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(MUH3IPAB POCCHUMN)

O BHeceHHR H3MEHEeHHH
B Ilopsizok npoBeaeHHs OUEHKH COOTBETCTBHS MEIHIIHHCKHX H3aeHi
B opMe TeXHHUECKAX HCHBITAHHHA, TOKCHKOJIOTHYECKHX HccJieI0BaHu,
KJAMHHYECKAX HCIbITAHHH B HEJIAX rocy1apcTBeHHOM PerHCTPalHH
MeIHIMHCKHX H3/1eJIHMH, YTBeP:KACHHbIH MPUKA30M
MuHHCTepCeTBa 31paBooxpaHenns Poccuiickoii ®enepaunu
ot 9 siuBaps 2014 1. Ne 21, 1 B noAnyHKT 16 nyHkra 4 TpeboBaHUM
K cOAep KAHHIO TEXHHYECKOH H 3KCIyaTaUHOHHOH 10KyMeHTalHH
NPOH3BOAHTES (H3TOTOBHTEJIN) MEAHIHHCKOrO H3AeJH , yTBePKICHHbIX
npuka3omM MHHHCTePCTBA 3ApPaBOOXPaHeHUs Poccuiickoii ®egepaunu
ot 19 spapn 2017 r. Ne 11n

[IpukassiBam:

YTBepAUTH MpUiaracMbie M3MEHEHHs, KOTOPhIE BHOCATCA B [Topsinok npoBedeHUS
OLIGHKM COOTBETCTBHS MEIMLMHCKMX H3JeNuii B (opMme TeXHHIECKUX UCIIBITAHUH,
TOKCHKOIOFMYECKUX HCCIIeIOBANMH, KIMHAYECKAX MCTIBITAHUH] B ENAX FOCyAapCTBEHHOH
perHCTpaluy  MeIMLUMHCKHX — U3IeIHuH, yTBEpKACHHbI mnpukasoM MuHucTepcTBa
sapaBooxpanenus Poccuiickoit Oenepauun ot 9 AHBAps 2014 r. Ne 2H (3aperucTpupoBaH
MunrcTepcTBoM rocThlmd Poccuiickoit Genepanuy 3 anpens 2014 r., perucTpalidOHHBIA
Ne31813), u B moxmyHKT 16 myHkTa 4 Tpe6GoBaHUN K COHEPKAHMIO TEXHHIECKOH
¥ SKCILIyaTallHOHHOM JOKYMEHTaluH npou3BOAMTENS (M3TOTOBHUTENS) MEAUIIMHCKOTIO
M3gend, YTBEPXKAEHHBIX IIpUKa3oM MUHHMCTepCTBA 3[pPaBOOXpaHEHUA Poccuiickoii
®enepauuu ot 19 sHBaps 2017 r. Ne 111 (3aperucTpupoBaH MMHHCTEPCTBOM IOCTHLIHH
Poccuiickoii ®enepamuu 10 mapra 2017 r., perHCTpaliOHHbLH Ne 45896).

MuHtCTp | B.N. Cksop1iosa




VTBEPXJIEHEI

IIpuKa3oM MUHHCTEPCTBA 3/IpaBOOXPaHEHUS
Poccuiickoit @epepanun

oT «pZoZ» W}/M/ 2019r. Ng.,_[j__y//

H3menenns,

KoTOpbie BHOcATCH B Ilopsifok npoBeeHNsi OLeHKH COOTBETCTBHA
MEIHIHHCKHX H3ejmii B popMe TeXHHYECKHX HCIbITAHHI,
TOKCHKOJIOTHYECKHX HCC/IeJ0BAHMH, KINHHYECKHX HCIBITAHUH B LeJIsiX
rocyAapcTBeHHOH perucTpanuu MeANIMHCKHX H3/1eJIHi, yTBepKAeHHbIH
npuka3zom Munucrepersa 3apaBooxpanenns Poccuiickoii @egepaunn
ot 9 siuBapsa 2014 r. Ne 20, u B noaAnyHKT 16 nynkra 4 TpeboBanui
K CO/IEPKAHMI0O TEXHHYECKO# H HKCIIyaTAIHOHHOH JOKYMEHTAIHH
NpON3BOAUTE/IA (H3rOTOBUTE/IS1) MEAHIHHCKOIO H3/1eJIH, YTBePXKAEeHHbIX
npukazom MunucTepcTBa 3apaBooxpanenns Poccniickoii ®egepanun
ot 19 sinBaps 2017 r. Ne 111

)

1. B Tlopsiike mpoBefieHHS OIIEHKH COOTBETCTBHSI MEITUIIMHCKUX U3IeNuil B popme
TEXHUYECKHUX UCIBITAaHUH, TOKCUKOJIOTHYECKUX HCCIeOBaHUMN, KINHNYECKUX MCTIBITAHMM
B IeNIX TOCyJapCTBEHHOH pEerucTpalldd MEIULHMHCKHX H3/CIuH, YTBEPKICHHOM
npuka3oM MunuctepcTsa 3apaBooxpanerus Poccuiickoit @enepanum ot 9 susaps 2014 r.
Ne 2n:

1) B a63arre BTOpOM IyHKTa 16 C10BO «3aKPBITEIX» HCKIIOYHUTD;

2) MOIITYHKT «€» MyHKTa 27 U3JI0XKUTh B CICAYIOIIEH peAaKIiuu:

«€) KOIMH JOKYMEHTOB, MOATBEPXKAIOIINX Ka4eCTBO JIEKApCTBEHHOro Mpemnaparta,
(papManieBTHUeCKOM CyOcTaHIMM, OHONOIMYECKOro MaTepHania W HHOTO BellecTBa,
C MHCIIOJH30BAaHHEM KOTOPHIX OHO IIPOM3BEACHO HJIM KOTOpBIE BXOIMT B COCTaB
MEAMLHMHCKOrO M3/EIHA H KOTOpbIe IMpeJHa3HA4YEeHbI AJI1 IPUMEHEHHUS TOJIBKO C y4eTOM
Ha3HA4YCHHUST MEIUIMHCKOrO H3JENHSA, ONpEeNesIeHHOro IIPOM3BOJUTENEM, M BBIAAHHBIX
B COOTBETCTBHH C 3aKOHOJATEJIECTBOM CTpaHBl IIPOMCXOXIECHHMSA JIEKAPCTBEHHOIO
npenapara, (apManeBTHYecKodl CyOCTaHIMM, OHONOTHYECKOr0 Marepyana M HHOTO
BEIIECTBA ,»,

3) CHOCKY 5 M3JIOKHTB B CIEAYIOLIEH pelaKLHu:

« TloamyHKT «H» myHKTa 10 [IpaBr rocyaapcTBeHHOM PernCTpalyy MeAULHAHCKAX
W3/IeNIi, YTBEP)KAEHHBIX IocTaHoBieHMeM IlpaBuTenscTBa Poccwmiickoit ®enepanuu
ot 27 nmexa6ps 2012 r. Ne 1416 (CoGpanue 3akoHoAaTenscTBa Poccuiickont denepanuy,
2013, Ne 1, ct. 14; 2018, Ne 24, c1. 3523)»;

4) B myHKTe 38:

B MOJIYHKTE «6» CJIOBa «BBIE3] HA MECTO IPOU3BOACTBA METULIMHCKOTO M3AETHA»
3aMEHHTh CIIOBAMH «BBbI€3J] B OpPraHMU3aLMIO, A€ MEIHMLHMHCKOC H3Je/ne PasMCILEHO
u (W) paspenieHo Uil NPUMEHEHHs B COOTBETCTBUU C 3aKOHOAATENBLCTBOM CTpPaHBI,
B KOTOPYIO OCYIIIECTBIIIETCS BHIE3N. :

2.Tlogmyext 16 TmyHkra 4 TpeOOBaHHA K CONCPKAHUIO TEXHHYSCKOH
M OKCIUIyaTal[HOHHOM MOKYMEHTALMM NPOU3BOJUTENS (U3TOTOBHMTEINS) MEHIMHCKOIO




' 2

U3JleNud, YTBEPXKICHHBIX IIpHKa3oM MHHHUCTEpCTBAa 3ApaBOOXpaHeHMs: PoccHHCKON
Denepanuu ot 19 suBaps 2017 r. Ne 118, U31103KUTE B ClIeAYIOWIEH PENAKIHN:

«16) cBemeHHMs O JOKYMEHTaX, TNOATBEPXIAIOIMX KAdeCTBO JIEKAPCTBEHHOI'O
npenapata, (apMaLeBTHUeCKoll CyOcTaHIMH, OHMONOIMYECKOro MaTepuana W HMHOTO
BEIECTBA, ¢ MCIIOJB30BaHHEM KOTOPHIX OHO NMPOM3BEAEHO HMIIM KOTOPBIE BXOJAT B COCTaB
MEIUIMHCKOro M3JelIuA M KOTOpHIe TpenHa3HaueHbl Ui NMPHUMEHEHHS TOJIBKO C Y4E€TOM
Ha3HAYeHUs MEJULMHCKOr0 H3IeNius, ONpeAeJCHHOro IPOM3BOAUTENEM, M BHIIAHHEIX
B COOTBETCTBHH C 3aKOHOJATE€NbCTBOM CTPaHbl IPOHCXOXIECHHS JIEKapCTBEHHOIO
npenapara, (apMaleBTHYeCKOiH cyOcTaHIMH, OHMOJOTrMYECKOro Marepvaja u HHOTOo
BEIIECTBA;».




