKAPCTBEHHOTO Mpernapara;

r) (Qusuko-xumuyeckue cBoWcTBa (Mg paauodapManeBTHIECKUX
JIEKapCTBEHHBIX MPETapaToB);

n) dapmakoTepaneBTUYECKas TpPYIa, KOJ MEXKIyHapOJAHOW aHaTOMO-
TeparneBTuYecko-xumuueckont (ATX) knaccupukanum JeKapCTBEHHOTO Mpernapara
UL MEAWIIMHCKOTO  TPUMEHEHUS WO  yKa3aHWe  «TOMEOIaTHYECKHM
JIEKapCTBEHHBIN TIperapary;

e) dapmakoguHamuka U (¢papMakoKMHETHKA (KpoMme (hapMaKOKHHETHKU
TOMEOIATUYECKUX U PACTUTEIBHBIX JIEKAPCTBEHHBIX MPENapaToB);

) TIOKa3aHus K TPUMEHEHHUIO;

3) MPOTHBOIIOKA3aHUs K MPUMECHCHHIO,

1) MEPBI IPEIOCTOPOKHOCTU TIPU PUMECHECHHH,

K) YKa3aHHE BO3MOXHOCTH M OCOOCHHOCTEH MEIUIIMHCKOTO MPUMEHEHHS
JICKapCTBEHHOTO Tpemnapara OepeMeHHBIMH JKCHIIWHAMHM, XEHITMHAMHU B TEPHO]T

IpPyaAHOTrO BCKApMJIMBAHUA, ACTbMH, B3POCJIbBIMH, HUMCHOIIUMHU XPOHUYCCKHC
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3a0oneBaHusl (TONBKO [UIsI JIEKAPCTBEHHBIX MPEMapaToB ISl MEIUIIMHCKOTO
NPUMEHEHHUsI) WIM yKa3aHWe BO3MOXXHOCTM U OCOOCHHOCTEH TNpPUMEHEHHS Y
OepeMEHHBIX W JIAKTUPYIOIIUX XUBOTHBIX, Y MOTOMCTBA XHUBOTHBIX (TOJBKO IS
JICKapPCTBEHHBIX MPETapaToB JJIsl BETCPUHAPHOTO TIPUMEHEHUS);

J) PpEeXKUM JIO3UPOBAHMS, CHOCOO BBENEHUS U TNPUMEHEHHS, NpU
HEOOXOJMMOCTH BpeMs IIpHeMa JICKQpCTBEHHOTO Ipernapara, MpoJoHKUTEILHOCTD
JeYeHus, B TOM 4UHCJIE€ Yy JeTell 10 M TOociIe OJHOTO Troja (TOJBKO JIs
JICKapCTBEHHBIX MPENapaToB I MEAUIUHCKOTO TPUMCHEHHS );

M) BO3MOXHBIE TIOOOYHBIC ACUCTBHUS TPH NPUMEHEHHH JIEKApPCTBEHHOTO
npernapara,

H) CHUMITOMBI TEpPEJO3UPOBKU, MEphl MO OKa3aHUI0 TOMOIIU TIpH
epeI03UPOBKE;

0) B3aUMOJICHCTBUE C APYTMMHU JIEKAaPCTBEHHBIMHU IMpemapaTamMu U (W)
MUIIEBBIMU MPOJYKTaMHU, KOpMaMH (TOJBKO ISl JIEKAPCTBEHHBIX MPENapaToB JJis
BETCPUHAPHOTO MPUMEHEHHS);

11) (OpMBI BBIITYCKa JIEKAPCTBEHHOTO MpernapaTa;

p)  yKazaHuHe, TpH  HEOOXOJUMOCTH,  OCOOCHHOCTEH  JICUCTBUSA
JICKapCTBEHHOTO TIperapara Mmpy MepBoOM MPUEME HITU TIPU €r0 OTMEHE;

C) omnmucaHue, MpU HEOOXOAUMOCTH, JAeHCTBUN Bpauda (Penpamepa),
CTHeHMaTucTa B 00JIACTH BETEpUHApPWH, TMAIMEHTA, BIAJENblla >XHBOTHOTO MPH
MPOMyCKe MprUeMa OJHOW MM HECKOJBKUX /103 JIEKAPCTBEHHOTO Mpemnapara;

T) CBEJCHUS O BO3MOXHOM BIJIMSIHUM JICKAPCTBEHHOTO TIpermapara Jyis
MEAWIIMHCKOTO TPHUMEHEHHS Ha CHOCOOHOCTh YIPaBISATh TPAHCIOPTHBIMU
CpelICTBaMH, MEXaHU3MaMU;

y) CpPOK TOJHOCTH W yKa3aHHWE Ha 3ampeT MPUMEHEHHUS JIEKapCTBEHHOTO
mpernapara 1o HCTEYCHUH CPOKa TOTHOCTH;

¢) yciaoBusi XpaHEHUS;

X) yKa3aHHE Ha HEOOXOJWMOCTh XpaHEHHS JICKapCTBEHHOTO Mpernapara B

MECTax, HEJOCTYITHBIX JJIs1 JE€TEH;
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) yKa3aHue, MPU HEOOXOJUMOCTH, CHEHUATbHBIX MEpP MPEIOCTOPOKHOCTU
MIPU YHUYTOKEHUHU HEUCIIOIb30BAaHHBIX JICKAPCTBEHHBIX MPENApaToB;

Y) CpPOKM BO3MOXXHOTO  HCIOJB30BAHUA  MPOIYKUUH  KUBOTHOTO
MPOUCXOXKJICHUS TOCJE BBEICHMS >KMBOTHOMY JIEKAPCTBEHHOTO Ipemnapara s
BETCPUHAPHOTO TPUMEHECHHS;

1) YCJIOBUSI OTITYCKa;

1) HaMMEHOBaHME, aJpeC MPOU3ZBOJAUTEINS JIEKAPCTBEHHOTO Mpernapara U
ajipeca MPOU3BOACTBEHHBIX IIOLIAJ0K JIEKAPCTBEHHOI'O MpeapaTa;

7) HaMMEHOBaHHUE, aJ[peC OpraHU3alNM, YIOTHOMOYEHHOW BiaJelblieM
PETUCTPAIMOHHOTO YAOCTOBEPEHUS Ha NPHUHATHE NPETEH3UM OT MOKyHaTess
(motpeburens);

9) mpoekThl MAaKETOB TEPBUYHOM YMAKOBKM M BTOPUYHOM YIaKOBKU
JIEKapCTBEHHOI'O MIpenapara;

10) npoekT HOpMATUBHOMN JOKYMEHTAIIMH WJIK HOPMATUBHOTO JOKYMEHTa Ha
JIEKapCTBEHHBIN Mpenapar, WM yKa3aHWE COOTBETCTBYIOIIECH (apmakonerHon
CTaThU;

11) nokymeHT, coaepsKallfil CIeAYIOIINEe CBEACHHUS O (hapMaleBTUYSCKOM
cyocraniuu  (dapMalleBTUUECKUX  CyOCTaHIMSAX), BXOJSIIEH B  COCTaB
JIEKapCTBEHHOTO  Tpemapara, a Takke (apMaleBTUUECKO CyOCTaHIINH,
MPOU3BEACHHON B LESAX Pean3alliu:

a) HauMEHOBaHUE (apMalleBTUYECKON CyOCTaHLMU, €€ CTPYKTypa, 00Iue
CBOMMCTBA;

0) HaMMEHOBAHME U AJIPEC MPOU3BOIUTETIS;

B) OIMMCAHKUE NPOU3BOJCTBEHHOIO MPOIIECCa U €r0 KOHTPOJIS;

r) uHpOpMaIUI O TPUMECSX;

n) cnenudukanus Ha papMareBTUUECKY0 CyOCTaHIINIO;

€) ONMCaHue aHATUTHYECKUX METOUK;

) pe3yJIbTaThl aHAIN3a cepuid papMaleBTUYECKON CyOCTaHIIUN;

3) TepedyeHb CTaHAAPTHBIX OOpa3lOB WM BEIIECTB, HCIOJIB3YEMBIX B

IMPOHCCCC KOHTPOJLA Ka4CCTBA,
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M) ONHMCAaHUE XapPAKTEPUCTUK W CBOMCTB YIMAKOBOYHBIX U YKYIOPOYHBIX
MaTepHaJoB;

K) JaHHBIE O CTAOMJILHOCTH;

J1) CPOK TOJTHOCTH;

12) moxymeHT, coaep:Kaluii CISAYIOIINe CBEACHUS O (hapMarieBTUICCKUX
CBOMCTBax JIEKapCTBEHHOTO Mpernapara:

a) ONMCAaHNE U COCTAB JICKAPCTBEHHOTO TIpeTapara;

0) omrcanue (apMaleBTHUECKOIN pa3paboTKu;

B) OINMKMCAaHKE MPOU3BOJICTBEHHOTO MTPOIIecca U KOHTPOJIA MPoIiecca;

I') ONTUCAaHNE KOHTPOJIS KPUTHIECKUX ITATIOB U MMPOMEKYTOUHON TTPOTYKITHH;

1) HAUMEHOBAaHUE U aJipeca MPOU3BOICTBEHHBIX TUIOMIA/IOK;

) apmarieBTHYeCKasi COBMECTUMOCTb;

) MUKPOOHOJIOTHYECKUE XaPAKTEPUCTUKH;

3) MaTepuaIbHbINA OanaHc 711 TPOU3BOICTBA CEPUU TOTOBOTO MIPOIYKTA;

M) OIMCAaHWE XapaKTEPUCTUK M CBOWCTB YIAKOBOYHBIX W YKYIIOPOYHBIX
MaTepHaoB;

K) BJIMJIAIMS TIPOIIecca U/UII €T0 OLICHKA;

1) cnenr@ukaius Ha BCIOMOTaTe/IbHbIC BEIIECTRA;

M) aHAJIUTUYECKUE METOJHMKH, HCIOJb3yeMble MpPU KOHTPOJE KayecTBa
BCIIOMOTATEIIbHBIX BEIIECTB;

H) BalWJaIvs aHATATHYECKUX METOIWK, HCIIOJIb3YEMBIX TPU KOHTPOJIE
KaueCTBa BCIIOMOTaTENIbHBIX BEIIECTB;

0) wuHpopManus 00 WCIOJB30BAaHWU  BCIIOMOTATEIBHBIX  BEIIECTB
YEJIOBEUECKOTO W JKUBOTHOTO TIPOUCXOXKICHUS;

1) nHGopMaIus 00 UCTIOJIH30BAaHUU HOBBIX BCIIOMOTATEIBHBIX BEIIECTB;

p) cnendukaius Ha JEKapCTBEHHBIN IIpenapaT U €€ 000CHOBAHMUE;

C) aHAJIWTUYECKHE METOJIUKH, HCIOJIb3yeMble IPU KOHTPOJE KauecTBa
JICKapCTBEHHOTO TIperapara;

T) BaJWJalMs AHATUTHYECKHX METOAMK HCIIONB3YeMBIX TIPH KOHTPOJIE

Ka4CCTBa JICKAPCTBCHHOI'O IIpCIiapara,
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y) pe3yJbTaThl aHAJTU30B CEPU JIEKApCTBEHHOTO Mpernapara;

¢) xapakTepucTHKa IpUMECeH;

X) MepevYeHb CTaHJIAPTHBIX 00Pa3loB, UCIOJIb3YEMbIX B MPOIIECCE KOHTPOJIS
KAa4eCTBa JIEKAPCTBEHHOIO MPEINAapara;

11) JaHHBIC O CTAOUIBLHOCTH,

13) oTdeThl O pe3yibTaTax KIMHUYECKHX HMCCIEIOBAHUN JIEKapCTBEHHOTO
npenapara JJisi MEJUIUHCKOTO TPUMEHEHUS;

14) oTdeT 0 pe3ynapTaTax MEKIyHAPOIHBIX MHOTOIIEHTPOBBIX KIMHUYECKUX
WCCIIEOBAHUN JIEKAPCTBEHHOTO TMpenapara JUisi MEIUIMHCKOrO IMPUMEHEHMUS,
4acTh U3 KOTOPBIX MpoBeaeHa B Pocculickoint denepanuy;

15) noKyMeHT, coieprkaiiuii MHPOPMALMI0 O HAJUYUU WM OTCYTCTBUHU
(GbakToB perucTpaii JEKapCTBEHHOIO Ipernapara BHE mpenenoB Poccuiickoi
denepannu;

16) KkomuM JOKYMEHTOB, 3aBEPCHHBIC B YCTAHOBJICHHOM IOpPSJKE,
CBUJIETENBCTBYIOIIME O (DaKTe pErucTpalu JIEKapCTBEHHOIO IIpernapara Ha
TEPPUTOPUM JPYIHMX TOCYIApCTB B KadecTBE OP(PAHHOTO JIEKAPCTBEHHOIO
npenapara,

17) MOKyMEHTBI, MOATBEPKIAIOIINE HAIUYUE HUHTEIJICKTYaJIbHBIX MpaB B
CJIyyae perucTpaiuuy OpUrHHAIbLHOTO JEKAPCTBEHHOTO CPECTBA;

18) muceMeHHOE coriacue 3asBUTENS OPUTHMHAIBHOTO JIEKAPCTBEHHOIO
npernapara B COOTBETCTBUM € 4acThio 6 crarbu 18 Hactosiiero depepanbHOro
3aKOHA B ClIy4a€ PErucTpauuyd BOCIHPOU3BEAECHHOTO JIEKAPCTBEHHOrO Mperapara
WM OMO0aHaAJIOrOBOr0 JIEKAPCTBEHHOTO Mpernapara;

19) MOKYMEHT ¢ MPEATOKEHHUSIMH IO [IeHE JIGKAPCTBEHHOTO Iperapara s
MEJIMIIMHCKOTO MPUMEHEHHUS HAa OCHOBE MPEABAPUTEIBHBIX PACUETOB;

20) uHBIC TOKYMEHTBI, IIPEICTABISICMBIC B COOTBETCTBHH CO cTaThsiMu 20-23
HacTosero denepanbHOro 3aKOHA.»;

) momonHuTE YacTamu 3°-3° creyrommero cogepxkaHus:
«3h ITpn rOCYyIapCTBEHHOM  pPETUCTpaLUU BOCIIPOU3BEAECHHBIX

JICKapCTBCHHBIX IIPpCIIapaTtoB JOIIYCKACTCA BMCCTO OTYCTA p33pa6OT‘-II/IKa 0
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pe3yspraTax COOCTBEHHBIX JOKJIMHUYECKHMX HCCIEJOBAaHUM IpEICTaBICHUE
JUTEpaTypHOTO 0030pa HAy4YHBIX MyOJIMKalUi O pe3ylbTaTax JAOKIMHHYECKHX
UCCIIEOBAaHUM OPUTMHAJIIBHOTO JIEKAPCTBEHHOI'O IIpernapaTa W IpeJCTaBICHHE
BMECTO IIOJIHOTO O0bEMa KIMHUYECKMX HCCIEJOBaHUM OTYeTa O pe3yjbTaTax
UCCIIeIOBaHU OMOSKBUBAJICHTHOCTH. He Tpebyercss mpencTaBieHHe oTdeTa O
pe3ysibTaTax HCCIENOBAaHUN  OMODKBUBAJIEHTHOCTH, €CIU  PETUCTPUPYIOTCA
BOCTIPOM3BEICHHBIC JIEKAPCTBEHHBIC MPEMapaThl ISl MEIUITTHCKOTO TPUMEHEHHUS:

a) MpeAHa3HAUYCHHbIC ISl MAPEHTEPAIBbHOTO (BHYTPUBEHHOTO, MOAKOKHOTO
WJIM BHYTPUMBIIIEYHOT0) BBEJICHUS, IPEACTABIAIOIUX COO0M BOJIHBIE PACTBOPHL;

0) ABJISIFOLIMECS PACTBOPAMU ISl IEPOPATTBHOTO TPUMEHEHUS;

B) B (popMe MOPOIIKOB JJIsi HIPUTOTOBJIEHUS pACTBOPOB;

I') SBJISIOLLMECS Ta3aMH;

1) SBIISAIOIIMECS YITHBIMH WJIM TJIa3HBIMU JICKAPCTBEHHBIMH TpenapaTaMu,
U3TOTOBJICHHBIMU B BUJI€ BOJHBIX PACTBOPOB;

€) JUTsl MECTHOTO TIPUMEHEHMSI, IPUTOTOBIICHHBIE B BUJIE BOJIHBIX PACTBOPOB;

) SBIAIOIIAECS BOJHBIMH pAacTBOpaMH JJIi WCIOJB30BaHUS B BHJIE
UHTaIsIIUi B HeOynaii3epe UM B KauyeCTBE HA3aJbHBIX CIIPEEB, MPUMEHSEMBIX C
MOMOIIBIO CXOAHBIX YCTPOUCTB. i ciydyaeB, yKa3aHHBIX B MOAMYHKTAX «ay, «O»,
«B», «II», «€» M «K» HACTOSIIETO IyHKTa, BOCHPOU3BEICHHBINA JIEKAPCTBEHHBIN
npernapar I0JDKEH COAepKaTh TaKHe K€ BCIIOMOTaTeNIbHbBIE BEIIECTBA M B TAKUX KE
KOJIMYECTBAX KaK OpUTMHAJIBHBIA JIEKAPCTBEHHBIM Ipenapar. Eciam  cocrtas
BCIIOMOTaTENIbHBIX BEIECTB OTJIMYAETCS, TO 3asABUTENb JOJDKEH IMpPEeICTaBUTh
JI0Ka3aTeNbCTBA TOTO, YTO UCIOIB3yeMble BCIIOMOTATENbHbBIE BEIIECTBA B JTaHHBIX
KOHIIGHTPAILlMAX HE BIMAIOT Ha Oe3omacHOCTh | (Win) 3PPEKTHBHOCTD
JIeKapCTBEHHOT' 0 mpemnapara. B ciyuae, korja 3asgBUTENb HE MOXKET IPEIOCTaBUTh
Takyl0o WHOpPMAIMIO M HE MMEET IOCTyla K COOTBETCTBYIOIIUM JaHHBIM, OH
JOJDKEH TIPOBECTH COOTBETCTBYIOIIME MCCIEAOBAaHUS JUISl  JOKa3aTeIbCTBA
OTCYTCTBHSI BIMSIHUSI PA3HBIX BCTIOMOTATENbHBIX BEIIECTB MM BCIOMOTATEIbHBIX

YCTPOMCTB Ha Oe30macHOCTh U (Mih) 3((HEKTUBHOCTH JIGKAPCTBEHHOTO Mperapara.
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32 [Ipy  rocymapcTBEHHOM  perucTpalid  KOMOWHAIMKA  paHee
3apEruCTPUPOBAHHBIX JIEKAPCTBEHHBIX IMPENapaToB AOIMYCKAETCS BMECTO OTYETa
pazpaboTurMka O pe3yJbTaTaXx COOCTBEHHBIX JIOKJIMHUYECKHX WCCIEeI0BaHUN
MPEACTABICHUE JUTEPATYpHOro 0030pa HAyudHbIX MNYyOIMKalMid O pe3ysibTarax
JOKJIMHUYECKUX HCCIEAOBAaHUI OPUTHMHAIBHBIX JIEKapCTBEHHBIX IPENapaToB,
BXOJISIIIIUX B COCTaB KOMOMHAIIMU JIEKaPCTBEHHBIX MPENapaToB, U 00 OTCYTCTBUU
X B3aUMOJICUCTBUS MEXKTy COOOH B OJHOW JIEKAPCTBEHHOW (opMe, a TakKe
JAHHBIE  TMOATBEP>KJAIOIIME  BO3MOXXHOCTH  COBMECTHOIO  HCIIOJIb30BAHHUS
JIEKapCTBEHHBIX NPEeNapaToB.

3°. TocymapCTBeHHAs pErHCTpaIsi 0e3 NPEeIOCTABICHHS pPE3y/IbTATOB
JOKIMHUYECKUX W KIMHUYECKUX HCCIEAOBAaHUM OCYIIECTBIIETCS B OTHOLICHHUU
IrOMEOITaTUYECKUX JIEKAPCTBEHHBIX IPENApaToB JUIl MEAULUHCKOIO MPUMEHEHUS
IIPU HAJIMYUU COBOKYMHOCTH CJEAYIOLIUX YCIOBUM:

a) JIeKapCTBEHHBIN Ipenapar npeaHa3HadeH AJis NepopaIbHOro, HAPYKHOTO
VI MECTHOTO MPUMEHEHHS];

0) Ha YNAaKOBKE JIEKAPCTBEHHOIO IIpenapara, B HMHCTPYKLUHUH [0
MEIULMHCKOMY IPUMEHEHHUIO HE YKA3bIBAKOTCS NTOKA3aHUs JJIs IPUMEHEHUS;

B) 0€30MacHOCTh JIEKAPCTBEHHOI'O IMpernapara MOXKeT ObITh rapaHTUPOBaHA
Onarozapsi CylIECTBEHHOMY pa3Be/ICHUIO, a UMEHHO JICKapCTBEHHBIN Mpenapar He
conepxkut 6osee 1/10000 «maTepuHCKO HaCTOMKU» U HE coaep:kut Oonee 1/100
MUHUMAJIBHOM 1036l  (hapMaleBTUUECKOW  CYyOCTaHIIMM  MCHOJb3YyeMOH B
JJTONIAaTUH, IPUCYTCTBUE KOTOPOUW B aJUIONATUYECKOM JIEKAPCTBEHHOM IIpernapare
TpeOyeT OTIyCKa Mpemnapara TOJIbKO M0 PEUEnTy Bpaya.y;

) 4acTh 5 M3II0KUTH B CICIYIOMICH PEIaKIIUu:

«5. C 3agBneHUWEM O TOCYJApPCTBEHHON pPErHCcTpaluu JIEKApCTBEHHOIO
npenapara 3asBUTENIb BIPaBe 0 COOCTBEHHON MHUIIMATUBE MPE/ICTABUTD!

1) nOKyMEHT, MOATBEPKIAOIIMI yIUIaTy TOCYJapCTBEHHOM MOLUIMHBI 3a
MIPOBE/ICHHE HKCIIEPTU3bI JOKYMEHTOB JIEKapCTBEHHOT O npenapara,

NPEJCTaBJICHHOTO B KadecTBE OP(AHHOrO JICKApPCTBEHHOTO Tpenapara, s
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ONpENENICHUs] BO3MOYKHOCTH  pAacCMaTpUBaTh €ro MNpHU TOCYyAAPCTBEHHOMN
perucTpalyy B KauecTBe ophaHHOTO JIEKaPCTBEHHOTO Tperapara;

2) MOKYMEHT, MOJTBEPXAAONINI YIJIaTy TOCYJIapCTBEHHON MOLUIMHBI 3a
MPOBEJECHNUE STUYECKOM 3KCIEPTHU3bl, HDKCIEPTU3bl JTOKYMEHTOB JIEKAPCTBEHHOIO
nmpenapara s TNOJYYCHMS pa3pelIieHUss Ha MPOBEACHUE KIMHUYECKOTO
MCCIIEOBAaHUS JIEKAPCTBEHHOTO Ipernapara Juisi MEAUIUHCKOTO MPUMEHEHHUS MpU
oOpallleH!H 3a TOCYJapCTBEHHOM perucTpaiuei JIeKapcTBeHHOT O Ipernapara;

3) HOKYMEHT, MOATBEPMAMOIINN YIIaTy TOCYIapCTBEHHOW MOILJIMHBI 3a
MIPOBEJCHNUE SKCIEPTU3bl KAYECTBA JICKAPCTBEHHOTO CPEACTBA U AKCIEPTHU3bI
OTHOUIIEHUSI  OXHUJAEMOM TMOJIb3bl K BO3MOXKHOMY PHUCKY TNPUMEHECHUS
JIEKapCTBEHHOI'0 IIperapara, pa3pelieHHOro Uil MEAULUMHCKOrO MPUMEHEHUS B
Poccuiickoit  ®eneparuu  6onee  ABaaUATH  JI€T, NpPU  TOCYJIapCTBEHHOU
PETUCTpALIMY JIEKAPCTBEHHOTO MPEnapara;

4) NOKYMEHT, MOATBEP)KIAIOIINK YIUIATy TOCYAapCTBEHHOW MOIUIMHBI 3a
MPOBEICHUE DSKCIEPTU3bl KAadyeCTBA JICKAPCTBEHHOTO CPEJICTBA M JKCIEPTHU3BI
OTHOUIIEHUSI  OXHUJAEMOM TMOJIb3bl K BO3MOXKHOMY PHUCKY TNPUMEHECHUS
JIEKapCTBEHHOI'0 IIpernapara Ui MEIUIMHCKOIO IPUMEHEHHs, B OTHOLICHUH
KOTOPOTO  NPOBEICHBI  MEXKIYHAPOAHBIE  MHOTOLIEHTPOBBIE  KIMHUYECKHE
MCCIIEIOBAHUsI, 4acTh M3 KOTOpPBIX MNpoBereHa B Poccuiickon denepanuu, npu
roCyJapCTBEHHOM PETrMCTPaLUM JIEKAPCTBEHHOTO MpEnapara;

5) HOKyMEHT, MOATBEPKMAMOIINK YIUIATy TOCYAapCTBEHHOW MOILIMHBI 32
IPOBEJICHUE DSKCIIEPTU3bl KauyeCcTBa JICKAPCTBEHHOI'O CPEICTBA U IKCIEPTHU3BI
OTHOWIEHUSI  OXHUJAEMOM TMOJIb3bl K BO3MOXKHOMY PHUCKY MNPUMEHECHUS
JIEKapCTBEHHOI0  Ipemnapara il MEIHWIMHCKOIO IPUMEHEHHS T[pPU  €ro
roCy1apCTBEHHOM PErUCTPaLNH;

6) MOKyMEHT, MOATBEPKIAIOIIMN YIIATy TOCYJAapCTBEHHOW MOIIIMHBI 3a
IPOBEJICHUE DSKCIEPTU3bl KauyeCTBAa JICKAPCTBEHHOIO CPEICTBA WU JKCIEPTHU3BI
OTHOIIEHUSI  OXHUJAEMOM TMOJIb3bl K BO3MOXKHOMY PHUCKY TNPUMEHECHUS
JIEKapCTBEHHOr0 TMpernapara Jisi BETEPUHAPHOIO MPUMEHEHUS] TIPU  €ro

roCcyJJapCTBEHHOM perucTpaluu.
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B cnyudae HempencrtaBiieHHMs YKa3aHHBIX JOKYMEHTOB YIOJHOMOYEHHBIN
dbeneparbHBIE  OpTaH WCHOJHUTEIBLHOM BIIACTH TpOBepseT (aKT YIUIATHI
rOCyIapCTBEHHOW TOLUIMHBI C HUCIOJb30BAaHUEM HHGPOpMaUU 00 yIiaTe
rOCyJlapCTBEHHOU TOLIINHBI, coJiepKaIencs B l'ocynapcTBeHHOM
WH()OPMAITMOHHONW CUCTEME O TOCYAApPCTBEHHBIX W MYHHITUIIAIBHBIX IUIATEXaX Ha
OCHOBAHUH PEKBU3UTOB, IPEACTABIISIEMBIX 3asIBUTEIIEM.);

¢) B yacTH 6 MOCJE CIOB «C JAaThl TOCYAAPCTBEHHOUN perucTpaiumn» 100aBUTh
CJIOBO «OPHUTHHAJIBHOTO»;

11) B cratbe 19 yactu 1 1 2 U3JI0KUTH B CICAYIOIICH pEIaKIINH:

«l. B TteueHue peciaTH pabouyumx JHEH CO JAHS TPUHATUA 3aIBICHUS O
rOCYy/IapCTBEHHOM PETUCTpalMi JIEKAPCTBEHHOI'O IIperapara yIOJIHOMOYEHHBIN
dbenepalibHbIE OpraH MCHOJHUTEIBLHON BIACTH MPOBOJMUT IMPOBEPKY MOJHOTHI U
JIOCTOBEPHOCTH CBEJCHUN, COICPNKAIIMUXCS B NPEACTABICHHBIX 3asBUTEIIEM
Marepuaiax, i IPUHUMAET PELICHHUE O BbIAY€E 3a/IaHUs HA IPOBEJCHUE:

1) sxcrepTr3bl TOKYMEHTOB JIEKAPCTBEHHOTO IMpenapara, MpeiCTaBIeHHOTO
B KadecTBe Op(PaHHOIO JIEKAPCTBEHHOIO TIpemapara, JUisl  ONpeeeHUs
BO3MOXXHOCTH paccMaTpuMBaTh €ro IIPU OCYLIECTBICHUU TIOCYIapCTBEHHOU
perucTpanuu B kadecTBe OphaHHOrO JIEKAPCTBEHHOrO Mpernapara Ha OCHOBAaHUU
JIOKyMEHTOB, yKa3aHHBIX B myHkTax 2, 8, 13, 15, 16 wactu 3 crarbu 18
Hacrosmero OenepabHOro 3aKOHa;

2) SKCTIEPTU3BI JIEKAPCTBEHHBIX CPEJICTB B YACTH DKCIIEPTU3BI JOKYMEHTOB
JIEKQpCTBEHHOI'O0 TMpernapara Jjsi MEAUIMHCKOrO MPUMEHEHUs I MOJIyYEHUS
pa3penieHus Ha MPOBEICHUE KIWHUYECKOTO MCCIEIOBaHUS JIEKAPCTBEHHOTO
npenapata B COOTBETCTBUHU C IIEISIMU, YKa3aHHBIMM B CTaThe 38 HACTOSIIETO
denepaibHOTO 3aKOHA, B OTHOIICHUM JIEKAPCTBEHHBIX MpenapaToB, ISl KOTOPBIX
HE NPOBOJWJIMCH KIMHUYECKUE HccaenoBanus B Poccuiickon ®Penepauuu, u
ATUYECKOM IKCIIEPTU3bl HA OCHOBAaHUU JOKYMEHTOB, YKa3aHHBIX B TyHKTax 1, 2, 4-
8, 10-12 vactu 3 cratbu 18 Hactosmero deaepasbHOTO 3aKOHA, TOKYMEHTOB,
ykazaHHbIX B 4yacth 4 crarbu 18 Hacrosmero ®enepaibHOrO 3aKOHA |

IPEACTAaBJICHHBIX I10 KCJIAHUIO 3asIBUTECIIA,
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3) 9KchepTH3bl JICKAPCTBEHHBIX CPEJICTB B YacTH OSKCIEPTHU3bI KauyecTBa
JIEKapCTBEHHOTO CPEACTBA M HKCIEPTU3bl OTHOLICHHS OXKHUIAEMOW TMOJIB3bI K
BO3MOXKHOMY PUCKY MPUMEHEHHS JIEKQpCTBEHHOIO Ipernapara Jijisi MEAUIIMHCKOTO
NPUMEHEHUSI, B OTHOIICHHM JIEKAPCTBEHHBIX IMPENapaToB, pPa3pelIeHHbIX IS
MEIUIMHCKOro npuMeHeHuss B Poccuiickoit @enepauuu Oosee ABaALATH JIET
(kpome OMOJOTMYECKUX JIEKAPCTBEHHBIX MpEmapaToB W  OHMOaHAJOTOBBIX
JICKapCTBEHHBIX TMpernapaToB (OMOaHAIOroB)), HAa OCHOBAaHWU JOKYMEHTOB,
yKa3aHHBIX B MyHKTax 1, 8-12, 13 yactu 3 ctateu 18 Hactosmero denepanbHoro
3aKOHA, a TaK)Ke JIEKAPCTBEHHBIX MPENapaToB, B OTHOIIEHUH KOTOPHIX ITPOBEICHbI
MEXIyHApOJHbIE MHOTOIICHTPOBBIC KJIMHWYECKUE HWCCIENOBAaHUSA, dYacTh W3
KOTOpBIX mpoBeaeHa B Poccuiickoit Pexnepanuu, Ha OCHOBAaHUM JIOKYMEHTOB,
yKa3aHHBIX B myHKTax 1, 8-12, 14 vactu 3 cratbu 18 Hactosimero denepaibHOrO
3aKOHA; a TaKKe JICKAPCTBEHHBIX MPEMapaToB ISl MEIUIIMHCKOTO MPUMEHEHUS, B
OTHOILIEHUM KOTOPBIX B pE3yJdbTaTe HKCHEPTU3bl IPU3HAHO BO3MOYKHBIM
paccMaTpuBaTh MX MPU TOCYJAPCTBEHHOM PETHCTpAIllMi B KadecTBe Op(aHHBIX
JEKapCTBEHHBIX  MpenaparoB W B  OTHOIIEHWH  KOTOPBIX  IPOBEICHBI
MEXIyHapOJHbIE KIMHUYECKUE HCCIIEIOBAaHUSI HAa OCHOBAaHUM JIOKYMEHTOB,
yKa3aHHBIX B MyHKTax 1, 8-12, 13 yactu 3 ctateu 18 Hactosmero deaepanbHOTO
3aKOHa,;

4) sKCHepTH3bl JICKAPCTBEHHOTO CPEIICTBA B OTHOIICHUM JICKAPCTBEHHBIX
npernapaToB JJii BETEPUHAPHOTO TMPHUMEHEHHWS HA OCHOBAHHHM JOKYMEHTOB

nyn

yKa3aHHBIX B myHKTax 1, 3, moamynkrax "a" - c"

, IyHKkTa 8, B myHKTax 9-12,
nyHkTe 15, 17 u 18 yactu 3 crarbu 18 Hacrosiero deaepaibHOrO 3aKOHA.

2. YTNOTHOMOYEHHBIM (enepalibHbIi OpTraH WMCHOJHUTEIHLHON BIACTH
YBEJOMIJISIET B JICKTPOHHOW U (UJTM) TUCBMEHHON (popMe 3asBUTENST M IKCIIEPTHOE
YUPEKICHUE O MPUHSATOM PEUICHUM O BbIAAY€E 33JaHUI Ha MPOBEACHUE SKCIIEPTHU3,
yKa3aHHBIX B 4acTU | HACTOSIIEH CTaThH, U, B CIIydyae HEOOXOJAMMOCTHU, O BbIade
paspemieHusi Ha BBO3 B Poccuiickyro denepannio KOHKPETHOM MapTuu (Cepuu)

3apEruCTPUPOBAHHBIX M (MJIM) HE3apErMCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB
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WM B ClIy4yae OTKa3a B OPraHM3alMM JKCIEPTU3 C YKA3aHHEM MPUYHMH TAKOIO
OTKa3a.»;

12) cratpro 20 U30KUTH B CIACAYIOIICH PEAaKIIUHN:

«Crarbss  20. DOkcmepTuza JOKYMEHTOB JIEKAPCTBEHHOIO  IIpernapara,
MPEACTABIICHHOTO B KadecTBe OPGaHHOTO JICKAPCTBEHHOTO IIpemapara, s
ONpENENICHUs] BO3MOXKHOCTH  pAacCMaTpUBaTh €ro MNpPHU TOCYyAAPCTBEHHOMN
perucTpanuM B KadecTBe Op¢aHHOrO JIEKapCTBEHHOIrO IMperapara, 3KCIepTh3a
JIOKYMEHTOB, 3TUYECKasi HKCIEepTHU3a JICKAPCTBEHHOrO Mpenapara il MOJyYeHUs
pa3pelieHUs Ha MPOBEICHHE KIMHUYECKOTO HCCIEAOBAHUS JIEKAPCTBEHHOIO
npenapara Jjisi MeJUIIUHCKOTO IPUMEHEHUS

l. Dkcneptr3a HOKYMEHTOB JIEKAPCTBEHHOTO Mpemnapara, Mpe/ICTaBICHHOTO
JUISL  ONPENCIICHUS BO3MOXXHOCTH pAacCMaTpUBAaTh €ro IMpU OCYIIECTBICHUU
rOCyJIapCTBEHHON perucTpallui B KadecTBe OpP(PaHHOIO JIEKApPCTBEHHOIO
npernapara, COCTaBJICHHE SKCIEPTHOM KOMHCCUEH 3aKIIIOUEHUS O BO3MOYKHOCTHU
WM  HEBO3MOXKHOCTU  paccMaTpuBaTh  JIGKQPCTBEHHBIM  mpemapar  MNpu
OCYILECTBJICHUU TOCYJApCTBEHHOM perucTrpaliu B KayecTBe opdaHHOrO
JIEKQpCTBEHHOI'O0 TIpernapaTra OCYIIECTBISIOTCA B CpPOK, HE IPEBBIIIAOIINMA
TpUALATA pabOYMX THEW CO JHS MOJIyYEHUS DKCIEPTHBIM YUPEKICHUEM 3aJaHus
YIOJHOMOYEHHOTO  (hefIepallbHOTO ~ OpraHa  MCIHOJHUTEIBHOM  BIACTH  C
MIPWIOKEHUEM HEOOXOIUMBIX JOKYMEHTOB, YKa3aHHBIX B MyHKTax 2, 8, 13, 15, 16
yactu 3 crathu 18 Hacrosmero PenepanbHOroO 3aKOHA, JOKYMEHTOB, YKa3aHHBIX B
yactu 4 crarbu 18 HacTosimero denepaibHOTO 3aKOHA M MNPEICTABICHHBIX IO
JKenaHuwo 3asBUTENs. [Ipy BBIHECEHUHM KOMHUCCHUEW HKCIEPTOB 3aKIIOUECHUS O
BO3MOKHOCTH pacCMaTpUBaTh JICKAPCTBEHHBIN Mpermapar B KauecTBe OphaHHOTO
JIEKaQpCTBEHHOIO Mpenapara Mpu OCYIIECTBICHUU TOCYIapCTBEHHON pErucTpanuu
YIOJHOMOYEHHBIN (eliepanbHbld OpraH MCHOJHUTEIBHON BJIAaCTH B CpPOK, HE
MPEBBIMIAONIMA TISATH pabounX JHEH CO JTHSA TOJYyYCeHUs JAHHOTO 3aKIIOUYCHUS,
MPUHUMAET PEIICHUE O BbIJau€ B OTHOIICHUM JICKAPCTBEHHOTO Iperapara, He
MPOIIEIIEeT0 KIMHUYECKUE MCCIECIOBAHUS, 3a/laHUsl Ha MPOBEICHUE SKCIIEPTU3BI

JAOKYMCHTOB JICKAPCTBCHHOTI'O IIpCIIapara U ATUYECKOM SKCIICPTUI3BI JIJIA ITOJTYYCHUA
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pa3pelieHus Ha MPOBEICHHE KIMHUYECKOIO MCCIECAOBAHUS JIEKAPCTBEHHOTO
npenapara WiIM B OTHOIIEHWM JIEKAPCTBEHHOIO IMpenapara, MPOLIEIIEro
MEKIYHAPOIHbIE KIMHUYECKHE HCCIEIOBAHUS B COOTBETCTBUM C MpaBUIIAMHU
HaJJIeKallel KIMHUYECKOW MNPAKTUKHU, 3aJaHUS HAa TPOBEACHUE DSKCIEPTU3BI
KAuecTBa JIEKAPCTBEHHOI'O CPEACTBA M JKCIEPTU3bl OTHOILIECHHS OKHJIaeMOM
MOJIb3bl K BO3MOYKHOMY PUCKY TPUMEHEHUS JIEKAPCTBEHHOTO MPENapara B MOPSAKE
YCKOPEHHOW MPOLEAYPhI SKCIIEPTU3BI JIEKAPCTBEHHBIX CPEACTB B COOTBETCTBUU CO
cratbeil 26 Hactosawmero deaepanbHOro 3aKOHa. B ciyyae BRIHECEHHUS] KOMUCCUEN
DKCHEPTOB 3AKIIOYEHUS O HEBO3MOKHOCTH PAaCCMATPUBATh MPEACTABICHHbBIN
JIEKapCTBEHHBIN MIpenapar B KayeCcTBE OpPaHHOTO JEKAPCTBEHHOIO Mpenapara npu
OCYIIECTBJICHUHN FOCYJaPCTBEHHOW PErucTpalyy yroJIHOMOYCHHbBIN (eepanbHbIi
OpraH HCHOJIHUTENbHOM  BJIACTH  OCYIIECTBIISIET OLEHKY IOCTYHHUBILIETO
3aKJIIOYEHUS] JUIsl ONPENENEHHUs] €ro COOTBETCTBUS 3aJaHUI0 Ha MPOBEICHUE
DKCOEPTU3bl W  NPUHUMAET  PELIIEHHE O  NPEKpPalllEHHWH  MPOLEIypbI
roCyJapCTBEHHOM pErucTpaluu JIEKapCTBEHHOTO IMpernapara, MpeACTaBICHHOTO B
KauecTBe Op(aHHOro JIEKApCTBEHHOrO IMperapaTa, U B CPOK, HE MPEBBILAIOIINAN
mATH pabovux AHEH CO JHS MPUHSATHS JTAHHOTO PEIICHHUS, YBEAOMIIsIeT 00 3TOM
3asBUTEJISI B QJICKTPOHHOU M (WJIM) MUChbMEHHOM (hopme.

2. DKcnepTuza JIOKYMEHTOB JIEKAPCTBEHHBIX CPEACTB I MOJy4EeHUs
paspelnieHus Ha MPOBEJICHUE KIMHUYECKOTrO HCCIEAOBAHMS JIEKapCTBEHHOTO
npenapara JAjii  MEAUIUHCKOIO TPUMEHEHUS B COOTBETCTBUU C LEJSIMHU,
yYKa3aHHBIMH B cTatbe 38 Hactosimiero @PenepanbHOTO 3aKOHA, JTHYECKas
HKCIIEPTU3A, COCTABIEHHWE KOMMCCHEH 3KCIEPTOB 3aKIIOYEHH O BO3MOXKHOCTHU
WM HEBO3MOXHOCTH TMPOBEJICHUSI TAKOr0 KIMHUYECKOTO HWCCIECIOBAHUS U
HaIMpaBJCHUE OTUX 3aKIIOYECHUN B YIOJHOMOYCHHBIN (enepanbHbIi OpraH
WCIIOJIHUTENIbHON BJIACTH OCYILECTBIIAIOTCS B CPOK, HE MPEBBIMIAIONINI COpOKa
pabouux JHEW C€O JHS TOJYyYEHUs] OKCHEPTHBIM YUPEKIACHUEM 3aJaHus
YIOJHOMOUYEHHOTO  (peepajbHOTO  OpraHa  HMCIHOJHUTENbHOM  BJIACTH €
MPUJIOKEHUEM HEOOXOJUMBIX JIOKYMEHTOB B DJJIGKTPOHHOM BHJE€ M (WIM) Ha

OyMa)KHOM HOCHUTEJNE, YKa3aHHbIX B TyHKTax 1, 2, 4-8, 10-12 wactu 3 crarpu 18
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HacTosero PenepajbHOIO 3aKOHA, JOKYMEHTOB, YKa3aHHBIX B 4yacTH 4 cTaThu 18
HacTosmero PeaepasbHOro 3aKOHA U MPEACTABICHHBIX IO KEJIAHHUIO 3asiBUTENS, U
COBETOM IO JTHKE 3aJaHusl YHOJHOMOYEHHOro (hefepaabHOro opraHa
UCIIOJTHUTENILHOM BJIACTU € NMPUIOKEHUEM HEOOXOIUMBIX JOKYMEHTOB, YKa3aHHBIX
B ITyHKTax 4-8 yactu 3 ctateu 18 HacTosmero deaepabHOrO 3aKOHA.
3. JlokyMeHTBI, coaepKaliuecss B pErucTPallMOHHOM JOChE€ M MOCTYIUBLINE
Ha OyMa)XHOM HOCHUTEJNE B OJKCIIEPTHOE YUYPEXKICHHE, COBET IO JTUKE IS
OCYLIECTBJIEHUS WX OKCHEPTHU3bl B LEIAX ONPENEICHUS BO3MOKHOCTH
paccMmaTpuBaTh JIEKAPCTBEHHBIN Mpenapar Mpu rocyAapCcTBEHHOW perucTpanuu B
KauecTBe Op(paHHOIrO JEKAPCTBEHHOTO MperapaTa Uild MOJyYEeHUs pa3pelieHus Ha
IIPOBEICHUE KJIMHUYECKOTO MCCIEOBAaHUs JIEKAPCTBEHHOIO Ipenapara Ui
MEIUIMHCKOIO  IPUMEHEHUs NOJJeXaT BO3BpaTy B  YIOJHOMOYEHHBIN
(denepabHbI OpraH WCIOJIHUTEBHOM BJIACTH OJHOBPEMEHHO C 3aKJIIOUECHUSIMU
COOTBETCTBYIOIINX IKCIIEPTHU3.»;
13) Buactu 1 crateu 21:
) CTIOBO «IISITHY 3aMEHHTB CIIOBOM «(JIECSITH»;
) Tocie CIOB «YBEIOMIISICT 3asBHUTENS B» JIONOJIHHUTH CIIOBAMHU
«ANIEKTPOHHOM BUJIE U (WIIH)»;

B) TOCJIE CJIOB «O pe3yJibTaTaX MpPOBEIEHHBIX O3KCIEPTU3» JOMOJIHUTH
CIIOBAMHM «C TPHUJIOKEHUEM KOIMHUHU HKCIEPTHBIX 3aKIIOYEHHH (C COXpaHEHUEM
KOH(DHIEHIIMATbHOCTH COCTaBa 3KCIEPTHON KOMUCCHU)»;

14) B yacTu 2 cTaTthu 22:

) B ab3a1ie MepBOM CIIOBO «IISTH» 3aMEHUTH CIIOBOM «JICCATUY;

) TYHKT 4 [ONOJHHUTH CJIOBAMH «H TIPUOCTAHABIMBACT IPOBEICHUC
roCyAapCTBEHHOW PErHCTPallii JEKAPCTBEHHOTO ITpenaparay;

15) B cratbe 23:

) Buactu 1:

cioBa «B myHKTax 1-8, 15-17» 3amenuth cioBamu «B myHkTax 1, 8-15, 17 u

18 »;
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CIOBA «, W OT4E€Ta O IMPOBEACHHOM KIMHUYECKOM MCCIIEIOBAHUU
JIEKAPCTBEHHOTIO MPEeIapara sl MEIUIMHCKOTO IPUMEHEHHUS UCKIIIOUNTD;

) B yacTH 2:

IYHKT | JIOIIOJIHUTH CIIOBAMHU «IIOCJIE 3aBEPIICHUS IPOBEICHUS KIMHUYECKUX
MCCIICOBAHN JIEKAPCTBEHHOI'O IIpernapara;

IYHKT 3 JONOJIHUTH CIIOBAaMH «- [0 COOCTBEHHON MHUIIMATHUBE 3asBUTEN. B
Cllydyae  HENpPEACTABICHUS  YKAa3aHHOTO  JOKYMEHTa  YIOJHOMOYEHHBIN
denepanbHBIE  OpraH HWCHOJHUTENBHON BIAcTH TpoBepseT (akT  yIiaThl
rOCy/lapCTBEHHOM TMONIJIMHBI C HCIOJIB30BAHUEM MHOpMaLMM 00 yrjaTe
roCyJ1apCTBEHHON IIOLLJIVHBI, CoZIepIKaIencs B I'ocynapcTBeHHOM
MH(POPMALIMOHHON CHCTEME O TOCYJIAapPCTBEHHBIX M MYHULMIAIbHBIX IJIaTEKaxX Ha
OCHOBAHMH PEKBU3HUTOB, IIPEICTABIIIEMBIX 3aIBUTEIIEMY;

JOTIOJIHUTH ITYHKTOM 4 CIEAYIOIIETO COAECPKAHU:

«4) JIOKyMEHTBI, BXOJAIIME B COCTaB PErHMCTPALMOHHOTO  JIOChE,
JOpa0OTaHHbIE B COOTBETCTBUU C PE3YJIbTATAMHU KIMHUYECKUX HCCIIETOBAHUN WM
BHOBb MOJYYEHHBIMU JaHHBIMH, 3aTPArMBAIOIIMMHU KauyecTBO, 3(P(HEKTUBHOCTh U
0€30I1aCHOCTb JIEKAPCTBEHHOI'O Iperaparay;

) B yacTu 3:

B a03a1ie MepBOM CIIOBO «IISITH)» 3aMEHUTH CIIOBOM «ECITH»;

IYHKT 3 W3JI0KUATH B CIEAYIOIIEN pETaKINN:

«3) yBeIOMIIICT B DJIEKTPOHHOW W (WMJIM) MUCHMEHHOW (popme 3asBUTENS U
DKCIIEPTHOE YUPEXKIECHNE O MMPUHATOM PELICHNUHN WUJIM B CIIy4ae OTKa3a ¢ yKa3aHUEM
IIPUYUH TAKOTO OTKAa3a.»;

) 4YacTb 4 JIOTMOJIHUTH CJOBAaMH «, a TaKXe OTCYTCTBUE HH(MOpMAIIUH,
NOJITBEPXKIAIOMIEH (pakT ymjaaThl TOCYAapCTBEHHOW MOILIMHBI 3a MPOBEACHHE
DKCHEPTU3bl KA4YECTBA JIEKAPCTBEHHOTO CPEACTBA M JKCIEPTHU3bl OTHOIICHUS
OKMJAEMOI TMOJIb3bl K BO3MOXXHOMY PHCKY IPUMEHEHHs JIEKapCTBEHHOTO
npenapara Juisi MEJUIUHCKOTO PUMEHEHUSDY;

) B a03ale TEepBOM YAcTH 5 CJIOBO «ISTHAAUATH» 3aMEHHUTH CIOBOM

«ICBAHOCTO»,
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) 4acTh 6 MoOCJie CJIOB «YBEAOMIISCT BY» JOMOJHHUTH CIOBAMH «3JICKTPOHHOM
u (uam)»;

Ny _ nn

16) B wactu 1 crateu 24 cimoBa « B myHKTax 1-8, 10, moamyHkrax "a ",

n " "

K" - MH

,"'m" - "d" myHnkra 16 u myHkre 17» 3aMEHUTH CIIOBaMH «B MyHKTax 1, 3,

nonamyHnkrax "a" - "c", "y" - "3" mynkra 8, B mynkrax 9-12 u mynkre 15»;

17) B cTaTbe 25:

) B yacTu 2:

IIOCJIE CJIOB «IIOBTOPHAsI KCIIEPTU3A JIEKAPCTBEHHBIX CPEJCTB MPOBOAUTCS
N00aBUTH CJIOBA «C YUYETOM PE3yJIbTaTOB paHEe MPOBEACHHON SKCIEPTU3BIY;

CJIOBO «COPOKa» 3aMEHHUTH CIOBOM «IBaJL[aTH;

) B 4acTH 3 CJIOBA «U CPEJICTBA, IEPEUYHCIICHHBIE PAHEE HA IIPOBEACHUE TAKOU
AKCIEPTU3BI, TIOJUIEKAT BO3BPATY B (peiepabHbIN OIOIKET» UCKIIOUUTH;

18) wacTtu 1-3 cTaThy 26 U3JIOKUTH B CICAYIONICH PelaKIIUU:

«l. YckopeHHas mpoueaypa SKCHEPTU3bl JIEKAPCTBEHHBIX CPENCTB B LEIAX
rOCyJapCTBEHHOM pErucTpaluy JIEKapCTBEHHBIX MPENapaToB IPUMEHSAETCA B
OTHOUIEHWH Op(aHHBIX JIEKAPCTBEHHBIX IMPEMApAaTOB M  JIEKAPCTBEHHBIX
IIpenaparoB, MPeAHA3HAYEHHBIX ISl UCIIOJIb30BAHUS B IIEIUATPUUECKON MPAKTHUKE.
VYckopeHHass mpolenypa 3KCHEpPTU3bl JIGKAPCTBEHHBIX CPEACTB B ILEJISX
rOCy/apCTBEHHOM PETUCTPAllMUd HE MPHUMEHSIETCSd B OTHOLIEHUMH OMOaHAJIOrOBBIX
JIEKapCTBEHHBIX MpernapaToB (OMOaHAIOrOB) W OPUTMHAIBHBIX JEKAPCTBEHHBIX
npenapaToB (Kpome op(daHHBIX JEKAPCTBEHHBIX MPENapaToB), BOCIPOU3BEACHHBIX
JIEKapCTBEHHBIX TpernaparoB (KpomMe MpeIHA3HAYCHHBIX HCKIIOYUTEIBHO ISt
UCTIOIB30BaHUSl B MEIUATPUYECKOW  TMPAKTHUKE), HOBBIX  KOMOWHAIIHIA
3apErUCTPUPOBAHHBIX paHEE JIEKAPCTBEHHBIX IPENaparoB, JIEKAPCTBEHHBIX
IpenaparoB, 3aperUCTPUPOBAHHBIX paHEE, HO MPOU3BEIEHHBIX B JAPYTHX
JIEKapCTBEHHBIX (POpMax, B HOBOM JJO3UPOBKE.

2. YcKOpeHHas Mpolielypa dKCIEePTU3bI JEKapCTBEHHBIX CPEACTB MPOBOAUTCS
M0 PEIICHUIO COOTBETCTBYIOIIETO YIOJHOMOUYEHHOTO (enepaibHOro opraHa
UCIIOJIHUTENIbHOM BJIACTM HA OCHOBAHMM 3asBJICHUSl 3asiBUTENI B CPOK, HE

MPEBBIMAIOIIMA  BOChMUACCATH pabounx gHed. [lpm 3TOoM  aKcmepTH3a
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JOKYMEHTOB, COJEPXKAIIMXCA B PETUCTPAMOHHOM JIOChE JIEKAPCTBEHHOIO
npenapara sl MEIUUUHCKOIO MPUMEHEHHMS M JTHYECKas OJKCIepTu3a s
NOJIyYCHUS]  Pa3pelleHMs] Ha IIPOBEACHHE  KIMHUYECKOTO  HCCIEAOBAHUS
JIEKapCTBEHHOI'O IIpenapara JJisi MEIULIUHCKOTO PUMEHEHHUS IIPOBOIATCS B CPOK,
HE MPEBBIIAIONIMK  ABagUaTH  padouyMx  JHEW, SKCHepTh3a  KayecTBa
JIEKapCTBEHHOI'O CpEACTBA M JKCIEPTH3a OTHOUICHUS OKMUIAEMOM IOJB3blI K
BO3MOYKHOMY PHUCKY HIPHUMEHEHHUS JIEKapCTBEHHOIO Ipernaparta - B CpPOK, HE
MPEBBIAOIINNA IECTUAECATH padOUHX JHEM.

3. B otHomeHuu OpQaHHBIX JEKAPCTBEHHBIX IPENapaToB MOTYT OBITbh
IIPEACTABICHbl PE3YJIbTAaThl JOKIMHUYECKMX M KIMHUYECKUX MCCIEI0OBaHU,
BBIIIOJIHEHHBIE 3a mpenenamu Poccuiickoii @enepanud B COOTBETCTBUU C
IpaBWJIaMu HajJiexalled J1abopaTOpHOW MPaKTUKA W IpaBUIAMHU HajJexallen
KJIIMHUYECKOW MTPAKTUKH.);

19) B cratbe 27:

) B4YacTh 1 CIOBO «IISITH» 3aMEHUTH CIIOBOM <(JIECSITHY;

) 4acTh 3 MpU3HATh YTPATUBILIEH CUITY;

20) OTOJHHUTB cTaTheil 27" CIEAYIOMEro CoaepKaHNUS:

«Cratest  27'.  VYcramoBmeHme M packphitHe  MHQOPMALHH O
B3aMMO3aMEHAEMOCTH  JIEKaPCTBEHHBIX  IpenaparoB Uil  MEJULUHCKOIO
IPUMEHEHUS B MIPOLIECCE OCYIIECTBICHUS TOCYJAPCTBEHHON pErUCTpALIMU

1. B mensx mpenocraBieHus: MHQOpMALUMKM MEIULMHCKUM paOOTHHUKAM, U
(nnm) (dapmaneBTHYECKUM paOOTHUKAM, WM MOTPEOUTENAM, TO3BOJISIONICH
IPUHUMATh PEUIEHUsI O 3aMEHE OJIHOTO JIEKapCTBEHHOTrO Ipemnapara APYruM IMpU
Ha3HAYEHWUH, peaju3aldd WIA OTIyCKe, NPHUMEHEHMHM B IpoLecce HX
rOCyAapCTBEHHOW PErUCTPALMM B IOPSAKE, YCTAHOBJIECHHOM YIOJHOMOYEHHBIM
dbenepaibHBIM OpraHOM HCIOJHUTENBHOW BIACTH, (OPMHUpPYETCSs W BeIeTCs
IIEpEUYEHb B3aMO3aMEHSIEMBIX JIEKAPCTBEHHBIX IIPENapaToB.

2. OcHOBaHMEM YCTaHOBJICHHMS B3aUMO3aMEHSEMOCTU JIEKAPCTBEHHBIX
npenaparoB SBISAIOTCS JIaHHbIE O TapaMeTpax CpPaBHEHUSI TepaneBTHUYECKOU

O9KBHBAJICHTHOCTH HJIN 6H03KBI/IBaJIeHTHOCTI/I, Ka4CCTBCHHOI'O U KOJINMYCCTBCHHOI'O
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COCTaBa, JIEKAPCTBEHHOW (OpPMBI, JO3UPOBKH, CIoco0a BBEACHMS, YCIOBUU
MPOU3BOJICTBA W JAPYTUX IMAPaMETPOB PETHUCTPUPYEMOTO BOCIPOU3BEICHHOTO
JIEKapCTBEHHOI'O TpernapaTa Wi OMOAaHAJIOTOBOIO JIEKAPCTBEHHOTO TIperapara
(Ouoananora) B OTHOIIEHWH OPUTHMHAIBHOTO JIEKAPCTBEHHOIO Mpernapara Wi B
OTHOIICHWW  Tpemapara CcpaBHEHUS (TOJBKO  JJII  BOCIPOU3BEIECHHOTO
JIEKapCTBEHHOT'O Mpernapara) B Clydyae OTCYTCTBHSI B TOCYJApCTBEHHOM PEECTpe
JICKapCTBEHHBIX CpEICTB COOTBETCTBYIOIIIETO emMy OpUTHUHATBHOTO
JIEKapCTBEHHOIro mpemnapara. CpaBHEHUE IMapaMETPOB MPOBOJIUTCA KOMHCCHEU
HKCIIEPTOB  DIKCIEPTHOTO  YUPEXKICHUS TPHU  OKCHEPTU3E  JIEKAPCTBEHHBIX
IIpenapaToB B MPOLIECCE TOCYIAPCTBEHHON PErUCTPALIMH.

3. Ha ocHOBe CpaBHHUTENBHBIX JIAaHHBIX KOMHUCCHEH IKCIIEPTOB B JIOMOJHEHUE
K OJKCIIEPTHOMY 3aKIIOUCHHIO, (HOpMUPYEMOMY Ha 3aKIIOUUTEILHOM JTarie
TOCYJapCTBEHHOW PpEruCTpallii JICKAPCTBEHHOTO TIpemapara, Mpuiaraercs
Tabnuila CpaBHEHUS NApaMEeTPOB, YKAa3aHHBIX B YacTH 2 HACTOALIEH CTAaThU
PETHCTPUPYEMOIO0  BOCHPOM3BEACHHOTO  JIEKAPCTBEHHOTO  Ipemnapara  Wid
OMO0aHaNIOrOBOTO JICKAPCTBEHHOTO TMpemnapara (OwoaHanora) B OTHOIICHUHU
OPUTHHAJIBHOTO JICKAPCTBEHHOTO TMpernapara WM B OTHOIICHWHW TMpenapara
CpaBHEHUSI (TOJBKO JJII BOCHPOM3BEACHHOTO JIEKAPCTBEHHOIO Ipernapara) ¢
BBIBOJIOM JKCIEPTOB 00 YCTAaHOBJICHHOW B3aMMO3aMEHSIEMOCTH CPAaBHUBAEMBIX
JICKapCTBEHHBIX MpEnapaToB.

4. ladopmanust 0 pe3ysibTaTax CpaBHEHUS MapaMeTPOB, YKa3aHHBIX B YACTH 2
HACTOSIIIEN CTaThW, BOCHPOU3BEJACHHOTO JICKAPCTBEHHOTO TMperapara Wiu
OMO0aHAJIOTOBOTO JICKAPCTBEHHOTO mpenapara (OumoaHajora) B OTHOIIECHUU
OPUTHHAIBHOTO JICKAPCTBEHHOTO TMpernapara WM B OTHOIICHWW TMpenapara
CpaBHEHUSI (TOJILKO [IJI1 BOCHPOW3BEIACHHOTO JICKAPCTBEHHOTO TIperapara)
MOJIJIC)KUT PACKPBITHUIO B TOCY/IapPCTBEHHOM PeecTpe JCKapCTBEHHBIX cpeAcTB. Ha
OCHOBAaHHH MOJIYYCHHOU uHbopMaIu dbopmupyeTcs NepPEeUYCHb
B3aMMO3aMCHSICMBIX JICKAPCTBEHHBIX MTPETIApaTOB.»;

) cTaThio 28 JOMOJHUTH YacTAMU 3 U 4 CIIEAYIOIIETO COJCPKAHMUS:
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«3. B cnyuae BHeceHUss B COOTBETCTBMM cO cTartbeid 30 HacToslIEro
denepabHOTO  3aKOHA  WM3MEHEHUM B JIOKYMEHTBI, COJAEp)KAIIHECS B
PETUCTPAllMOHHOM JI0OCh€ Ha 3apEerMCTPUPOBAHHBIN JICKAPCTBEHHBIA Ipemnapar,
3aTPArvBarOlINX CBEJICHHS, OTPAXKEHHbIE B PETHCTPALMOHHOM YIOCTOBEPEHUU,
YIIOJTHOMOYEHHBIN (eiepabHbIil OpraH MCIOJHUTENIBHON BJIACTH BBIJAET HOBOE
PETUCTPALlMOHHOE YAOCTOBEPEHHUE JIEKAPCTBEHHOTO IIpErapara, CoAepKallee
BHECEHHBIE B HETO COTJTACOBAHHBIE N3MECHECHHUS.

4. B cnydae yTparbl, MOBPEXKICHHUS PETUCTPALMOHHOIO YIOCTOBEPEHUS
JIEKapCTBEHHOT'O MperapaTa 1o MUCbMEHHOMY 3asIBJICHUIO BIaJeblia (JepaxaTess)
PETUCTPAMOHHOTO  YAOCTOBEPEHUS WM  YIOJIHOMOYEHHOTO WM  JIPYyTrOro
IOPUIMYECKOTO JIMIIAa O Bblgaue IyOJMKaTa PerucTpallMOHHOIO YAOCTOBEPEHUs
JEKapCTBEHHOIO  Ipernapara  YHNOJHOMOYEHHbIH  (enepanbHbBli  Oprax
WCIIOJTHUTENLHON BJIACTH B CPOK, HE MPEBBIIAIOIINKI AeCATU pabouyux AHEH co AHS
NOCTYIUICHUSI 3asBJICHUS, BBIJACT JyOJNMKAT PErHMCTPAlMOHHOTO YIOCTOBEPEHUS
JIEKapCTBEHHOIO  Ipemnapara. 3a Bblgady JAyOJIMKaTa pPErucTparMoOHHOIO
YAOCTOBEPEHUSI  JIEKAPCTBEHHOI'O  IpEmapara B3UMAETCd TOCYyAapCTBEHHAs
MOIUIMHA B COOTBETCTBUM C 3aKOHOAATEILCTBOM Poccuiickonn ®deneparuu o
Hajorax u coopax.»;

22) craThio 29 U30KUTH B CIICAYIONMIEH peIaKInu:

«Cratbs 29. ITonTBepxkaeHuE roCyJ1apCTBEHHOM perucTpanun
JIEKApCTBEHHOTIO Mpernapara

1. TloaTrBepkaeHue TroOCYJapCTBEHHONM  PEruCTpallMM  JIEKAPCTBEHHOIO
npenapara OCYLIECTBISIETCS TpH Bblgaue€ OECCPOYHOr0 PErucTPallMOHHOTO
YIOCTOBEPEHUS JIEKAPCTBEHHOI'O Ipernapara B ciydyae, yYKa3aHHOM B 4YacTu 2
cratb 28 Hactosmero ®denepanbHOro 3aKOHa B CPOK, HE MPEBBIIIAOIIMIMA
miecTUAeCITH  paboyux JHEH €O JIHA TOJYYEHHS  COOTBETCTBYIOLIUM
YIOJIHOMOYEHHBIM (pe/iepalibHbIM OPraHOM HCIIOJHUTENIBHOMN BIIACTH 3asBJICHUS O
MOATBEPKAECHUN TOCYIAPCTBEHHON PETHUCTPALMM JIEKAPCTBEHHOTO mpenapara. He
OCYILECTBIISIETCA MOATBEPKICHUE TOCYJAPCTBEHHOM PETMCTPALIMM B OTHOLLIEHUH

JCKAPCTBCHHBIX IIPCIIAPaTOB, HC HAXOAWMBHINXCA B I'PaAXKXKIAHCKOM 060p0Te B
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TEYCHHE JBYX W Oojiee JIeT, a TaKKe B OTHOIICHWU JICKAPCTBEHHBIX CPEICTB,
MIPOU3BEJCHHBIX C HAapyIIeHHeM TpeOOBaHUS, YCTAHOBIEHHOTO YacThio 3.7 CTaThu
71 Hacrosimero deaepaabHOTO 3aKOHA.

3asBieHue 0 MOATBEPKICHUU rocyapCTBEHHOU perucTpanuu
JIEKapCTBEHHOTO npernapara MIPEICTABIIACTCS B COOTBETCTBYIOIINN
YIIOJTHOMOYEHHBIN (eIepaibHbIii OpraH HMCIIOJHUTEIHLHOW BJIACTH 10 WCTCUYCHUS
CpOKa JCHCTBHUS PETUCTPAIIMOHHOTO YOCTOBEPEHUS HE MEHEE YeM 3a IIECThICCST
pabounx JTHEH.

2. TloaTBepaeHHE TOCYIApCTBEHHOW  pPETUCTpPAIlMU  JICKAPCTBEHHOTO
mpernapara OCYIIECTBISICTCS IO PE3yJIbTaTaM JKCIEPTU3bl JaHHBIX JTOKYMEHTA,
COJIEpKAIller0 Pe3yJbTaThl MOHUTOpPUHTAa 3(PGEKTUBHOCTH U  0O€30MaCHOCTH
JICKapCTBEHHOTO IMpemnapara, MPOBOJAMMOrO BJAJAENbLEM PETrUCTPAIMOHHOTO
YIOCTOBEPEHUS WM YITOJTHOMOYCHHBIM UM JIUIIOM, IO KPUTEPHUIO TOJIb3a/PUCK B
CPaBHEHUU C JIaHHBIMH MOHHUTOpPUHTA dS(PPEKTUBHOCTU U OE30MACHOCTH
MPUMEHEHHUS JICKQPCTBEHHOTO TMIpernapara, IPOBOJUMOTO COOTBETCTBYIOUTUM
YIOJTHOMOYEHHBIM (heJIepaIbHBIM OPTaHOM MCTIOJTHUTEIPHON BIIACTH.

3. K 3asgBiaenuto 0 TOATBEPKACHUH TOCYIapCTBEHHON pETUCTpaIluu
JICKapCTBEHHOTO TIperapaTa MpujaracTcs TOKYMEHT, COACpIKAIIUui pe3yabTaThl
MOHUTOpUHTA 3(PGEeKTUBHOCTH W O€30MacHOCTU JIEKAPCTBEHHOTO TIperapara,
IPOBOAUMOTO BJIQJICNBIIEM  PETUCTPAIMOHHOTO  yJAOCTOBEPCHUS WA
YIOJHOMOYCHHBIM WM JIUIIOM, 10 (OopMe, YCTaHOBJIEHHOH COOTBETCTBYIOIIUM
YIOJHOMOYEHHBIM  (peiepaibHbIM  OpPraHOM  HCHOJHUTENbHOW BiactH. C
3asIBJICHUEM O TOJTBEPKIACHUHM TOCYIapCTBEHHON PETHCTPAIlUU JICKAPCTBEHHOTO
mpernapara 3asBUTENIb BIpaBe IO COOCTBEHHOW WHUIIMATHBE TMPEACTABUTH
JIOKYMEHT, TOATBEPKIAIOIMIUNA  yIIaTy TOCYJAapCTBEHHON  MONUIMHBI 32
MOATBEPIKICHUE TOCYJAPCTBEHHON PErHCTpallMK JIEKapCTBEHHOTO Tpermapara. B
cllydae  HETNPEJCTaBIEHWS  yKa3aHHOTO  JIOKYMEHTa  yIOJHOMOYCHHBIN
dbenepalbHBIE  OpTaH WCIHOJHUTEIBLHOM BIIACTH TIpoOBepsAeT (aKT  YIUIATHI
rOCyJapCTBEHHOW TIONIIMHBI C HCIIOJB30BAaHUEM HHGpOpManuu 00 yIiaTe

roCy1apCTBEHHOM MOLUINHBL, coaepKalencs B l'ocynapctBenHOM
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MH(POPMAILIMOHHON CHCTEME O TOCYIAapCTBEHHBIX U MYHUIIMIIAIBHBIX IJIATEKaxX Ha
OCHOBAHHMH PEKBU3HUTOB, IPEICTABIIIEMBIX 3aIBUTEIIEM.

4. B TeueHue pecatu paboO4yMX JHEM €O AHS NPUHATUS 3a8BJICHUSA O
IIOATBEPKIACHUN TOCYAApPCTBEHHOW pETUCTpAalMM JIEKapCTBEHHOIO Ipenapara u
JIOKyMEHTa, COJACpIKAaIIero pe3yJbTaThl MOHUTOpWHTA J(PGEKTUBHOCTH U
0€30MacHOCTH  JIEKapCTBEHHOTO  Ipenapara, MpPOBOJMMOIO  BJIAJENIBLIEM
PErHCTPAlMOHHOIO  YJOCTOBEPEHHUS WA  YIOJHOMOYEHHBIM UM  JIMIIOM,
YIOJIHOMOYEHHBIN (peiepanbHblif OpraH UCTIOIHUTEIBHONW BIACTH IIPOBOIUT:

1) npoBepky IOJHOTBI CBEACHUH, COAECPKAIIMXCA B MPEICTaBICHHOM
3asIBUTEJIEM JIOKYMEHTE;

2) TpUHHMAaeT peEIICHHEe O MPOBEICHHH WM 00 OTKa3e B IPOBEIACHUU
DKCIIEPTU3bl JTAHHBIX JOKYMEHTA, COJEP>KAIIEro pe3yJbTaTbl MOHUTOPHHIA
3G (PEeKTUBHOCTH M 0E30MaCHOCTH JIEKAPCTBEHHOI'O INpernapara, MpOBOAUMOrO
BJIAJCIIBIIEM PETUCTPALMOHHOIO YAOCTOBEPEHUS WM YIIOJIHOMOYEHHBIM UM
JUIOM, IO KPHUTEpPHUIO TMOJIb3a/PUCK B CPABHEHUU C JAHHBIMHM MOHUTOpPUHIA
3¢ (PEeKTUBHOCTH M OE30MaCHOCTH TPUMEHEHHUs JIEKapCTBEHHOI'O Ipernapara,
IPOBOJAMMOIO COOTBETCTBYIOIIMM YIOJHOMOYEHHBIM (eiepalbHbIM OpPraHOM
UCITOJIHUTENIHOM BJIACTH;

3) yBemoMJisieT B DIICKTPOHHOW WM (WJIM) MUCBMEHHOH (opMme 3asBUTENS U
HKCIIEPTHOE YUPEKACHUE O MPUHITOM PEIIEHUU UM B CIIy4yae MPUHATUS pELICHUs
00 OTKa3e B MPOBEJAECHUU IKCIEPTU3bI C YKa3aHUEM MTPUYHMH TaKOTO OTKAa3a.

4. OcHoBaHMEM i1 OTKa3a B TMPOBEACHUM DKCIEPTU3bl JOKYMEHTA,
COJIEpIKaIlleT0 Pe3yJbTaTbl MOHUTOPUHTA A(OPEKTUBHOCTH U 0€30MacHOCTHU
JIEKapCTBEHHOI'O Ipenapara, HPOBOAUMOrO BIAAENBLEM PETUCTPALMOHHOIO
YIOCTOBEPEHUSI WJIM YIMOJIHOMOUYEHHBIM UM JIMIIOM, 1O KPUTEPHUIO PHUCK/TOJIb3a,
ABJIIETCSl MPEACTABICHUE JOKYMEHTa B HEMOJIHOM OObEME WM OTCYTCTBHE B
IPEICTaBICHHOM JIOKYMEHTE CBEJICHUH, KOTOPbIE TOJIKHBI OBITh B HEM OTPa’KEHHBI,
a Takke OTCyTcTBME uWH(MOpManuu, NoATBepxkAaromel (akT  yIiaTel
rOCyJapCTBEHHOW MONUIMHBI 3a TMOJTBEPKACHUE TOCYIapCTBEHHOM perucTpanuu

JICKApCTBCHHOTI'O IIpCIiapara.



35

5. DOkcmepTh3a JIOKYMEHTa, COJEp)KaIlllero pe3yJbTaTbl MOHUTOPHHIA
3¢ deKTUBHOCTH U 0€30MacHOCTH JIEKAPCTBEHHOTO TperapaTa, MPOBOIUMOIO
BJIQJICTIBLIEM PETUCTPALMOHHOTO YJIOCTOBEPEHHS] WA YHOJIHOMOYEHHBIM UM
JUIOM, MO KPHUTEpPHUIO PHUCK/TIOIb3a B CPABHEHUU C JAHHBIMHM MOHUTOpPUHIA
3¢ ¢deKkTUBHOCTH U 0€30MacHOCTH TNPUMEHEHHUS JIEKapCTBEHHOIO Mpernapara,
MPOBOJIUMOIO  COOTBETCTBYIOIIMM YIOJHOMOUYEHHBIM (heliepaibHbIM OpPTraHOM
VCITOJIHUTENIbHOM BJIACTHU IPOBOJUTCS KOMHUCCHEH 3KCHEPTOB HKCIEPTHOIO
YUpEXJIeHUS B CpOK He mpesblmnaroniuii 40 pabounx qHei.

6. B mepuon mnpoBeneHUs MpOLEAYpPbl NOATBEPXKACHUS TOCYIAPCTBEHHOM
perucTpanuy JEKapCTBEHHOIO IIpernapara ero oOpalleHue MpoJI0JDKAeTCA B
Poccutickon ®@enepanuu.

/. B cinyyae HEOOXOAMMOCTH YIOJIHOMOYEHHBIM (enepanabHblii Oprax
UCITOJIHUTENIbHON BJIACTH HANPABIISIET 3aBUTEIIO 3aMPOC B AJIEKTPOHHOM U (WJIH)
NUCbMEHHOM BHJIE€ O MPENOCTABICHUU JOMOJHUTEIBHBIX JOKYMEHTOB M (MJIN)
JAHHBIX. 3asBUTENb O0A3aH B CPOK, HE MPEBBILIAIOIMINNA IIECTUIECATA PadOUHUX
JHEH CcO JHS TOJIyYEHMs 3aIlpoca YHOJHOMOYEHHOTO (heaepalibHOro opraHa
WCIIOJIHUTENILHON BIIACTH, MPEJAOCTABUTH 3aIPOIICHHBIE JTOKYMEHTH W (WJIH)
JaHHBIE, TMOO OOOCHOBATH HEBO3MOKHOCTH MX MpefocTaBieHus. Bpems co aHs
OTIIPaBJICHUs 3ampoca U J0 JHS MOJY4YEeHHs YIOJIHOMOYEHHBIM (erepabHbIM
OpraHOM HMCHOJIHUTEIBHOM BIIACTH OTBETA 3asBUTENS HA 3alpPOC HE YUUTHIBACTCS
IIPU UCUUCIIEHUH CPOKA MOATBEPKICHHS TOCYJaAPCTBEHHON pErUCTPALIMH.

8. B cpok, He mpeBbIIAOMUNA ecATH paboyux THEW CO JHSA TMOTy4YEHUs
3aKJIIOYEHUH KOMHUCCHUHU DSKCHEPTOB IO pe3yJbTaTaM 3KCIEPTU3bl JOKYMEHTA,
COZIEpPKAINEeT0 Pe3yJbTaThl MOHUTOpUHTAa d3(PGEeKTUBHOCTH U  0O€30MaCHOCTH
JIEKapCTBEHHOI'O Ipenapara, HpPOBOAUMOrO BIAAENIBLEM PETUCTPALMOHHOIO
YAOCTOBEPEHUSI WM YIOJIHOMOYEHHBIM UM JIMILOM, 1O KPUTEPUIO PHUCK/TIONB3A,
COOTBETCTBYIOIINUN YIOJHOMOYCHHBIA (PeepaabHblii OpraH HMCHOJHUTEIHHOM
BJIACTH:

1) ocyuiecTBisieT OLIEHKY TaKUX 3akJIOYEHUH I ONpeleNieHus HX

COOTBCTCTBHA 3alaHUIO HA ITPOBCACHUC,
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2) NpUHUMAET pEIICHHE O MOJATBEP)KJIECHUU T'OCYJapCTBEHHOM PETrMCTpaLuu
JIEKapCTBEHHOI'O Mpernapara Wik 00 OTKa3e B MOATBEPKICHUH TOCYAapCTBEHHOU
perucTpanmy JeKapcTBEHHOTO Ipenapara;

3) BHOCHUT MNpHU MNPHUHATHUM PELIECHUS O MOATBEPKACHUU TOCYJAapCTBEHHOMN
perucTpaluy  JIEKapCTBEHHOTO  CBEIEHUS B  TOCYAApCTBEHHBIA  PEECTp
JIEKapCTBEHHBIX CPEJICTB W BBIJACT 3asBUTEII0 OECCPOUYHOE PErHCTPALMOHHOE
YIIOCTOBEpPEHHUE.

9. OcHoBanMeM [UIsi OTKa3a B TMOATBEPKIACHUM TOCYAapCTBEHHOU
perucTpalnmy JIEKapCTBEHHOTO Mpenapara sBJIsSETCS PEIIEHUE COOTBETCTBYIOIIETO
YIOJHOMOYEHHOTO (peiepaJbHOr0 OpraHa UCIOJHUTENBHOW BIACTH Ha OCHOBAHUU
3aKJIIOYEHUS] KOMHUCCHH JKCIIEPTOB O TOM, 4YTO B IPEACTABICHHBIX JaHHBIX
MOHHUTOpUHIa 3()PEKTUBHOCTH M OE30MACHOCTH JICKAPCTBEHHOI'O IIpernapara,
IIPOBOJAUMOTIO BJAQJCNIBLIEM  PErHCTPALMOHHOIO YIAOCTOBEPEHUS]  WJIU
YIOJIHOMOYEHHBIM UM JIMIOM, UMEIOTCS  JIOCTOBEPHBIE JaHHbIE,
CBUJIETENBCTBYIOMINE, YTO A(PPEKTUBHOCTh JIEKAPCTBEHHOTO Ipernapara He
NOATBEpKAEHA W (WIM) PUCK NPUYMHEHUS Bpela 3J0POBBI0 YEJIOBEKA WIIU
YKMBOTHOT'O BCJIEJICTBHE IIpMEMA JIEKAPCTBEHHOI'O IIpenapara IMPEBBIIIAET €ro
3 (HEKTUBHOCTE. »;

23) B cratbe 30:

) B 4acTu 1 BTOpOe MpeIosKeHHe MOCe CIOB «JIEBSIHOCTa PabOYMX JHEI»
JOTIOJTHUTh CJIOBAMHM  «B CJy4ae€ HEOOXOJMMOCTH TIPOBEJIECHUS SKCHEPTU3bI
KayecTBa JIEKAPCTBEHHBIX CPEACTB U (MJIM) SKCIEPTHU3bl OTHOILIEHUS OKUIAAEMOMN
MOJIb3bl K BO3MOXXHOMY PHUCKY IPUMEHEHHUs JIEKapCTBEHHOrO Ipemnapara JJis
MEAMIIMHCKOTO TPUMEHEHUS, U B CPOK, HE MPEBBILAIOUINN TpUAUATH paboumux
JHEH, B OCTAJIBHBIX CIy4asx,»;

) B 4acTu 2:

cioBa «B mnoAamyHkrax 'r-m", "x" myHkra 16» 3aMEHHTH CIOBaMHU «B
noamyHkrax "6", "e-p"”, "t-¢", "m" mynkra 8;

BTOPOE NPEJIOKEHUE U3JIOKUTh B clenyromed penakuuu: «B  cmydae

HCO6XOI[I/IMOCTI/I BHECCHUSI HHBLIX M3MCEHCHHUU B WHCTPYKIHUIO, a4 TAKKC B HHBIC
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JOKYMEHTBI PETUCTPALIMOHHOIO JOChE HA 3apErUCTPUPOBAHHBIN JIEKAPCTBEHHBIN
mpernapaTr penieHue O HEOOXOAWMOCTH TPOBEACHHUS OSKCIEPTH3bl KadyecTBa
JIEKapCTBEHHBIX CPEACTB U (WJIM) SKCIEPTU3bl OTHOLIEHUS 0KUJAEMOW MOJIb3bl K
BO3MOKHOMY PUCKY IPUMEHEHUS JIEKAPCTBEHHOI'O IIpernapara sl MEAUIUHCKOTO
NPUMEHEHHUS TPUHUMAETCS B COOTBETCTBHM C KJacCH(PHUKAIUMEl HW3MEHEHUN B
JOKYMEHTBI, COAEPKAIIUECA B PETUCTPALIMOHHOM J10ChE€ Ha 3apETrUCTPUPOBAHHBIN
JIEKapCTBEHHBI TNpernapar, YTBEPKIAEMOW YIOJIHOMOYEHHBIM (heaepaibHbIM
OpPraHOM HCIIOJHUTEIBLHOMN BIIACTH.);
) 4yacTh 3 U3NIOKUTH B CICIYIOUICH PEAaKIINU:

«3. C 3asBIeHHMEM O BHECEHHWU M3MEHEHHI B JIOKYMEHTHI, COJIEpKAIUECs B
PErUCTPALlMOHHOM J0ChE Ha 3apETrMCTPUPOBAHHBIN JIEKAPCTBEHHBIN IIpenapar i
MEIUIMHCKOIO MPUMEHEHHUs, HapsAy C JOKyMEHTaMH, YKAa3aHHbIMU B 4acTh 1
HACTOSIIIEH CTaThH, 3aBUTEIIb BIIPABE N0 COOCTBEHHOW MHULIMATHBE MPEACTABUTH
JOKYMEHTBI, ITOATBEPKAAOIINE YIIATy TOCYAAPCTBEHHON MOILIJIMHEI 3a BHECEHUE
B JOKYMEHTHI, coiepXKalecss B PErUCTPALMOHHOM  JOChE€  Ha
3apETUCTPUPOBAHHBIN JIEKAPCTBEHHBIN MPENapar il MEAULIUHCKOTO IPUMEHEHUS,
U3MEHEHUH, TpeOYIOIUX MPOBEACHUS SKCIEPTU3bl JIEKAPCTBEHHBIX CPEIACTB JIs
MEIUIMHCKOIO IPUMEHEHHs B YaCTHU DKCIEPTU3bl KayecTBa JIEKaPCTBEHHOIO
cpeacTBa U (WJIM) 3KCHEPTU3bl OTHOIICHUS 0XXHMJIaeMOM MOJb3bl K BO3MOXKHOMY
PUCKY PUMEHEHHUS JIEKAPCTBEHHOI'O IIpernapara il MEAULUHCKOTO IPUMEHEHNS,
rOCyJapCTBEHHOM TNONUIMHBI 332 BHECEHHE M3MEHEHWHA B  JTOKYMEHTBHI,
COoIeprKalliecss B PETUCTPALIMOHHOM  JOChE€ HA  3aperuCTPUPOBAHHBIN
JIEKapCTBEHHBIN Tpenapar [js MEAUIMHCKOIO TMPUMEHEHHUs, HE TPpeOYIOIMX
MIPOBEICHUA  DKCIEPTU3bl  JIEKAPCTBEHHBIX CPENCTB Ul  MEIULUHCKOIO
IIpUMEHEeHUsA. B cioydae  HenpeacTaBiIeHHs  YKa3aHHBIX — JOKYMEHTOB
YIOJHOMOYEHHBIN (peepaibHblii OpraH UCIOJHUTENBHOU BIACTH MPOBepseT (akT
yIUIaThl TOCYAAPCTBEHHON MOILIMHBI C MCIOIb30BaHUEM MH(pOpManuu 00 yriaTe
roCcy1apCTBEHHOM MOIUINHEL, coepKalencs B l'ocynapctBenHoM
MH(OPMAIMOHHOW CUCTEME O FOCYJapCTBEHHBIX U MYHUIIMIAJIBHBIX IJIaTEXaX Ha

OCHOBAHHH PCKBHU3UTOB, IIPCACTABIACMBIX 3aJABUTCIICM.»
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) B yactu 4:

MYHKT 3 MOCJE CIOB «YBEJOMIISICTY» JIOMOJHUTH CIIOBAMHU «B AJIEKTPOHHOW U
(wn) BY;

JIOTIOJTHUTH MIYHKTOM 4 CJIEIYIOLIEro COACPHKAHUS:

«4) B ciaydyae HEOOXOAMMOCTH YIIOJTHOMOYCHHBIM (enepanpbHbIA OpraH
WCIIOJIHUTENILHON BJIACTH HANPABIISIET 3asBUTEIIO 3alPOC B AJIEKTPOHHOM U (WJIH)
NUCPMEHHOM BHJIE€ O MPEAOCTaBICHUU JOMOJTHHUTEIBHBIX JIOKYMEHTOB M (HJIN)
JTaHHBIX. 3asgBUTENb 00s3aH B CPOK, HE MPEBBIIMIAIOMIMN IIECTUACCATA PabOUuX
JHEH CcO JHS TOJIY4eHHs 3alpoca YHOJIHOMOUYEHHOTo (eaepalibHOIO OpraHa
UCTIOTHUTENFHON BJIACTH, MPEIOCTABUTH 3aMpPOIICHHBIE JOKYMEHTHI U (WIIH)
JaHHble 00 000CHOBATH HEBO3MOXHOCTh MX NpeaocTaBiieHUs. Bpems co nHs
OTTpaBJIEHUs 3ampoca M J0 JHS TOJY4YCHHS YIOJIHOMOYEHHBIM (enepaibHbIM
OpraHOM HMCHOJIHUTEIBHOM BIIACTH OTBETA 3asBHUTENS HA 3alPOC HE YUUTHIBAECTCS
MIPU UCUUCIICHUU CPOKA MPUHSITHS YKa3aHHOTO PEIICHHUS.);

) B 4acTu 5 JONOJHHUTH CIOBAaMHU «a TaKXKE OTCYTCTBUE (haKTa YILIAThI
TOCY/IapCTBEHHBIX MOIUINH, YKa3aHHBIX B YACTH 3 HACTOSIICH CTAThU.»;
) B yactu 7:

B a03alle MepBOM CJIOBA «IISATH» 3aMEHHUTH CIIOBOM «JIE€CATHY;

MYHKT 2 JIONOJHUTH TEKCTOM CJIEIYIOIIETO COAEPIKAHUS:

«, OJIHOBPEMEHHO BBIIAET €My HOBOE PErMCTPALMOHHOE YAOCTOBEPEHHUE B
clly4ae U3MEHEHHUSI CBEICHUM B HEM COJEPIKALLIUXCSY;

) 4acTh 9 U3OKUTH B CIAEAYIOLIEH peJaKuu:

«9. Jlomyckaercss ~ oOpallleHH€  JIEKapCTBEHHBIX  MpenapaToB s
MEJUITMHCKOTO TIPUMEHEHUS, TPOU3BEICHHBIX B COOTBETCTBUU C JIAHHBIMHU
PETUCTPAIMOHHOTO JOChE J0 BHECEHHUS B HEro M3MEHEHHH /10 u B TeueHue 180
KaJICHAApHBIX JTHEH TOCJe MPUHATHS YMOJIHOMOYEHHBIM (efepaibHbIM OPraHOM
WCIIOJIHUTEIILHON BJIACTH PEIICHUS O BHECCHWM W3MEHEHUW B JOKYMEHTHI,
collepKalliecss B PErHCTPAllMOHHOM  JOCh€ Ha Takuhe JIeKapCTBEHHBIE
npenaparbl.»;

24) B crarbe 31:
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) 4acTh 2 U3JIOKUTH B CIICAYIOUICH PelaKInu:

«2. B ciyyae BHECEHUS HU3MEHCHUN B JIOKYMEHTBI, COJAEp>Kaluecs B
PETUCTPALIMOHHOM JOChE Ha 3apETUCTPUPOBAHHBIN JIEKAPCTBEHHBIN Ipenapar Iist
BETEPUHAPHOTO MPUMEHEHHUS], B OTHOLLICHUH CBEICHUW, YKa3aHHBIX B MOAMYHKTAX
"o", "r", "e-3", "n", "mM", "o", "y", "u" mynkta 8 wactu 3 ctatbu 18 HacrTosIIETO
denepasbHOTO 3aKOHA, HW3MEHEHHs MOKa3aTelell KadecTBa JIEKApCTBEHHOTO
npenapara Jijis BETepUHAPHOTO MIPUMEHEHUS U (MJTM) METOJIOB KOHTPOJISI KAaUeCTBa
JIEKapCTBEHHOr0 IIpenapara Jid BETEPUHAPHOTO MPUMEHEHUS, NPOBOAUTCA
AKCIEPTU3A JIEKAPCTBEHHOT'O CPEJICTBA AJIsI BETEPUHAPHOIO MpUMeHEHUA. B cinyuae
HEOOXOJIMMOCTH BHECEHUS HHBIX M3MEHEHUH B JOKYMEHTHI, COJEp)Kalluecs B
PETUCTPALMOHHOM JI0ChE Ha 3apErUCTPUPOBAHHBIN JIEKAPCTBEHHBIN Ipenapar AJis
BETEPUHAPHOIO IPUMEHEHUsS, JKCIEPTU3a JICKAPCTBEHHOIO CpEICTBA  JUIA
BETEPUHAPHOTO MTPUMEHEHHUS HE POBOJIUTCS. »;

) 4acTh 3 U3JIOKUTH B CIICIYIOMICH pelaKInu:

«3. C 3asBIeHNEeM O BHECCHWHM M3MCHCHHM B JOKYMEHTBI, COJCPKAIIUECS B
PETUCTPALIMOHHOM JIOChE€ Ha 3apETHUCTPUPOBAHHBIN JIEKAPCTBEHHBIN MpENapar s
BETEPUHAPHOTO MPUMEHEHUs, HapsAly C JOKYMEHTaMH, YKa3aHHbIMU B 4YacTH 1
HACTOSILEH CTaThH, 3asBUTENIb BIIPaBe MO COOCTBEHHON MHUIIMATUBE MPEICTABUTH
JOKYMEHT, MOATBEPKIAAOIIMN YIUIATYy TOCYAAapCTBEHHOW MOIUIMHBI 3a BHECEHHUE
M3MEHEHUM B HHCTPYKLIHIO MO MNPUMEHEHUIO JIEKQpCTBEHHOIO Mpemnapara s
BETEPUHAPHOTO MPUMEHEHUA. B cilyyae HenpencTaBaeHusl yKa3aHHOTO TIOKYMEHTA
YIOJTHOMOYEHHBIN (penepanbHblii OpraH UCIIOJIHUTEILHOM BIIACTH MPOBEpsieT PakT
yIulaThl TOCYAAQpPCTBEHHON MOUUIMHBI C UCIOJIb30BaHUEM HMHQOpMaIuu 00 yriiaTe
rocy1apCTBEHHOM MOLIUINHBI, coaepKalencs B l'ocynapcTtBenHOM
WH()OPMAITMOHHOW CUCTEME O TOCYJAapPCTBEHHBIX M MYHUIIMITAJIBHBIX TJIATEKaX Ha
OCHOBAHUU PEKBU3UTOB, IPEJACTABISIEMbBIX 3aIBUTEIIEM.»;

) 4acTh 8 M3JIOKUTH B CIACIYIONIEH peAaKIINH:

«8.  JlomyckaeTrcss  oOpaileHue  JICKAapCTBEHHBIX  MpemapaToB IS

BETEPUHAPHOTO TPUMEHEHMS, TPOU3BEACHHBIX B COOTBETCTBUU C JaHHBIMU

PETUCTPAIMOHHOTO JOChE JO0 BHECEHUS B HEro M3MEHEHW 10 U B TeueHue 180
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KaJCHAApHBIX JHEH TOCIe MPUHATHS YIOJTHOMOUYEHHBIM (heepatbHbIM OpraHOM
WCIIOJTHUTEIILHON BJIACTH PEIICHUS O BHECCHWH W3MEHEHUW B JIOKYMEHTHI,
COJepKaluecss B  PETHCTPAllMOHHOM JOCh€ Ha TaKhe JICKapCTBEHHBIC
IperapaThl.»;

25) B cratbe 32:

) IyHKT 2 W3JIOKUTH B CICAYIOIICH PEIaKIIiH:

«2) mogauM BIAACIBIEM PETUCTPAIMOHHOTO yIOCTOBEPEHHS JIEKAPCTBEHHOTO
npernapara Wik YIOJHOMOYCHHBIM UM JPYTUM IOPUAUYCCKUM JIUIIOM 3asBICHUS
00 OTMEHE TOCYJJapCTBEHHOH perucTpaIiiy JEKapCTBEHHOTO Mpermapara;»;

) IYHKT 5 JOMOJIHUTB CJIOBAMHM «, OTJIMYAIOIIETOCS KaYeCTBEHHBIM COCTaBOM
JIEUCTBYIOITUX BEIIECTB;»;
) TONOJIHUTH MyHKTaMu 8-11 cremyroiero cogep:KaHus:

«8) TpencTaBIICHUS COOTBETCTBYIONIUM YIOJHOMOYCHHBIM (heepabHBIM
OpraHOM HCIOJHUTEIHHOM BIACTH 3aKJIIOUEHHS] O HEJIOCTOBEPHOCTU PE3yIbTaTOB
KIIMHAYECKOTO WCCIICIOBAHUS JICKAPCTBEHHOTO TIpemapara isd MEAUIIMHCKOTO
NPUMEHEHHUS, OCHOBAaHHOTO Ha  pe3yJabTaTaX TMPOBEPKH  MEAUITMHCKOMN
OpraHu3alliyd, TPOBOJUBIIEH yKa3aHHOE KIWHUYECKOE UCCJIEIOBaHUE C
HapylmIeHHEeM TPaBWI HJIEKaIleH KIWHAYSCKONW TMPaKTUKH, TPHUBEAIICe K
MOJIYYCHHUIO HEJIOCTOBEPHBIX PE3YJIHTATOB;

9) oTcyTCTBHE JIEKAPCTBEHHOTO TMpermapara B TPaKIaHCKOM 000poTe B
TeueHue 2 u 0oJiee JeT,

10) momy4eHus, B paMKax OCYIIECTBJICHUS] MOHUTOpUHTA dPGHEKTUBHOCTH U
0€30MacHOCTH JIEKAPCTBEHHBIX IIPEMapaToB, JOKA3aTEILCTB O HECOOTBETCTBUU
JIEKapCTBEHHOTO TIpernapaTra YCTAHOBJIECHHBIM TpPEOOBAaHUSAM, JHMOO TOMyUYCHHUS
CBEJICHUH O HECOOTBETCTBUHU JaHHBIX MO J()QPeKTUBHOCTH U OE30MaCHOCTH,
COJIep KAIUXCSA B WHCTPYKIMH IO TPUMEHCHHUIO JICKAPCTBEHHOTO Iperapara, B
TOM YHCJIC BBISIBIICHHBIX 110 PE3YJIbTaTaM JTAHHBIX MOHUTOPUHTA ()P PEKTUBHOCTU U
0€30MacHOCTH  JISKAPCTBEHHBIX MpEMapaTOB  MEXIYHAPOIHBIX  KOHTPOJBHHO-

HAJ30pPHBIX OPraHOB;
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11) HeomHOKpaTHOE B TEUEHHE TOJa BOCHPEMSATCTBOBAHUE JOCTYITY
COTPYIHHUKOB YITOJTHOMOYEHHOTO (peepabHOr0 OpraHa UCTIOJHUTEILHOW BIIACTH,
OCYIIECTBIISIIONIETO  KOHTPOJIb 3a  COONIOJIGHHEM  TIpaBWJI  OpraHu3alluu
MIPOM3BOJICTBA M KOHTPOJISI KAUECTBA JICKAPCTBEHHBIX CPEJICTB HA TEPPUTOPHIO WIIH
B TTIOMEITCHHE, TJ€ OCYIIECTBISIETCS TIPOMU3BOJICTBO JICKAPCTBEHHBIX MPENapaToOB.»;

26) B crathe 33:

a) BYactH 1:

B ITyHKTE 1:

MOAMYHKT "a" mociie CI0B «MEXIyHapOJHOE HEMaTCHTOBAHHOE» JIOMOJTHUTH
CJIOBAMH «HJIH TPYMITHPOBOYHOEC,»;

MOAMYHKT ""B" M3JI0KUTH B CIEAYIOMIEH PeIaKIuu:

«B) HAWMEHOBAaHHWE  BJAJIeNIblla  PETUCTPAIMOHHOTO  YJIOCTOBEpPEHUS
JICKapCTBEHHOTO TIPENapara;»;

MOAMYHKT "1 M3JI0KUThH B CIICAYIOIICH peIaKIIuu:

«1) HauMeHOBaHWE (apMaKOTEePANEeBTUICCKON TPYMIBI JIEKAPCTBEHHOTO
npemnapara, KojJ MEXIYHapOoAHOW aHaToMo-TepaneBTuYecKko-xumuueckoil (ATX)
KJIacCU(UKAIIH;»;

MNOJAMYHKT "M" JONOJHUTH CIIOBAaMH «JaTa 3aMEHbl PErUCTPAlMOHHOTO
yIOCTOBEpEHUsT Ha OeccpodHoe, JjJara TMOoAauu 3asBICHUS O TMOATBEPKICHUU
rOCyAapCTBEHHOM PETHCTPAIIH, aTa OTMEHBI TOCYTApPCTBEHHOMN PETHUCTPAIUH ;)

JOMOJHUTH NoANnyHKTaMu "H" - "I1" cieayromero coaep:Kkanus:

«H) KA4eCTBEHHBIH M KOJIMUYECTBEHHBIH COCTAB JICHCTBYIOIIUX BEIIESCTB M
KaueCTBEHHBIN COCTAB BCITIOMOTATEILHBIX BEIIECTB JICKAPCTBEHHOTO TIpemnapara;

0) uH(pOpMaIKsa 000 BCEX Pa3peIICHHBIX BHIAX MOTPEOUTEILCKOM YIIAKOBKH;

1) JaTa IPUHSATHS PEIISHUS O BO3MOXXHOCTH paccMaTPUBATh JICKApPCTBEHHBIN
mpenapar IpH  TOCYJAapCTBEHHOW perucTpaliii B KadecTBe  Op(haHHOTO
JIEKapCTBEHHOTO TIpenapara;

p) HaJIMYKUE JIEKapCTBEHHOTO MperapaTa B MepeyHe KU3HEHHO HEeOOXOAMMBIX

Y BAKHEMIIMX JIEKAPCTBEHHBIX IIPENAPATOB,;
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C) HaJIM4YMe JIEKAPCTBEHHOIO IMperapaTa B MepeyHe HAPKOTHYECKUX CPEICTB,
NICUXOTPOIHBIX BEIIECTB U X MPEKYPCOPOB;

T) TUIIOBBIC HHCTPYKIMH [0 MEAMIIMHCKOMY IPUMEHEHUIO;

y) uHoOpMalus O TOM, SIBISETCA JM JIaHHBIN JIEKQpCTBEHHBIA Mpemnapar
OpPUTHUHAJIBHBIM, WM BOCIPOU3BEIEHHBIM, WIIH TIPETIapaToOM CPaBHEHHUS,;

¢) cBeneHust O mojayde 3asiBICHHUS HA BHECEHHWE W3MEHEHHM B JOKYMEHTHI
PETUCTPALIMOHHOTO JIOCHE;

X) uH(bOpMalMig O MPUHATUU PELICHUH O HaNpaBlICHUHU JIEKAPCTBEHHOTO
npenapara Ha SKCIEPTU3bl U pe3yJibTaTaX MPOBEIECHHBIX SKCIIEPTHU3;

1) HHQOpMAITHS O pe3yJbTaTax CpaBHEHHsI MApaMETPOB, YKa3aHHBIX B 4acTH 2
ctateu 27" HacTosmero MeepanbHOTo 3aK0HA,»;

B ITyHKTE 2!

MOJIYHKT "a" TOCIe CI0B «MEXIYHAPOJHOE HEMATEHTOBAHHOE» JIOMOJHUTH
CJIOBAMH «HUJIM TPYNITUPOBOYHOE,Y;

JOTIOJIHUTH TOJAMYHKTOM "'€" CIIeIYIOIIEro COIepKaAHUS:

«e) Hanmmuue (HapMaleBTUIECKON CyOCTaHIIMM B TEPEYHE HAPKOTHYECKUX
CPEICTB, ICUXOTPOITHBIX BEUIECTB U UX MPEKYPCOPOB;»;

) B yacTu 2:

CJIOBa «HEWCIOJb3yeMas MPU MPOU3BOJICTBE JIEKAPCTBEHHBIX MPENapaToB)
3aMEHUTH CJIOBAMH «IIPOU3BEACHHAS B LIETISIX pealln3allumny,

JOTIOJTHUTH CJIOBAMU CJICYIOIIETO COMIePIKaHus:

«B oTHomeHnn (apmaleBTUUECKNX CyOCTaHIIMN, MPOU3BEIACHHBIX B IENSIX
peanu3anuu, B TOCYyJapCTBEHHOM PEecTpe COACPKUTCA Cienyromias nHpopMarms:

a) HauMeHoBaHWE (papMarneBTHUECKOW CyOcTaHIuu  (MEXTYHApPOIHOE
HENaTEeHTOBAaHHOE MJIM XUMUYECKOE U TOPrOBOE HAUMEHOBAHMS);

0) HaMMEHOBAHME U aJIpeC MPOU3BOIUTENS (hapMaleBTUUECKON CyOCTaHIIUU;

B) CPOK TOAHOCTHU (papMaIieBTUUECKON CYyOCTaHITUH;

I') YyCJIOBHS XpaHeHus (hapMalleBTUUECKOW CyOCTaHIINY;

1) HoMmep (apMakONMEeWHON CTaTbl WIM B CilIy4dae €€ OTCYTCTBUSI HOMEp

HOpMaTHBHOI;'I AOKYMCHTAalIUH 100 HOPMATHUBHOT'O JOKYMCHTA,
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€) Hanuuue (papManeBTUUYECKOW CYOCTaHIIMM B IEpEYHE HAPKOTUYECKUX
CPEIICTB, ICUXOTPOIHBIX BELIECTB U UX MPEKYPCOPOB;

) JaTa BKJIIOYEHMs (apManeBTUUYECKOW CyOCTaHIUMM B TOCYJapCTBEHHBI
peecTp JIEKapCTBEHHBIX CPEJICTB, JaTa BHECEHUS N3MEHEHUH, 1aTa NCKIIFOUECHMS.);

27) B cratbe 34:

) Ha3BaHME M3JIOKUTH B CIIEAYIOIIEH pelaKIIuu:

«Cratbst 34. Dxcmeptusza KadecTBa (apMaleBTHUECKON cyOcTaHIuH,
IIPOU3BEJCHHON B LIENISAX pEAM3ALMY, [IPU €€ BKIIOUEHUU €€ B TOCYAapCTBEHHBIN
peectp»;

0) B yactu 1:

CJIOBA «HEHUCIIOJIB3YEMOW IpU ITPOU3BOJACTBE JICKAPCTBEHHBIX IIPENApaTOB)»
3aMEHUTH CJIIOBAMH «IIPOU3BEICHHON B LIEISAX peAIN3alun»;

B) B yacTu 2 uudpsl «4 — 7» 3ameHuTh uppamu «1 u 11y;

I) B 4acTH 3:

MYHKT 2 U3TI0KUTH B CIEAYIONIEH peIaKinu:

«2) MOKYMEHT, MOJTBEPKMAMONINI yIIaTy TOCYJapCTBEHHOW IOILIMHBI 3a
BKJIIOUEHUE  (papMaleBTUYECKOM CcyOCTaHLMH, NPOU3BEACHHOW B  LEIsIX
peanu3anuy, B TOCYAApCTBEHHBIM pEECTp JIEKAPCTBEHHBIX CPEACTB — IO
COOCTBEHHOW WHUIMATHBE 3asiBUTENs. B cilyyae HempeacTaBieHUs YKa3aHHOTO
JIOKyMEHTa YNOJHOMOYEHHBIN (heepalbHblii OpraH HCIOJIHUTENbHONW BIIACTU
npoBepseT (akT ymiIaTbl TOCYJAPCTBEHHON TMOLIIMHBI C HMCHOJb30BAaHUEM
uHpopMaluu 00 ymlaTe TOCYIapCTBEHHOW MOIIIMHBI, COJEpKalieiics B
['ocynapcTBeHHOM  HMHQPOPMAIMOHHOM  CHUCTEME€ O  TOCYIapCTBEHHBIX WU
MYHULUIATBHBIX TUIATEXKAX;);

B IyHKTE 3 dpbl «4 — 7» 3aMeHuTh udpamu «1 u 11y;

JOTIOJTHUTH MYHKTOM 4 CJIEIYIOLIEro COACPHKAHUS:

«4) 3asBNEHUE O BbIAAaue paspelleHus Ha BBO3 B Poccuiickyro denepainuio
KOHKPETHOM MapTUM  HE3apErUCTPUPOBAHHOIO  JIEKAPCTBEHHOTO  CPEJCTBA,
MpeHa3HAYEHHOTO JIJIsl TPOBEICHUS YKa3aHHOM IKCIIEPTU3bL.»;

1) B 4acTH 4.
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B a03alie IepBOM CJIOBO IISITH» 3aMEHHUTH CJIOBOM «(JIECSITHY,

MYHKT 3 TOCJE CJIOB «YBEIOMIIIET B)» JIOMOJHUTH CIOBAMHU «AJIEKTPOHHOM
BUJIC U (UJTH) BY;

€) 4acTh 5 U3JI0KHUTH B CIACAYIOIIEH peaaKIInu:

«5. OcHoOBaHMEM [Jii OTKa3a B HAMNPABJICHUU B SKCIEPTHOE YUPEKICHUE
3aJlaHusl Ha TIPOBEJICHUE DKCIIEPTU3bl KAUeCTBA YKa3aHHOM B 4acTW | HacTosen
CTaThu (papMareBTUICCKON CYOCTAHITMH SBIISICTCS HEMPEICTABICHUE TIOKYMEHTOB,
yKa3aHHBIX B 4YacTH 2 HACTOAIICH CTaThU, a TaKKe OTCYTCTBHE HWHGOpPMAIINH,
noATBepkKAarome (akT ymiarel TOCYJApCTBEHHOM IONIIMHBI 3a BKJIIOUCHHE
dbapMaileBTUUECKOM CyOCTaHIIMK, MPOU3BEACHHON B IEIAX pealu3aluu, B
rOCyJIapCTBEHHBIN PEECTp JEKAPCTBEHHBIX CPEACTB.»;

3) BTOpPOE€ NPEIOKEHHWE YacTU 6 MOCJE CIOB «YBEAOMIIACT B» JOMOJHUTH
CJIOBAMH «3JIEKTPOHHOM BHU/JIE U (WJIN) BY;

M) OyHKT 3 4acTh 8§ mOcClie CIOB «YBEAOMIIIET 00 3TOM B» JIONOJIHHUTH
CIIOBAMH «3JICKTPOHHOM BHJIE M (WJIH)»;

K) JOTOJIHUTE YacTsiMu 9 1 10 ciaeayromero coaep:kanus:

« 9. OcHoBanumeM Id OTKa3a BO BKJIOYEHUH (HapMarieBTUUSCKOM
cyOCTaHIIMU, MPOU3BEAECHHON B IESAX pealu3allii, B TOCYAapCTBEHHBIH pEecTp
JICKAPCTBEHHBIX CPEJCTB SBISETCS PEIICHHUE YIMOJHOMOYEHHOTO (enepaabHOro
OopraHa WCIOJIHUTEILHON BJIACTH O TOM, UYTO KauecTBO (apmaleBTUUECKON
CyOCTaHIIMU HE MOATBEPKACHO MOJYYEHHBIMU JJAHHBIMH.

10. BHecenue u3MeHEHUI B PETUCTPAIMOHHOE J10Che Ha (papMalieBTUUYECKYIO
CyOCTaHIMIO, BKIIFOUEHHYIO B TOCYJIapCTBEHHBIN PEECTp JICKAPCTBEHHBIX CPECTB,
MPOBOAUTCS B MOPSAJKE, yCTaHOBIEHHOM cTaTheil 30 Hacrosiero denepaibHOTO
3aKOHa, C  YIUIATOM  TOCYJApCTBEHHOM  TMOLUIMHBI,  MNPELYCMOTPEHHOU
3aKoHOAaTeIbCcTBOM Poccuiickoii denepaiiuu 0 HajJorax u coopax.

JlomyckaeTcsi oOpaienre GapMarieBTHIeCKUX CyOCTaHITUH, MPOU3BEICHHBIX
B COOTBETCTBUM C JAHHBIMH PETUCTPAIMOHHOTO JIOChE JI0 BHECEHUS B HETO
M3MEHEHU, 10 U B TeueHue 180 KaneHIApHBIX [JHEW TOCIE MPUHATHUS

YIIOJIHOMOYCHHBIM (bez[epaanHM OopraHom WCIOJHUTEIBHOM BJIAaCTH peuicHus O
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BHECEHUU W3MEHEHHI B JOKYMEHTBI, COJEPKAIIMECS B PETUCTPALMOHHOM JOCHE
Ha Takue papMaleBTUIECKUE CYOCTAHIIUM. »;

28) cTaThio 36 TOMOTHUTH MPEIJIOKCHUEM CIIETYIOIIETO COACPIKAHMS:

«IIpu o006kalOBaHWM pEIICHHs YIOJIHOMOYEHHOTO (heaepaibHOrO OpraHa
VCIIOJTHUTEIIbHOM BJIACTH, 3aKJIIOYECHHMS KOMMCCHUH DSKCIIEPTHOIO YUYPEKACHUSA,
3aKJIFOUEHHS] COBETA MO ATUKE BIAJIEIICL] PETMCTPALMOHHOTO YJIOCTOBEPEHUS WIIU
YIOOJIHOMOYEHHOE WM JIMIO BIOPAaBE MPEACTABIATH PE3YJbTAThl SKCIEPTU3BI
JEKApPCTBEHHOI'O0  Mpemnapara,  IMPOTOKOJbl  PE3yJbTaTOB  HCCICIOBAHHUU
(ucbITaHul), MOJTYYEHHBIX AKKpEAUTOBAHHBIMHU HCTIBITATEIbHBIMU
nabopatopusaMu (LICHTPaMu).»;

29) wacth 2 cTaThu 37 MOMOIHUTH NMPENTI0KESHUEM CIIEAYIOMIETO COEPKAHMUS:

«Mudopmanus, ykazaHHasi B 4acTu | HacTOSIIECH CTaTbU SIBIAECTCS OTKPBITON
Y OOILENOCTYITHOM U IPEIOCTABISETCS 3aMHTEPECOBAHHBIM JIMIIAM B COOTBETCTBUU
C 3aKOHOJaTeNbCTBOM Poccuiickoit denepannu.»;

30) B craThe 38:

ab3an mepBblid yacth 1 mocne cioBa «IpaBUIaMU» JOIMNOJHHUTH CIOBOM
«HaJJICKAIICH,;

31) B cratbe 39:

) B yacTu 2:

IIYHKT 2 W3JI0KATH B CIIEAYIOLIEN pETaKIUN:

«2) IOKYMEHT, MOATBEPKIAIOIINN YIIaTy TOCYAapCTBCHHOMN MOIUIMHBI 32
IIPOBEJAEHNUE JTUYECKOW DKCIEPTU3bI, DKCIEPTU3bl JTOKYMEHTOB JIEKAPCTBEHHOI'O
mpenapara JUid  [OJIYYEHMS pas3pellieHUsT Ha MPOBEACHUE MEXAYHAPOIHOTO
MHOTOLIEHTPOBOTO KIIMHUYECKOTO MCCIIEIOBAHUS JIEKAPCTBEHHOIO Mpenapara s
MEIUIMHCKOrO TPUMEHECHUS WM 34 TMPOBEACHUE JOTUYECKOW DKCIEPTHU3BI,
DKCHEPTU3BI JOKYMEHTOB JICKAPCTBEHHOTO IIpenapara Juisl OJIYyUYEHUs pa3peieHus
Ha  MPOBEAEHHUE  MOCTPETMCTPALMOHHOTO  KJIMHHUYECKOTO  HMCCIIEIOBAHUS
JIEKapCTBEHHOI'O Tpenapara AJisi MEIUIUHCKOrO MPUMEHEHUsI — MO COOCTBEHHOU
VHULIMATUBE 3adBUTENSA. B ciydae HENMpeACTaBIICHHS YKa3aHHBIX JOKYMEHTOB

YIOJTHOMOYCHHBIN (peepanbHblil OpraH UCTIOTHUTEIIBHON BIACTH TIPOBEPSET (akKT
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YILIaThl TOCYAAPCTBEHHON MOIIJIMHBI C MCIOIb30BaHUEM MH(pOpManuu o0 ymiate
roCyJ1apCTBEHHOMN MOLLJIVHBI, CoZIepIKaIencs B I'ocynapcTBenHOM
MH(POPMALIMOHHON CHCTEME O TOCYJIAapPCTBEHHBIX U MYHULIMIAIbHBIX IJIaTEKaX Ha
OCHOBAHMH PEKBU3HUTOB, IIPEICTABIIIEMBIX 3aBUTEIIEM;);

JOTOJIHUTB MyHKTaMu 11 m 12 cienyromero conepxanus:

«11) nmoxymeHT, copepxamiuii cBeleHUs O (hapMalleBTUUECKUX CBOICTBax
JIEKApPCTBEHHOTI'O MPEIapara;

12) nOKyMEHT Ha PYCCKOM S3bIKE WJIM TEPEBEICHHBIA HAa PYCCKUH S3BIK,
BBIJIAHHBI KOMIIETEHTHBIM OpraHOM CTpaHbl JUIS KaXJOro H3 YYacCTHUKOB
npoliecca Mpou3BOACTBA (B TOM 4HUCIE, JUIS NPOU3BOAUTENS (hapMaleBTUYECKON
CyOCTaHIIMM) HCCIEIYEeMOIro JIEKapCTBEHHOI'O IIpernapara U 3aBEPEHHBbIN B
YCTAHOBJICHHOM IIOPSAAKE, IOATBEPKAAIOIIMM COOTBETCTBUE IIPOU3BOIUTEIIA
UCCJIENYEMOT0 JIEKAPCTBEHHOTO Ipernapara, TpeOOBaHUSAM IpaBUJI OpPraHU3alUuu
IIPOU3BOJICTBA U KOHTPOJISI KAYECTBA JICKAPCTBEHHBIX CPEICTB;»;

) B yactu 3:

B a03alle MepBOM CJIOBO «IISITU» 3aMEHUTH CJIOBOM «IECSATHY;

IOYHKT 3 MOCJE CJIOB «YBEIOMJISIET B» JOMNOJHUTH CIOBAMHU «3JIEKTPOHHOM
BujC U (WIH) BY,

) 4acTh 4 IOTOIHUTH TEKCTOM CJICAYIOIIETO COJICPIKAHUS:

« a TaKKe OTCYTCTBHE HH(pOpPMAILMM, MOATBEpXKAAOLEH (QakT yriaThl
roCyJapCTBEHHOM MOLLJIMHBI 3a MPOBEACHUE ITUYECKOU SKCIIEPTU3BI, IKCIEPTU3HI
JOKYMEHTOB JIEKAPCTBEHHOI'O IIpenapara Juld IIOJIy4YeHHs pas3pelleHHus Ha
MIPOBEJACHNUE MEXIYHAPOJHOIO MHOTOLEHTPOBOIO KIMHHYECKOTO HCCIENOBAHUS
JIEKAPCTBEHHOI'O IIperapara i MEIWLHMHCKOIO INPUMEHEHUS WA OTCYTCTBHE
uHbOpMaIluy, MOATBEPKAAIOMIEH (akT YIIaThl TOCYJAapCTBEHHOH IOIUIMHBI 3a
MIPOBEJECHNUE STUYECKOM JKCIEPTU3bl, DKCIEPTU3bl JOKYMEHTOB JIEKAPCTBEHHOTO
npenapara Uil MOJIy4eHUsl pa3pelieHHs] Ha NPOBEACHUE IOCTPETMCTPALMOHHOTO
KJIIMHUYECKOTO0 MCCIENOBAaHUS JIEKAPCTBEHHOI'O Ipenapara il METULMUHCKOTO
MIPUMEHEHUS;

32) B cratbe 40:
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) 4acTh 5 IOMOJHUTH CIEAYIOIIUM MPEJIOKECHUEM:

«IIpu paccMoTpeHun cooOIIeHHs 0 HEOOXOJUMOCTH BHECEHHUSI M3MEHEHUHN B
MPOTOKON  KIMHUYECKOTO HCCJIEAOBAHMS JICKAPCTBEHHOTO Ipernapara s
MEIUIIMHCKOTO TPUMEHEHUsI B IEJIX OLEHKH OOOCHOBAHHOCTH BHOCHUMBIX
W3MEHECHUN U ONpEACNICHUS CTENEHM pHUCKa JJIs1 NAlUEHTOB, MPUHUMAIOIINX
ydyacTue B KIWHUYECKUX MCCIEIOBAHUAX, YIIOJIHOMOYEHHBIM (heepaibHbIM
OpraHOM HMCIIOJIHUTENBHON BIACTH MOTYT IIPUBJIEKATHCS YICHBI COBETA 10 3TUKE.);

6) IOTIOJHATD YaCThIO 8" CIIEYIOIIEr0 CONePIKAHKS:

«KnuHudeckoe  ucciefoBaHME — JIGKAPCTBEHHOTO — Ipemapara s
MEJIUIIMHCKOTO MPUMEHEHHUS MOXKET OBbITh MPUOCTAHOBIICHO WJIM MPEKPAIIECHO MpU
MPEICTABICHUH COOTBETCTBYIOIIUM YIOJHOMOYEHHBIM (peiepaibHbiM OpPraHOM
UCIIOJHUTEIbHOM  BJACTU  3aKJIIOYEHUS O  MPOBEACHUU  KIMHUYECKOTO
UCCIIEIOBaHUsI ¢ TpyObIMU M (MJIM) CHUCTEMATHYECKUMHU HApYIICHUSMH TPaBUII
HaJJIeKallel KIMHUYECKON MPaKTUKU, OCHOBAaHHOTO HAa PE3YJbTaTax MPOBEPKHU
JEATeIIbHOCTH MEAUIIMHCKON opraHu3anuu (MeIUIUHCKUX OpTraHu3allii )»;

B) yacTh 12 mocie cnoBa «IpaBUD» TOTIOJTHUTH CIOBOM «HAJIJICKAIICH»;

r) B vactu |3 cioBa «M3ydeHUS] HA TEPPUTOPUU» 3aAMEHUTH CIIOBAMHU
«HU3YYEHUS B», @ CIIOBO «TEPPUTOPUN» TOCTIE CIIOB «3a MPEAeiaMu» UCKITIOUNTB;

1) B yactu 14 cnoBa «Ha tepputoputo Poccuiickoii @enepaunn» 3aMEHUTH
cinoBamu «B Poccuiickyro denepannio», a CIOBO «TEPPUTOPUM» TOCTE CIOB «3a
npenesaMmn» UCKIIOYUTh;

33) B cTaThe 44:

a) TOJIMYHKT «I» MYHKTa 2 4aCTH 5 U3JI0XKUTH B CICAYIOIICH PEIaKIIH:

«T) HE TOBJIEKIIEM 3a COOOW YCTAaHOBJICHUS WHBAJIUIHOCTH, HE OOJiee 4em
TpUCTA ThICAY PYyOJei HAa KaKIOTO MAIMEHTAa, YYaCTBOBABIIETO B KIMHUYECKOM
MCCJIEI0BAHUHM JIEKAPCTBEHHOTO MperapaTa, UICXOs U3 HOPMATUBOB, OTPAXKAIOIINUX
XapaKkTep U CTENEeHb MOBPEKICHUS 3JI0POBbS, a Takke (PaKTHUECKH MOHECEHHBIX
MalMeHTOM PacXoJi0B, BBI3BAHHBIX IMOBPEKICHUEM 3J0POBbs, HA MEIUIIUHCKYIO
MOMOILlb, TPUOOPETEHHE JIEKAPCTBEHHBIX CPEICTB.»;

0) yacTb 6 UCKIIFOUUTH;
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B) 4acTh 8 TOCJE CJIOB «IPaB U 00S3aHHOCTEH CTOPOH» JOMOJHHUTH CJIOBAMHU
«, HOPMAaTHUBBI, OTPAXKAIOIIUE XapaKTEP U CTEIEHb MOBPEKICHUS 3JOPOBbSI».

34) B cratbe 45:

a) B yacTu 2 cioBa «Ha Tepputopuu Poccuiickoit denepanuu» 3aMEHUTH
cinoBamu «B Poccuiickon Penepanuny;

0) Jactb 4 JONOJIHUTH CIIOBAaMH «, 32 HCKJIIOYEHHEM (DapMaleBTHUECKUX
CyOCTaHIIMN, HWCMOJB3YeMBIX I JKCIOpPTa M TPOU3BOJICTBA JICKAPCTBEHHBIX
CPEACTB, MPOU3BOJAMMBIX JI MPOBEACHUS KIMHUYECKUX HUCCICHOBAHUM W IS
AKCIOPTA;»;

35) B craThe 46:

a) myHKTBl 1 m 2 yacthu | COOTBETCTBEHHO IOCJE CIIOB «MEXIYHAPOIHOE
HEMATEeHTOBAHHOE» JOMOJIHUTh CIIOBAMH «HJIA TPYNITUPOBOYHOE, »;

0) yacTh 2 MOCIE CJIOB «MEXKIyHAapOJHOE HEMAaTEHTOBAHHOE» JOMOJIHUTh
CJIOBaMU «WJIM TPYHIIUPOBOYHOE,);

B) 4acCTh 8 UBJIOKUTH B CICIYIONIECH pelaKIuu:

«8. Ha mepBUYHYIO YMAaKOBKY (€CJIM AJii 3TOTO CYIIECTBYET TEXHUYECKas
BO3MOXKHOCTh) W BTOPUYHYIO (MOTPEOUTENHCKYIO0) YIAKOBKY JIEKAPCTBEHHBIX
npenapaToB, MPeIHAa3HAYEHHBIX JUIsl KIMHUYECKUX HCCIEIOBaHUM, JOJKHA
HaHOCUTBCS HAJIUCH: « /{151 KIMHUYECKUX UCCIIETOBAHUIN. |

36) B wactk 8 crathu 47 BTOpPOE NPEIOKCHHE H3JIOKHTH B CIICIYIOIICH
peIaKIuu:

«BBIBO3 JIEKapCTBEHHBIX MPENapaTtoB g MEIUIMHCKOIO MPUMEHEHUS,
MpeAHa3HAaYeHHBIX Uil TYMaHUTapHOW MOMOUIU (COMEUCTBUS) WM MOMOIIM MPHU
Ype3BbIYAMHBIX CUTyauusx, u3 Poccuiickoi @enepanuy OCYyLIECTBISETCS B
nopsiike, ycranoieHHOM [IpaBurensctBa Poccuiickoit @enepannu.»;

37) Byactax 1 u 2 crathy 59 cioBa «U3 Tpa)kIaHCKOTO 000pOTa» 3aMECHUTH
CJIOBAMH «HU3 OOPAIICHUS;

38) mynkt 1 ctaThu 60 mociie CJI0B «MEXAYHAPOIHBIMU HEMATCHTOBAHHBIMI
JIOTIOJTHUTH CJIOBaMU «, WJIA TPYTIITUPOBOUYHBIMU;

39) B cratbe 61:
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4) 4acTh 2 U3JI0XKHUTh B CICAYIOIICH PEIaKIUH:

«2. IlpenenbHast OTITyCKHAs I[eHA Ha JIEKApCTBEHHBIN Mpemnapar, BKIIOUEHHBIH
B TIEPEUCHb )KM3HEHHO HEOOXOAMMBIX M BaKHEUIINX JEKAPCTBEHHBIX MPEMapaTos,
MOJIEKUT TOCYJaPCTBEHHOM PErUCTpalMy WM MEPEPErUCTpaliid B COOTBETCTBUU
C YTBEPXKJEHHOW B TMOpsAKe, ycraHOBIeHHOM IIpaBurensctBom Poccuiickoi
denepany, METOJIMKOW  perucrpanuu  (mMepeperucrpanuu)  IpeaeabHbIX
OTHYCKHBIX II€H Ha JIEKapCTBEHHbIC IMpENaparhl, BKJIIOYECHHBIC B TNIEPEUYCHBb
JKU3HEHHO HEOOXOJUMBIX M  BaXXHEWIIMX  JICKAPCTBEHHBIX  IPENapaToB.
[lepepeructpanusi 3aperuCTPUPOBAHHBIX MPENEIBbHBIX OTIYCKHBIX II€H Ha
JIEKapCTBEHHBIE TMpernapaTbl OCYIIECTBISETCS HAa OCHOBAHMM MOJAHHOTO 10 1
OKTSIOpsI Ka)JJOro rojia 3asiBJICHUS MPOU3BOAUTEINS JIEKAPCTBEHHBIX MPEMapaToB,
BKJIFOYCHHBIX B MIEPEUCHb KU3HEHHO HEOOXOUMBIX U BAKHEUIIINUX JIEKAPCTBEHHBIX
MpenapaToB , HO He yaie 1 pa3za B KaJleHJapHOM TOJy.»;

0)yactu 2.1. 1 2.2. npyU3HATh YTPATUBIIUMHU CHUILY;

40) B yactu 2 cTaThu 62:

a) MYHKT | U37I0KUTh B CIAEAYIOIIEH peaaKIIvm:

«l) HauMmeHOBaHWE BIAJEIbI]a  PETHUCTPANMOHHOTO  YIOCTOBEPEHUS,
MECTOHAXOXKJACHUE  MPOU3BOJACTBEHHBIX  IUIOMIAJIOK,  YYaCTBYIOIIUX B
MpoIlecCe MPOU3BOACTBA JIEKAPCTBEHHOTO IMIpernapara, C YyKa3aHUEM CTaIud
IIPOIIECCA TPOU3BOJICTBAY;

0) MyHKT 4 IOTIOJTHUTH CJIOBAMH «, 4 TAK)KE KOMILJIEKTHOCTBY;

B) IIYHKT 6 M3JIOKUTH B CJICIYIONIEH pelaKIIiu:

«6) nmata W HOMEp TpHKaza O TOCYJAapCTBEHHON perucrpauuu
(mepepeructpannu) MpeAeabHON OTIYCKHOM 1I€Hbl Ha JICKAPCTBEHHBIN Mpernapar,
BKJIFOUCHHBIN B MEPEUYCHB )KU3HEHHO HEOOXOIMMBIX M BAXKHEHUIIINX JICKAPCTBEHHBIX
penaparosB;»;

T) IONIOJHUTH MyHKTaMU 7 U 8 CIEAYIOUIETO COJCPHKAHUS:

«7) IITPUXOBOWM KOJI, HAHECEHHBIM Ha BTOPUYHYIO (MOTPEOUTEIBCKYIO)

YIaKOBKY JIEKAPCTBEHHOTI'O Mpenapara;
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8) KO JIeKapCTBEHHOTO MperapaTa o aHaTOMO-TeparneBTHUYECKO-XUMUYECKON
KJaccuuranumy.

A1) B Ha3BaHMHU T1aBbl 13 croBa «Ha Tepputopuu Poccmiickoii Denepariuny
3aMEHUTH ciioBaMu «B Poccuiickon denepanuny;

A?) cTaThio 64 U3JI0KUTH B CIICAYIOMIEH PeIaKIINN:

«Ctatpst 64. MoHUTOPUHT 3PHEKTUBHOCTH M OE30MAaCHOCTH JIEKAPCTBEHHBIX
MpEenapaToB

1. JlekapcTBEHHbIC Mpemaparbl, HaxoAsIMecs B oOpaiieHun B Poccuiickoit
denepanuu, noajiexKaT MOHUTOPUHTY 3(G(HEKTUBHOCTH U O€30MaCHOCTH B ILIEIIAX
BBISIBJICHUSI ~ BO3MOJKHBIX  HETATHBHBIX  TOCJEACTBUM WX  MPUMEHEHUS,
WHJVBUAYAJIbHOW  HEMNEPEHOCHUMOCTH, MPEAYNPEKICHUS  MAlUMEHTOB  WIH
BJIAJICTIBLIEB )KUBOTHBIX U MX 3allIUThI OT IPUMEHEHUS TAKUX MPEMApaTOB.

2.  Monutopur d3(pGEKTUBHOCTH U  0E30MACHOCTH  JIEKapCTBEHHBIX
IIperapaToB OCYIIECTBIISIETCS COOTBETCTBYIOIIUM YIOJIHOMOYEHHBIM
dbenepaabHBIM OPraHOM HCIOJHUTEIBHOM BJIACTH, B MOPSIKE, YCTAaHOBJICHHOM
COOTBETCTBYIOIINM YIIOJTHOMOUYEHHBIM (eiepaTbHbIM OPraHOM HCIOJHUTEIBHON
BJIACTH, TIyTeM  aHalM3a  MPEJOCTABISIEeMOM  CyObeKTaMu  OOpaleHus
JIEKAPCTBEHHBIX CPEICTB HMH(MOpPMAlUM O TOOOYHBIX JEUCTBUAX, CEPbE3HBIX
HEXKENATEIbHbIX PEaKIUsAX JEKAPCTBEHHBIX MPENapaToB, HENPEIBUAECHHBIX
HEXKEJIATEIbHBIX PEAaKIMUAX JICKAPCTBEHHBIX MpenapaTroB, HWHAWBUIYaJIbHOU
HEMEePEHOCUMOCTH, OTCYTCTBUHU 3adBJICHHOU 3((HEKTUBHOCTH, OCOOCHHOCTAX HX
B3aMMOJICUCTBHI, a TakKe WHBIX (AaKTOB M OOCTOATEIHCTB, MPEICTABISIONINX
yIpo3y JKWU3HU WA 3J0POBBI0 YEJIOBEKA H JKUBOTHBIX IIPU NPUMEHECHUU
JICKapCTBEHHBIX MpENapaToB, BBISIBJICHHBIX HA BCEX JTamax oOOpaieHus
JIEKapCTBEHHBIX ITpenaparoB B Poccuiickon deaepannn u Apyrux rocy1apcraax.

3. Bnagenpubl  perucTpallMOHHBIX  YAOCTOBEPEHUN  JIEKAPCTBEHHBIX
MpenapaToB, IOPUIMYECKUE JUIA, Ha HMMSI KOTOPBIX BbIJIaHbl Pa3pEIICHHS Ha
MpOBEJICHNE KIMHUYECKUX HcchenoBannii B Poccuiickoit ®depepanuu, Jmbo
YIOJIHOMOUYEHHbIE MMM JpYrue MOPUAUYECKUE JMila B paMkax oOecredeHus

0e301acHOCTH JCKAPCTBCHHLBIX IIPCIIapaTOB 00s13aHbBI B MnopssaKe, YCTAaHOBJICHHOM
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COOTBETCTBYIOIIUM YIOJIHOMOYEHHBIM (peAepaibHbIM OPraHOM HMCHOJHUTEIbHOM
BJIACTHU OCYIIECTBIISTH IIPUEM, YUET, 00pabOTKy, aHAIHN3, XpaHEHHE, TTOCTYIAIOIINX
B HUX aJpec OT CYOBbEKTOB OOpallleHHs] JICKapCTBEHHBIX CPEJACTB U OpPraHOB
roCyapCTBEHHOW BIACTH, COOOIIEHUN 000 BCEX CEPHhE3HBIX HEXKEIATEeNbHBIX U
HEMPEIBUICHHBIX HEXKENATENbHbIX PEAKIUSIX MPU MPUMEHEHUH JIEKAPCTBEHHBIX
penapaTroB, OCOOCHHOCTSIX WX B3aMMOJACHCTBUS C JIPYTMMH JI€KapCTBEHHBIMU
npenaparamMu, WHANBUAYATbHON HETMEPEHOCUMOCTH, a TaKkke 00 WHBIX (hakTax U
00CTOATENBCTBAX, MPEACTABIAIOMIMX YIrpoO3y KM3HU WM 370POBBIO YEIOBEKA U
YKUBOTHBIX, JINOO BIUSIOMIUX HA M3MEHEHHUE COOTHOIICHUS 0KMIaeMOMN MOJb3bI K
BO3MOKHOMY PHUCKY IPUMEHEHUS JIEKAPCTBEHHOTO Mpenapara.

4. Tlpu BbISBICHUUM UWHGOOPMAIMU O CEPHE3HBIX HEKEIATENbHBIX W
HETMPEIBUICHHBIX HEKENATEIbHbIX PEAKUUSIX MPU MPUMEHEHUH JIEKAPCTBEHHBIX
MpenapaToB, OCOOCHHOCTSIX HX B3aUMOJEHCTBUSI C JAPYTUMHU JIEKAPCTBEHHBIMU
npenaparamMu, MHAUBUIYaTbHON HETIEPEHOCUMOCTH, a Takke 00 MHBIX (akTax u
00CTOATENIbCTBAX, BIUAIONIMX HA M3MEHEHUE COOTHOIICHUS 0KUIAEMOM MOJIb3bI K
BO3MOKHOMY pHCKY TMPHUMEHEHUS JICKAPCTBEHHOIO IIpernapara, BJIAJICIIbIIbI
PETUCTPAlMOHHBIX YIOCTOBEPEHUN JIEKAPCTBEHHBIX IMPENAPATOB, IOPHUINYECKUE
JUIla, HA HUMS KOTOPBIX BBIJIAaHbl Pa3pelICHUs] Ha MPOBEICHHE KIMHUYECKHUX
uccienoBanuil B Poccuiickoit @enepanuu, a TakKe yIOJTHOMOYEHHBIE UMH JAPYTUE
IOpUJIMYECKUE JIUIa, O0O0s3aHbl TMPOBOJIUTH MEPOIPHUSATHS, HAIpaBJICHHbIC Ha
YCTpaHEHHUE HETATUBHBIX TMOCIEICTBUN TPUMEHEHHUS! JaHHBIX JIEKaPCTBEHHBIX
MpenapaToB, MPEAYNPEKICHHUS Bpeda >KU3HU U 3J0POBBIO IMAILIMEHTOB, 3AIHUTHI
HACEJIEHUd OT TMPUMEHCHUS TaKUX IMpenaparoB, a TAaKXKe JOIMOJHHUTEILHOIO
n3ydeHust 3hHEKTUBHOCTH M 0€30MaCHOCTH JICKAPCTBEHHOTO TIperapara.

5. 3a HecoOOIeHNEe WU COKPBITHE CBEICHUMN, MPETyCMOTPEHHBIX YacThio 4
HACTOSIIIEN CTaThH, BJIAJICJIBIIBI PETUCTPAIMOHHBIX yA0CTOBEPEHU I
JIEKApCTBEHHBIX MPENapaToB, OPUAUYECKHUE JHUIA, HAa UM KOTOPBIX BbIAAHBI
paspelieHnsT Ha IPOBEACHUE KIMHUYECKUX MCCIENOBaHUMK B Poccuiickou
deneparuu, MO0 YINOJTHOMOYECHHBIE UMHU JIPYTU€ FOPUIUYECKHUE JIMIA, a TaKXKe

JOJIDKHOCTHBIC JM1a, KOTOPbBIM OHH cTalin HN3BCCTHBI 10 pony ux
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npo(heCCUOHATIBHOM JAESITEIbHOCTH, HECYT OTBETCTBEHHOCTb B COOTBETCTBUHU C
3akoHoAaTenbCcTBOM Poccuiickon denepannn.»;
A3) craThio 65 U3I0XKUTH B CAEAYIOLIEH peaaKuu:

«IIpr HEUCHOJHEHMH WIM HEHAJUICKAIEM MCIOJHEHUN BIAJEIbLAMA
PErHCTPALMOHHBIX YJIOCTOBEPEHHM JIEKAPCTBEHHBIX IMPENapaToB, IOPUAUYECKUMU
JULAMH, Ha UMsI KOTOPBIX BBIIAHBI PA3PEIICHHs HAa IPOBEICHHE KIMHUYECKHX
uccienoBannii B Poccuiickoit ®epepanuu, IUO0 YIOJIHOMOYEHHBIMU UMHU
JIPYTUMH IOPUANYECKUMHU JUIIAMHA 00S3aHHOCTEH, YCTAaHOBIECHHBIX YacTaMU 3 U 4
cratbu 64 Hactosimero ®denepanbHOrO 3aKOHA, YIOJHOMOYEHHBIN (peiepasibHbIMI
OpraH HCIIOJHUTENIbHOW BIACTH B YCTAHOBJIEHHOM KM MOPAJIKE pPacCMaTPUBAET
BOIIPOC O NPHOCTAHOBJICHUU IPUMEHEHUS COOTBETCTBYIOIIMX JIEKAPCTBEHHBIX
IIPENapaToB.».

A4) B craThe 66 cioBa «Ha Tepputopuu Poccuiickoit denepanyn» 3aMEHHUTH

ciaoBamMu «B Poccuiickon denepanumy;

Cratss 2. Berynenune B cuity HactosAmero @eaepaibHoro 3aKkoHa

1. Hacrosimumii ®enepanbHbIi 3aKOH BCTyMaeT B CHIY CO JHS €ro
opuUIIUATIBHOTO OMYyOJUKOBAHMS, 32 HCKJIIOYEHUEM TOJIOKEHUM, IJIsI KOTOPBIX
HACTOSILEH CTaThEN YCTAaHOBJIEHBI MHBIE CPOKH BCTYIUUIEHUS UX B CHITY.

2. Ilyuakt 22 crateu 1 Hacrosmero demepabHOTO 3aKOHA BCTYMACT B CHITY
c 1 suBaps 2016 rona.

3. CpaBHeHHE MapaMeTpOB Ha MPEAMET B3aMMO3aMEHSEMOCTH B OTHOIICHUU
JIEKapCTBEHHBIX NpPENaparoB, 3apETUCTPUPOBAHHBIX A0 JHS BCTYIUICHHS B CHILY
HacTosero denepanbHOro 3aK0Ha, OCYLIECTBISIETCS HA OCHOBAHWMM 3asIBJICHUS U
JIOKYMEHTOB, YyKa3aHHbIX B 4acTax 2 U 3 cratbu 18 DenepanbHOro 3aKkoHa
or 12 ampens 2010 r. Ne 61-®3 «OO0 oOpailleHun JEKAPCTBEHHBIX CPENICTBY,
MPEACTABICHHBIX  MPOU3BOJMTENEM  JIEKAPCTBEHHBIX  IpenapaToB  WIHU
YIOJHOMOYEHHBIM WM  JIMIIOM, C YIJIATOM TOCYAapCTBEHHOM MOILIMHBI
32 BHECEHHE B JOKYMEHTBI, COJAEpXkallhecs B PErUCTPAMOHHOM JIOChE

Ha 3apETHMCTPUPOBAHHBIM  JICKAPCTBEHHBIM IIpemapar JJjsi  MEIULMHCKOTO
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NPUMEHEHUS, U3MEHEHUN, TPEOYIOMIMX MPOBENCHUS IKCIEPTU3bI JIEKAPCTBEHHBIX
CPEACTB B YacTH HKCHEPTH3bl KauyecTBAa JIEKAPCTBEHHOI'O CpPEACTBa U (WJIK)
DKCIIEPTU3bl OTHOLICHUS 0XKMUIAEMOM IOJIb3bl K BO3MOXXHOMY PUCKY IPUMEHEHUS

JICKAPpCTBCHHOTI'O IIPCIiapaTa 1JII MCAUIUHCKOI'O IIPUMCHCHU.

[Ipe3unent

Poccuniickon @enepanun B.B. Ilytun



