EBPASHHCKAS SKOHOMHUYECKAS KOMHCCHS
KOJLUIETIHWA

PEIMEHHE

«l5» anpapa 2019 r. Ne 6 r. Mockea

0 knacendpukaTope BHI0B BTOPHYHLIX (MOTPEOATENLCKHX)
YITAKOBOK JIEKAPCTBEHHBIX CPEICTR

B coorsercreum  co  crareeii 30 J[orosopa o Espazmiickom
IKOHOMHYECKOM cotose oT 29 mag 2014 rona, nyvaxramu 4 1 7 [IpoTokona ob
Hll[!]ﬂph-lﬂllﬂﬂilt[U—HﬂHH}-’HHHﬂHHﬂHHb[H TEXHMIOIHAX H HH{IJDPMEIHHGHHDM
BIaUMOJelicTeMH B pamkax  Espasuiickoro  SKOHOMHYECKOIO  Cooza
(npunosenne Ne 3 x Jloropopy o EppasviickoM SKOHOMHYECKOM cOlO3e
or 29 maa 2014 rona) ¥ pykoROACTEYACE [lonodenHeM 0 eIHHOH cHeTeMe
HOpMaTHBHO-cipagovyHol  HHQopMatHy  EBpasHiickoro IKOHOMHUYECKOTOD
cotosa, yreepaieHHuM Pemenrem Konnernn Espazufickol skoHOMHYECKOH
komMHccHH ot 17 mombpa 2015 r. Ne 155, Konnerma Eppasmiickoi
IKOHOMHYECROH KOMICCHH P e LI M JTa:

1. VigepanTe npunaraeMmelii  nacnopt  knaccHpuraTopa  BHAOE
RTOPHYHBIX (MOTpeDHTENLCKMX ) YIIAKOBOK JIEKAPCTEEHHBIX CPEICTE.

2. [NpiMerHATE KIaccH(PHKATOP BHAOR BTOPHYHEIX (MOTPeOHTENLCKHX)
VIAKOBOK  JeKapcTEeHHEIX  cpencTe  (nasee KnaceHpukraTop)

B COOTBETCTEBHH C YTEECDAHICHHBIM HACTOALLIHM Pewennem NACHOPTOM.
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3. BEmounTe KNacCHHKATOP B COCTAB PECYPCOB CAHHOH CHCTEMbL
HOPMATHBHO-CIIPaBOYMHOH  HHipopMaunn  EBpasuiickoro  aKOHOMHYECKOTO
COKRY3A.

4, YeTaHoBHTE, YTO:

KIACCHPHEATOP TPHMEHRETCA ©  JaThl  BOTYIUIEHHS  HACTOSILIETO
Pewenns B cuny;

HCNOIB30BAHNE KOLOBLIX ODOo3HAYeHHE KnaccHHKATOpA SABIACTCA
ofg3aTeNbHBIM NPY peann3aiuy obDIMX npoueccoB B paMkax Eppazuiickoro
IKOHOMHHECKOTO COIOsa B cihepe obpalleHns NeKapCTBEHHBIX CPEICTB,

5. Hacroawee Pelwende BeTYynaeT B CHAOY 10 HCTEUCHHH

30 kanenaapHelX JHel ¢ JaTsl ero odHUHAIEHOrO onyOIHKOBaAHKA,

T. Capkucan




YTBEPAKIOEH

Pemennem Konmeruu
EBpazuiickoil akoHOMHYSCKOH KOMHCCHH
ot 15 ausaps 2019 . Ne 6

MNACHOPT

KANCCHPIEATOPA BHAOE BTOPHYUHEIX (HOTPeONTLALLEKNY) YNAKROBOK
J]EHEPE‘I'BEHHHI CpelcTe

Ne
o Ofo3naveHne WIEMenTa Ohmcanne

| 2 3

1 | Kon 046

2 | Tun 2 — KknacchpuEarop

3 | Hanmenosanne KNACCHIPHEITOR BUI0R BTOPHYHED

{noTpeGHTEIBCKAX ) VIIAKOROK TeKapCTREHHRIX
cpeacTs

4 | AGGpesnarypa KBRYIIC

5 | OboanaueHne EK 046-2019 (pea, 1)

6 | PERRHINTEL BETA O DPHHATHY Pemenne Kommernn Enpeanficxoil sxonommseckoil
(¥VTBEPAICHHH ) CIPEBOYTHH K KOMHCCHH OT 20 rhe
(knaccuduxaTopa)

T | Jlata seefigHuA & tefcTane ¢ AT BCTYTUIEHHA B ey Pemenns Konnermn
( HAYAIE NPHMEHEHNS ) Enpasuicroil sx0RoMHYeCkoi KOMHCCHN
cnpasounnka (knaccudukatopa) | or 20 .M

# | PeKBHINTE @KTA 0 NPSKPAMICHHN | —

NPHMEHEHHE CNPABOYHNE
{knaccHpuEaTOpa)
9 | Hara oKOHYEHAR TPHMCHCHNS -

cnpapoyHHEa (KnacchpHEaTOpa)




n'n

DEosmate N e WeMeRTL

Cluimcanme

2

3

L}

Onepatop (onepaTopis)

| RU, Muuncreperso snpaeooxpancans Poceniicwoii
e epaHn. ¥ NOTHOMOUEHIAR OPraHHIaIHA!
theaepansiioe rocyaapeThenios DoyimeTHoe
yupescienne ol Tayuueil Les SRCnepTHak
CPEOCTE MEIHIHHCKOTO MPHMEHSHHAR
Munncreperna 3apancox patenns Poceiie ko
Bepepaunn

11

Hazuauepne

EASCCHpHESTOD NPEIHASHANEH 111 OpeIcTanient
CRENENHA 0 BHIAN RTOPHYHEE [MoTpeDuTenboKux)
VIAKOBOK TEKAPCTEEHHEIX CPECTB ¢ YEAIIHHEM
¢BCACHHIT 0 METCPHANAX B ocobenmoCTAX
HITOTORIEHHA BTOPHYHBX (OTPeOHTelILCKHX )
VIAKOBOK TEKAPCTHEHHELX CPECTS

(npy HeOOXOIHMOCTH)

12

AHHOTAIIME
{00IACTL TpHMEHEHHA )

MCIIOUILAYETCH TIPH (HOPMUPORAHHN
IPEICTARTAEMENY CY DREKTAMH OOPalLEH A
JERAPCTREHHBIX CPCICTE B MOCYIAADCTRBEHHBIC
OpTaHBl TOCYAApeTs — wicHos Enpasuiickoro
FEROMOMHYECROTD o088 JOEYMEHTOR, B TOM THCIE
B K TPOHHOM BHIE, NPH ofopyicHim
PEIYALTATRE KOHTPOJTH {IEI-]JEH:IIEH HA MEXKAPCTRZHHELY
MPCapaTos, a TaEEE I8 oDeCTeTeHHA
HHhOPMATHOHHOND B3auMoIecTrIA

MpH peaniagui obNMX NPOISCeoR B PAMEGEN
EBpMHﬁCI{ﬂE‘ﬂ IRCHOMHTECKOTD G

13

Kmouessie cnosa

BIOPHYRAA YITAKOBKE, N0TpelHTeNbCKaN YIEKORIS,
BHEIHAR YIAKOBKY, NEKAPCTEEHHOS CPpeAcTDo

4

Cipepa, B moTopoii peamnaviomes
MOHOMOYHE OPraHos
Enpatnflckors SK0HOMHYSCKITD
COHIEE

TEXHHUCCROS PCrYVIHPOBRHNE

15

Henonsiosanne mexkmynapoauoi
{MEHIOCY IEPCTRCHHON,
PErHOHATRHON ) KTacoHHEaHA

2 — npy paapaboTre KnaccufnEaTopa
MEHILYHAPOIHBIE { MEHTOCY IAPCT BEHHBIE,
PETHOHANLNLIE ) KMaccHREaTOpE] | {1AH)
CTAHJIAPTE HE IPHMEHANNCE




Nu
i CHroaHaYeHRe a0eMenTa Onucanne
1 2 3

16 | Hamude rocyiaperee by 2 — knaccmpHEATOD HE HMECT AHATOIOE B
CIPABOTHHKOR rocyaapeTrax — uienax Espayuiickoro
{knaccHgMEATOPOR) IECHOMEHECKOT) COWIa
MOCYAPCTE — YICHOR
Eppasniickoro sRoHOMIHECKOTD
CORYIL

17 | Mertog cheresarnzalium 4 — KOMOHHAPORAHHLIT METOT KraccmpHEALHRA
(KAaccHpHEALHN]) B ¢OOTECTCTBHH ¢ METOIHEOH coraacHo

npiaoae o No |
I8 | MetogHea peleHns EAEcCHpHEATOD BEISTCH B AASKTPOHHOM BHIE
B COOTRETCTRHH © NOPAIKOM COMMACHO
ApHaoEeHo No 2

19 | Crpykrypa CTPYETYPS B PEKBHIHTHEIH COCTAE KuaccHbiKaTopa
{cocTas noneil knaccruEaTopa, obAACTH HY
THaseHE 1 npapdia GOPMHPOBARKA) TOTKHE
COOTRETCTHOBATE QITHCHWHY LOrTACHO
npuTeHeHHI No 3

20 | Crenchs KoHQHASHUHANLHOCTH | CRBENEHHN KIaCCH(PHEATOPA OTHOCHTCH K
TASIHELY HHOPMALHE OTKPRITOrD JOCTYVII

21 | YeranopnenHan NEpHOIHEHOCTE | CHMEMECAYHD
MepecMoTRa

22 | Hamenenna -

23 | Coriks HA NETATHINPORIHHEIE OeTANHIHPORAHHEIC CEEICHHA N3 KNaccHpHEATOpa
CREJEHHA H3 CIPABOYHHER MpHBELEHE Ha HRpOPMALHOHHOM NOPTANS
(kraccmparaTopa) EepaaHACKOro SROHOMHYECKOTD CORAM

24 | Cnocol npeicTapiIeHns

¢BEJIeHHIL 3 CNpaBOYHEKA
{Enaccuduratopa)

{!'FI}'EIIH'BIIEHH HC HA !-!'E'EIII:IEIFIMHLI,HEIIH'I}M [opTane
EﬂpﬂJHﬁEHDFﬂ ARCHOMHYSCKRM) CORMIA




NPHUIIOKEHHE Ne |

K nacnopry knaccndimxaropa
BUADE BTOPHUHLIN (HOTpeOHTENECKHX )
VIAKOBOK JICKAPCTREHHEIX CPEACTE

METOIHKA
KAacenpurannm v KoaupoBanua nEdopmannn KiaccHpukaTopa BuI0B
BTOPHYHBIX (MOTPEHHTEALCKHX) YNAKOBOK IEKAPCTBEHHBIX CPEICTE

1. Obue monomenus

l. Hacroamas  Mertognka paspaborasa B COOTBETCTBHH €O
CHEAYHIMMH aKTAMH, BXOJASAIKMMHY B npaso EBpazniickoro SKOHOMHYECKOTD
cotosa (ganee — Cows):

Pemmenne Konnernn  Ebpasuiickofil  sxoHOMHMECKOH  KOMMCCHH
ot 17 nosbpa 20135 r. Mo 155 «O enunoit cucteMe HOPMATHBHO-CIIPAROYHOH
HHpopMani ERpasHickoro 30HOMHIECKOTD COM3aM,

Pemmenwe  Konnermn  Eppazuiick0H  3KOHOMMHMECKOH  KOMMCCHH
or 23 okrabpa 2016 r. Ne 122 «Q TexHONOTHMECKMX JIOKYMEHTAX,
PETTIAMEHTHPYIOLHX HHPOPMALMOHHOE B3aUMOISHCTRHE NPH PeAIH3alH
CPEACTBAMM  MHTErPHPOBAHHON  HHGOPMALMOHHOH  CHCTeMBl  BHelnHed
W BlaumHoil Topropnu obuero mpouecca «DopMupoBanwe, BeaeHHe
H HCNONLIOBAHHE EIHHOID PEECTPA APETHCTPHPORAHHLIX JIEKAPCTREHHEIX
cpencTs EBpasiiickoro SKOHOMHUECKOTD COO3aN,

Pemenwe  Cosera  EmpasmiickoH  3KOHOMHHECKOH — KOMHCCHH
or 3 Hoabpa 2016 r. Ne 78 «O [lpaBunax perscTpaiiuH W 3KCNEPTHIHL
JEKAPCTBEHHBIX CPEACTB 118 MENHIHHCKOTO TPHMEHEHHAY;

Pemene  Koanernn  Eppazmiickoii  9KOHOMHYECKOH  KOMHCCHM
or 30 mona 2017 r. Ne 79 «O TpeboraHHAX K 3NEKTPOHHOMY BHAIY

FAABAEHHH W NOKYMEHTOR PETHCTPAIMOHHOTO JIOCKE, MPEACTARIAEMbIX TIPH
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OCYICCTBINICHHH PETHCTPALHH H 2KCNCPTHIEI JICKapeTBeHHLIX npenapatoR
JUE MEAHUHHCKOTO NPHMEHEHHA N,

Pemenne Konnernn  Eppasiickol  IKOHOMHYECKOH — KOMMCCHR
or 19 centadbpa 2017 r. Ne 12] «Of yreepwnennn Mertoaonorus
pa3paboTKH, BEJICHHA W NPHMEHEHHA CNPABOYHHKOB H KiaccHduKarTopos,
BXOAMIIHX B COCTAR PECYPCOB CIHHOH CHCTeMEL HOPMATHEHO-CIPABOYHOH

prpopMaini Eapasniickoro SKoHOMIYECKOTD COI03aR,
I1. Obnacte npuMeHeHRA

2. Hacroamas Metoanka pazpaboTaHa B Henax JeTamHIalHe onucanms
H ONpeleneHHs CnelngHEH NPHMEHEHHA METOJa KAaCCHPHKAIHA W MeToNa
KOAHPOBAHHA, NPHMEHAEMBIX NpH pazpadoTke M BEAEHHH KiacchdHKaTopa
BHAODE BTOPHYHBIX (MOTPEOHTENLCKHX) YNAKOROK JICKAPCTBEHHBIX CPEACTE
(nanee — knaccudmkarop).

3. Hacrommas Meromuka npusMenseTcs oneparopoM kiaccudukaropa
pH BHECEHHH B HEND CBEeHHHA O BAde BropHynol (norpeburensckoil)
YMAKOBKH NEeKapcTREHHOrD CpeficTBa, NpHMEHRSMON NpH NPOH3IBOICTBE

NeKapeTREHHEIX MPenapaTos, 1oNY MeHHsX K obpaileniio B pamkax Cowosa.
11, OcHoBHBIE MOHATHS

4, Ina veneit vacroaweii MeTogukn HCNONL3YIOTCA NOHATHS, KOTOPEIE
DIHAYAIOT CIIEAYIDIIEE!

«MOIM(HKAUHA BHIA BTOPHYHON (nmoTpebuTensekol) yNakoBkH
NEKAPCTEEHHOTD  CPECTBA®  —  ONHCAHHE JONONHHTEIBHBIX  CBOHCTR
OCHOBHOTO BHIA BTOPHYAOH (noTpeGHTelbekoll) YIAKOBKH JIeKapCTBEHHOTO
CpeIcTBa;

“MOIMPHEALMS  MATEpHana, WCNOABIYEMOTO [N HIFOTOBICHHHA

BIOPHYHONH (NOTpeOHTENILCKOI) YNAKOBKM NEKapcTBEHHOTO CPeAcTEa» —
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DIOHCAHHE [JONOTHHTENRHEIX CROHCTR MAaTepHa/ia, CYIUECTBEHHBIX JINA
H3COTOB/IEHHA BTOPHYHON (NOTpeduTesekoil) YIAKOBKN JIeKapcTBEHHOTO
CPEelCTBA, B TOM MHCE CNEIHATBHBIX TeXHOOrHi 0bpaboTiyn MaTepuana;

WOCHOBHOH  BHA  BTOpHuYHOH  (norpeburenbekoil)  yMaKOBKH
NEKAPCTEEHHOID CPEACTRAY — BHJ BTOPHYHOH (HoTpednTensckoil) ynakoBkH
NEKapCTBEHHOMO CpelcTRa DEs YYera ee KOHCTPYKTHBHBIX ocobeHHOoCTed.

Muele  noHaTHa, HenoasiveMble B Hactosmeii | MeTonmxe,
(IPHMEHAKTCA B 3HAYEHMAX, OnpeneNeHHbIX akramy  Espasniickod
IKOHOMHHECKOIH KOMHCCHH B cepe oOpalieHus NeKapCTREHHLIN CPeICTB,
4 TAKKE KacalolIHMHCA CO3NaHHA H  PasBHTHA  WHTCTPHPOBAHHON

uHthopmannonuoi cucteMsr Comoaa,
IV. Meton knacendmkanpmn

3. Buael BTOPHYHBIX (MOTPeOHTENLCKHX) YNAKOBOK JI€KAPCTBEHHBIX
CPEACTE KNACCH{IMIIHPYIOTCS B COOTBETCTBHH CO CEOYIOLMMH TPHIHAKAMM:

a) OCHOBHOW  BHA  BrOpHubod  (noTpebuTensckofl)  YONAKOBKH
JNEKAPCTRCHHOID CPENCTRA,

O ) MaTepian, U3 KOTOPOI'0 M3TOTOBNEHA BTOPHYHARA (NoTpedHTenbBCKanA )
YIEAKORKA NEKAPCTREHHOO CPeicTRa.

6. Kamnas  mogndmeanma  euna  stopusHoil  (notpeburensckoil)
YIIAKOBKH NEKApPCTBEHHOTO CPEICTEA KIACCH{HIHPYETCA B COOTBETCTBHH C
[pH3HAKAMH, YKa3aHHBIMH B TMyHKTe 35 Hactosmed Meroaukn, #
MpeACTaBNAETCA B BHE OTAENBHON NO3UIMK B KnaccHimKkaTope,

7. Ceenenna of OCHOBHBIX BHAAX BTOpHYHOH (noTpebuTenscoii)
YIAKOBEH MEKAPCTBEHHOTD CpelcTBa CHCTEMATHINPYIOTCA MyTEM
MPUMEHEHHS MOPAAKOBOIO  Merosa no  andaBHTHOMY NpPHHUANY W

VEARLIBAKOTCH B COOTBETCTEMH CO  COPABOYHHEOM OCHOBHEIX BHIOR
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BTOPHYHLIY (MOTPEOHTENLCKHY ) YVITAKOBOK NeKapeTBEHHLIX CPENCTE (nanee —
CIPABOYHHK).

8. Marepuans, W3  KOTOPHIX W3TOTABIWBACTCA  BTOPHHHAA
(moTpebHTENRCKAN ) yiaKoBka JNEKAPCTBEHHOTD CpencTed,
I'E.I'IEGCHfl‘.IHlIT’I]Z}}"EﬂTCH Mmoo BHAEM M YEEIHBAKTCA B COOTBETCTBHH C
KAACCHPHEATOPOM  MATEPHANDB,  HCNOIBIVEMEIX /I8 H3ITOTOBISHHS
HTOPHYHEIX  (MOTPeDHTENBCKNX)  YIIAKOBOK — NEKAPCTBEHHBIX  CPEICTB
(nanee — KaaccHPHKATOP MATEPHANIOB).

O, lna  onucanus KoMOWHALHI MaTePHANOB, MCNOAL3IYEMLIX JUIA
H3TOTOBNEHHA OfHOH M Toll Me YNAKOBKH JIEKAapCTREHHOrO CpeicTba,
BRBOIATCA OTAENLHBIE [MOIHUMH KIAcCH(IHKATOPA MATEPHANOR, B KOTOPBIX

YKASKIBAKYTCH CCRUTEH Ha MATEDHAIRL, BXQHIIHE B 3TY KOMOHHALHIO.
V. Meroas koguposanns
1. Metoa koaupoBanus L KIaceuHKaTOpa MaTepHanog

10, Konopoe obosnavenne mMarepHana propuHol (notpebHrentekoil)
YIIAKOBKH JNEKApPCTBEHHOIO cpeictsa (popMHpYeTes nyTeM TPHMEHEHHS
CCPUITHO-NOPALKOBOIO METONA ¢ McnosibzoBanueM apabckux umdp. JTmnna
KOJI3 COCTABNEET 5 3HAKOB,

llepable 3 3Haka xona MATepHANa HCTONBIVIOTCA ANA ODOIHAYCHHA
marepuana ©Oe3 ydera MOAWDHKALMH MATEPHANOB, HCNOALIYEMBIX A
HATOTORIEHHA BTOPHYHOH (NOTPeOHTENLCKOH) VIAKOBKH JIeKapCTBeHHOro
CpecTRa.

[Moenenuue 2 3HaKa KoJa MaTepHana Henoib3yKTes ana o0o3HaueHHA
MarepHana ¢ y4yeroM MOAM(QHKALHK MATEpHANIOB, WCHONB3IYEMBIX [IMA
H3MOTOBIEHHA BTOPHYHON (noTpelHTeNnsCKoi) YIAKOBKH [1I@KapCTBEHHOTO

CpelicTRa,
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Ja marepuanos, He obNAIAKWMX JOMOIHHTENEHBIMH CBOHCTBAMM,
Pa3psibl  KOJE MATEPHATA, COOTBETCTBYIOUIHE HOMEPY MOJH(HKALHH,
OOOHAYAKOTCR HYJIHMH,

11, TIpn  koauposanuu  nosHueid  KnaccHdHKATOpA  MAaTepHANOR
HCNoAbL3YeTes war 5 ans obo3naveHus Matepranos Oe3 yuera MoH(pHUKaHH
MATEPHANDB, HCTIONB3YEMBIX ans M3rOTORIEHHA BTOPHYHON
(HOTPeOHTENLCKOH) YIAKOBEH NEKapcTBEHHOrO CpPeacTBa, W war | ans
o0O3HAYEHHA MATEpHAJIOB ©  YueToM  MoAHDHKALHH  MaTepHasos,
HCMONBIYEMEIX AT HArOTORASHHA BTOPHYHOH (NOTpedHTe/IbCKoil) YIAKoBKEH
NEKAPCTEEHHOTO CPEICTRA,

12, JlonycTHMas eMKOCTH KiaccH(pmKkaTopa MaTEpHAIOB COCTABIAET

99 999 nozuHii,

Peseppras  eMKOCTE  KiaccHpMKaTOpa MAaTepHAIOB  COCTABIAET
99 968 mosuimii,

2. METD,.’J; KOOHPOBOHHA I8 CIIPaBOHHED

13. Konosoe oDO3HAYeHHE OCHOBHOIO BAAA BTOPHYHOH
(noTpebuTenseKof) yYNakoBKH JNEKapcTBeHHOro cpeactea QopMipyerca
nyTeM [MMpHMEHEHHA MOOPAJKOBOrO METOOA C HCMONBIOBAHWCM ﬂpﬂﬁﬂh’.ﬂﬁ
pup. Miuna xopa cocrasnser 3 3paka.  [lozHuuM  cnpaBoYHHEA
CHCTEMATHIHPYRYTCH MO ELIIll}ElEHTH'DM}’ MPAHTIALTY .

14, Ipy kogMpoRaHME NOTNIH CIPAROYHI KA UCITOJERYETCH ar 5.

| 5. lomyeTHMan eMKOCTE ClpagoyHnKa coctapaaet 999 noanumii.

PesepeHan eMKOCTE CIIPRBOYHHKR cocTaBnser 909 mossumii.
3. Meron koauposanus ang kaaccHpHKaTopa

16. Kawcnoit mosmuun  kaaccHpukaropa NpHCBaHBaeTCA 2 Koja:

Eiacc H{IJ HEALHOHHBIH B TEXHOIOTHYECKHH.



6

|7, TexHomornueckuii Kod nosuuun knaccndukaropa npeacTasmset
coboilt  uudposoii Ko, kKoropel  QopMHpYeTCR  IIyTeM  NPHMEHCHMA
MOPAJKOBOTO METOAA ¢ warom 1.

I 8. KnacenmralmoH LR KOS MO3HLHH KnaccHpHEaTOpa
hopmupyetca ¢ MenonbiopanneM apabeknx uudp. JlimMea Koga coctaRaser
1{) 3HakoB.

19, CrpykTypa knaccuMEAMOHHOrD KOja KiaccHpHKATOPa HMeer
i KKKMMMMMXX, rae paspage KKK cooTBETCTRYIOT OCHOBHOMY
BUAY BTOpHYHOH (noTpefHTenbCKOH) YNAKOBKH JEKApCTBEHHOTO cpencTsa
no cnpasoyHuky, paspaast MMMMM cooteetrcreyor Kony Matepuana oo
KIACCHHKATOPY — MaTepHanor, paspsaiel XX HCOOULIVIOTCA s
0D03HAYEHHA MOJTHHKAIHH BHIA BTOPHYHOH {ﬂﬂTpEﬁHTEJlbﬂKDr{] YIIAKOBKH
JEKAPCTEEHHOIO  CPefcTBa MW (JOPMHPYIOTCH  NIYTEM  IIPHMEHCHMA
MOPAIKOBOTG METOOAa ¢ WwaroM | ¢ vYerom OovepeiHOCTH BEIHOMEHHS
MOBHITHI B KIacCHPHEATO.

20, JonyeTtHmas eMKoeTh KiaccHpHKaTOpa no KiaccHdHKamHoHHOMY
komy cocrasmser 9 999 009 999 posuuui, no TEXHOMOTHYECKOMY —
QU9 no3IHLHA.

21, PeseppHas eMKocTh KaaccmpuraTopa no KiaccHpHKALHMOHHOMY
Komy cocragiser 9 999 999 661 nosmuMio, N0 TEXHONOFHYECKOMY —

661 nosuun,




TIMPHUJIOAKEHHE Ne 2

K [Acnopry KiaccHHKEATOpa
BH/IOB BTOPHIHEIX (MOTPedHTENLCKIX)
YIAKOBOK JEKAPCTBEHHBIX CPENCTR

NOPAJOK
BETEHUH KAacCHipHKATOPA BUI0BE BTOPHYHBIX (MOTPeOUTeNbOKHY )
YHAKOBOK JICKAPCTBEHHBIX CPEICTR

L Obuime nonokenns

I. Hactosmmii [lopsnox pazpaboran B COOTBETCTEHH CO CIEYIOIHMH
AKTAMM, BXOAAMMMH B npaso Espasmiickoro 3IKOHOMHYMECKOTO COIO3A
(nanee — Cowz):

Pemenne Komnerun Espasuiickoll  sxonompdeckol  KOMHCCHH
or 17 Hoabpa 2015 r. Ne 155 «) enunoll cueteMe HOPMATHEHO-CIIPAROY HOMH
uHdopMannn ERpasHACKOTO IKOHOMHMECKOTO COR3am,;

Pemenne Komnernn Eppasuiickoll  SKOHOMHYECKOH  KOMHCCHH
or 25 oxrabpas 2016 r. Ne [22 «) TexHONOrMYECKHX [NOKYMEHTAX,
PErTaMEHTHPYIOIMIHX HHPOPMAIHOHHOE B3AMMOJNCHCTEHE NPH PeATH3AIIHK
CPECTRAMK  HHTErPHPOBAHHON HHQOPMAIHONHOH CHCTEMB BHelWHel
B3aUMHON  Toprosnn  obuwero npouecca  «PopMUpOBaHKE, BENEHHE §
HCTIONBIOBAHIE  EIHHOTO PEeCcTpPa 3APEruCTPHPOBAHHLIX JIEKAPCTBEHHEIX
cpencts Espazuiickoro 3KoHOMHUECKOTD CORYIAM,

Pemennwe  Conera  Eppammiickoll  SKOHOMHYECKOH — KOMMCCHM
or 3 Hoabpa 2016 r. Ne 78 «O llpasmnax perucTpauuu M 3KCNEPTH3LI
NEKAPCTBEHHBEIY CPEMICTE [N MEJHLIHHCKOTO NPHMEHEHHAR,

Pemenne Komnernn Ebpaimiickoii  "KOHOMHMECKOH  KOMWCCHH
or 30 woas 2017 . Ne 79 «() TpebopaHngx K IeKTPOHHOMY BHIY

SAARICHHIT M AOKYMEHTOER PErCHCTPAUHOHHOIO OOCHS, NPeACTaBIACMBIX ITPH



2
OCYUISCTRIEHHH PErHCTPAUNN M SKCHEPTH3Ll JICKAPCTEEHHEIN Npenaparos
AU MEMHUMHCKOTO NPHMEHEHHAR,

Pemenne  Kongerun  EppaszuiickoH  JKOHOMHYECKOH  KOMMHCCHM
or 19 cenrabpa 2017 r. Ne 121 «0O6 vyreepsrnenun  MeTonoaorin
paspabuTkH, BEACHM? W NPHMEHEHHA COPaBOMHHKOB H KAACCHPHKATOPOB,
BXOMAIINX B COCTAB PECYPCOB €IMHON CHCTEMEl HOPMATHEHO-CIIPAROYHOH

HHpopMauni EBpazHiCKOTO 3KOHOMHYECKOTO COK3aN,
I, Obnacte npHMEHEHHA

2. Hacrosmmi  [lopalok  onpenenser  npoueaypsl  BeleHHSA
kaaccHpUEaTOpa BHAOER  BTOPHYHBIX  (noTpedHTEenBCKHX)  YIAKOBOK
IERAPCTREHHBIX CPEJICTB (anee — knaccndukaTop).

3. Hacroswmii Tlopaiok npuMeHfeTCA NpH BHECEHHH H3MEHeHMH B

JeTANHIHPOBAHHEIE CBefeH N KiaccHdmKraTopa,
111. OcroBHBIE IOHATHS

4. llonsiTia, McnoaezyeMele B HacTosuieM TTopsike, MpHMEHAKTCH B
IHAYEHHAX, onpedencHHex CornaleHnes 0 eHHEIX NPHHLHTAX H [TpAaBHIax
obpameHds  NeKapcTBEHHEIX  cpeacTR B pamkax  Espasmiickoro
aKDHOMHYecKoro cowoza or 23 nekabpa 2014 ropa w aktamu Espasuiickof
IKOHOMHYECKOH KoMmuccHH (faee — Komuccus) B cdepe obpamenns
NEKAPCTREHHBIX CPEACTE, 8 TAKKE KaCaolUIMMHCH CO3NaHUA W Pa3BATHA

HHTErPHPOBAHHOH HHpOpMaIHOHHoH cueTembl Comosa.
IV. Ilpuniune eeaenus xnaccupuraropa

5. ObpexToM  KiaccHpHKAIMKH  ABIAKOTCHS CBEICHHA O BTOPHYNBIX
(noTpefuTENnbCKHX)  VNAKOBRAX  JICKAPCTBEHHBIX  CPEUCTB,  KOTOPLIE

YEA3hIBAKOTCH B PETHCTPALHOHHEIX [IOCKLE JIEKAPCTECHHLIX CPEACTE.



3

6. BzanmoacHcTeie oneparopa KIaccHGHKATOPA ¢ AAMHHHCTPATOPOM
OCYUIECTRIIACTCH B COOTBETCTEMM € AOIOBOPOM  MEWIY — HHMH
(1anee — qorosop).

7, OTBETCTEREHHOCTE ONepaTopa kiaccupuKaTopa M anMHHHCTpaTOpa
ONpeneascTCH aKTaMH, BXOJAIMINMH B TTpaBo Colosa, a Takxe HOTOBOPOM.

. lepeuynoe nanonHenne kiacenpugatopa suinoaysercs | pas nocne
peTynnenns B cuay Pemenws Komnermw Eppasniickoli 3KoHOMHYECKO
KoMHCCHH o1 15 aupapsa 2019 1. Ne 6,

9. CpoKk BEINOMHEHHS MEPONPHATHH 1O NEPBHYHOMY HANOJIHEHHIO
KiaccH(pHKATOPa ONpeIenaeTcs YCNoBHAMH J0T0B0pa.

10. Ceepenna  Ans  NEPBHYMHONO  HaMOJHEHHA  Kiaccudmkaropa
NEpPEIaOTeA OeEPaTOPOM HHE‘-'.!EIHT}HHETDPEI dIMHHHCTPATORY B COOTBETCTBUH
¢ nyHkTamu |8 — 25 nactomuero Topaaka,

| 1. TTozsuun knaccHUKATOpa, HE UCHOJILIOBAHHLIC B TeYeHHe 5 NeT
Ang  (OPMHPOBAHHA CREICHWH O pPErHCTPALMOHHBIX  YIOCTOBEPEHHAX
JEKAPCTBEHHBIX  [IPENaparos,  BRAOYEHHHIX B €IHHLIA  peectp
3APErHCTPHPOBAHHEIY JIeKapeTBernbix  cpefers  Colosa, AomkHbe  OBITH
OTMEHEHEI KAK He[eHCcTRYIONHE (€ YEA3AHMeM  JaThl  OKOHYAHHS HX
HNeHCTBHA).

12. B ciiyuae orcyTerBusa HeoOXOANMEIX cBeleHni B knaccHdukaTope
JAHBHTENbL, NOOAWWHMA B YIONHOMOHEHHBIH oprad  (OpraHH3annio)
rocynapcrea - uneda Cow3a  (ganee —  YIOJNHOMOYEHHEI  opraw
(opraHu3anug)) 3aAeneHHe O BRITONHEHHH TPOUETYP, NPEeIycMOTPeHHEX
IlpaBunaMu  perdcTpauMH W IKCHEPTH3R NEKAPCTBEHHBIX CpedcTh d
MEIHLIHHCKOTO — NpHMEHeHHd,  yreepuciendwivi  Pewenwem  Copera
Eppazuiickoi axoHomuveckoll kommuecnin o1 3 Hosbps 2016 r, Ne 78, nomxen
MPEIOCTABHTL ONMCAHME NPEANAragMol HOBOH MO3HOHH B CBOODOIHOH

fpopsme. Cpelenusa o [pealaragMblx  HOBBIN TO3MUMEX  NEpeaTes



OnepaTopy knaccudmkaropa YIIOIHOMOUEHHBIMH DpraHaMH
(opraHH3zauMAMH)  pedepeHTHOID  FOCYIEpPCrsa,  OCYLUECTBIIAHOWMMH
PErHCTPALIHIO TEKAPCTBEHHOTO Mperapara.

13. OBpamenne OHIL, HE ABISIOMIMXCH YIOIHOMOYEHHEIMM OpraHaMH
(OpraHHzauMaAMH), HANPAMYIO K Ofeparopy klaccHHkaTopa 1o sonpocy
H3MEHEHHSA NOZHIHH KNACCH(MKATOPA He JONYCKAeTCS.

14, Pemienve o BOSMOIKHOCTH BRJTIOHMEHHA, HIMEHEHHA H MCKIHOUSHWS
OTHSNBHBIX MOSHUHMA KnaccupukaTopa NPHHHMAETCH YNOTHOMOYEHHBIMH
opradamMy (opradd3aunasH) v KoMuccHei.

15, Axtyamnusauns cBegeHuil  wnaccudmkatopa BEINOJHACTCR
ONEpaToOpoM  KJIacCH(PHKATOpAa TpPH  BRIABICHHH  HOBRIX  o0bexTOR
EU[ElUCHd]HKElHHII H (HAH) TpH HEODXOAHMOCTH HIMEHeHHS Yie BE/TIOYEHHBIX
B KJIaccH(HKaTOp cBeAeHui He pexe | pasa p MecHll.

16. Mudopmuporanie nofde3osatencii  knaccuukaropa, a Tamke
YIOTHOMOYEHHEIX OpraHos (opranmsainil) of M3MeHeHHAX, BHECCHHBIX B
EﬂHGEHij]HKElTD[J, OCYLICCTRIIACTCH CpeiCTBaAMH HHiilﬂph'iﬂ.LlHﬂ[[E[{}H} noprana
Cotoza no daxty onyOnIHKOBAHHA HIMEHeHHH,

17. HaMeneHns,  CBA3AHHBIE C  KOPPeKTUPOBKOH  HANHCAHHA
HAHMEHOBAHWIT  BHAOB  BTOPHYHLIX  (HOTpeOMTenbCKMX) — YIAKOBOK
NEKAPCTBEHHBLIY CPEIACTE, H (HAH) HHLIE W3IMEHEHHH, HE NOApasyMEeRalolHe
HIMEHEHHA KOJa NO3HIMH BEHILY NePeOnpeleIcHHs e KIaccHdHKauHOHHBIX
NpH3HAKOB, CHMTAIOTCH  TEXHHYECKHMH,  BHOCATCH ONEPaTopom
knaccHpukaropa 1o oDpamleHHId  BRIBHBINETD  HECOOTRETCTEBHE
VIIUIHOMOYEHHOTO Oprada (Opra’usaudd) W NepefawT e aIMHHHCTparopy
B COOTBETCTBHM © nyHETaMu 18 — 25 nacrosuero [Hopsiaka e redenne
5 pabouHx AHed co JHA NoAY4eHHs Takoro obpallleHHs Des CornacoBaHMA C

YIOITHOMOYEHHEIMH opradamy (opramusaunamu) u Komuccneil.
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[Tpashiia nepeiadn ceeleHHil 0T oneparopa Kiacendukaropa
AIMHHHCTPATOPY

18. Cremenna w3 knaccwbuxatopa, a  Takke knaccudmkatopa
MATEPHAIIOB, HCTMOAL3IYEMBIX I8 H3ITOTOBICHHA YMAKOBOK JEKAPCTBEHHBIX
cpejcTE (Aanee — KIAacCH(PUKATOP MATEPHATIOB), H CIPABOYHHKA OCHOBHEBIX
BHIIOB BTOPHUHRIX (MOTpeGHTENRCKHX) VIIAKOBROK NCKAPCTREHHLIX CPeNcTB
(lange — cnpaBovYHME) NMOATOTABIHBAIOTCA ONEPATOPOM KnaccH(HuKaTopa H
NPEeaCcTABISIOTCH AIMHHHCTPATOPY B COOTBETCTBHEH ¢ OnHCcaHneM CTPYRTYPHI
EAACCHpUKATOPa  BHAOE  BTOPHYHBIX  (NOTpefHTENLCKHX)  YTNAaKOBOK
NEKAPCTBEHHBIX CcpelcTe (npunoxedne Ne3 k nacnopry knaccHgHKaTopa
BHAOB BTOPHYHBIX (MOTPeOMTENECKHX) YIAKOBOK NEKAPCTBEHHEIX CPEICTR,
yreepxaenHoMy Pewennem Komnermw Espazuiickoll  aROHOMHYSCKOF
KoMHccHH 0T 13 sueapsa 2019 r. Ne 6) (qanee — Onucanse) B BHAe OJHOIO
HITH HECKONIBKHX crnenyromux XML-nokyMmeHTos:

a) aiin,  coAepwaliHii  CBEJCHHA O  BHIAX  BTOPHYHBIX
(moTpeOHTENLCKUX) YNAKOBOK JEKAPCTBEHHBIX CPeACTB, (POpMHpYeMEi
B COOTBETCTEHH CO CTPYKTYpoii cornacHo Tabnuue 1 Onncanug;

0) thaiin, comepwalliii CBCIEHHA O MaTepHanax, MCHObIVEMBIX A0
HArOTORMNEHHA  YIAKOBOK  JICKAPCTBEHHLIX  cpelcTh,  (opMupyeMili
B COOTBETCTBHH CO CTPYKTYpOH cornacuo tabanue 2 Onueanus;

B) thaiin, copepwaiMi ceefeHHs o0 OCHOBHBLIX BHIAX BTOPHYHEIX
(MOTPeOHTENBCKUX)  YIAKOBOK JIEKAPCTBEHHBIX CPeacTs, (hopMHpYeMEL
B COOTBETCTBHH CO CTPYKTYpOH cornmacHo Tabmuie 3 OnuHcaHHd,

19, daiinsl, ykazaHHule B NOONYHETAX «0» ®W «B» nyHkra 18
Hactosmero  [lopagka, npeacraengpTcs  oneparopoM  KnaccH(uEaropa
ANMHHHCTpaTOpy A4 NEPBHYHOO HAMOMHEHHA KNAacCHMHEATOPA, 8 TAKKE
B CIYYaE HalH4YHA H3IMCHCHHH B JETANHIHPOBAHHEIY.  CHEICHHAX

KASCCHPHKATOPA, KIACCHPHEATOPA MATEPHAIOE H CHPaBOYHHKE,



H

20.B cayuae pobapneHns HOBRIX NosHUMH B knaccudmkarop,
KAaccHGHMKATOp MATEpUANOB  WIM  COPABOYHHK B COOTBETCTBYIOLIHiL
XML-nokymenT nomaHel OLITh BHECEHBl CREACHHA O HOBOH NOIUUMH C
YKa3aHHeM [aTel Ha4vana ee [JeilcTBHA (De3 YKA3aHHMA [JaTel OKOHHaHHA
aeftcreua). Llpn dhopuupoannm cesennii 0 Hopo#l JelcTayiomell nosHuuy
kraccHukaropa, knaccuuKaTopa MaTepHANOR WK CHPABOYMHHKA €8 KoJ|
(hOpMHPYETCA B COOTBETCTRHHM ¢ nofosmennamu Metoguku knacendukaumun
H  KOIHPOBAHHA  HHQOPMALMH  KnaccuHKkaTopa BHIOB  BTOPHYMHEIX
(MOTpebHTRNLCKIK ) YIAKOBOK JISKAPCTBEHHEIX cpeacTs (npunoxenne Ne | g
Macnopry Knaccudkaropa BHIOB BTOPHYHEX (NOTPebHTENBCKHX) YIAKOBOK
MEKAPCTBEHHLIN  CcpencTB,  yTBepwiaeHHOMY  Pewensnem  Konnerus
Eppazuiickoil  skoHoMmuueckoil koMmucomm ot 15 smBaps 2019 .
Na 6).

Jst hopMupoBaHMs KOJOE NOZMIHIA KnaccHBUKATOPA HE JIONYCKaeTes
HEMONBIOBAHNE KOJOB BHIBEICHHEIX M3 AeHCTBHA MO3uIHi kiaceudukaropa
MATEPHAIOB H CIIPABOYHHKA,

21.llpn  BHecemnu wHiMmeHeHwit B cBefleHMs  Knaccuduxaropa,
knaccuukaropa MarepuanoB WaM  cnpasounmka B XML-jokyment
BRIKYAIOTCA CBEAeHHA O JAcHCTBYIOMEH MO3HUMH C YKa3aHwem gathl
OKOHYAHHA €€ JeHCTBHA, a TAKKEe HOBAH PelakUMs NOIMLAH ¢ yEazaHHeEM
JAaThl Hauasa ee AedcTend (He3 YRazaHH 14Tkl OKOHYAHWA 1eHCTEHA).

22, Tlpu HeoBXOMMMOCTH HCKTIOYEHHR CBeleHui 13 knaccuduraTopa,
KnaccHUKATOpa  MaTepHanoB WM crnpasounuka B XML-goryMent
BEMIOYAKTCH CBedeHHH © JeHCTBYHIMEH NOZHUHH © VKA3aHHeM Jarhl
OKOHYAHHSA €€ AeHCTBH,

23, Oneparop  knaccH(pMKATOpPa  HANPABIAST  AJMHHHCTPATOpPY
AOKYMEHTEI, TIpeaycMOTpeHHEIe nyHKToM 18  sacrosmwero [lopaaxa,

cogepikaliHe aKTyallEHBIE HA MOMEHT [epeidadyd  AeTaIHIMpOBAHHLIE
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CBedeHMs  H3  KmaccHHKaTopd,  KiaaccH(pHKATOpA  MATEpPHANDE  HIIH
CIIpAaBOYHHKA.

24, AMMHHHCTpaTOpP  NOATBEPHIOAET NOIYHEHWE M YCHNeWHYIo
oOpaboTKy CBEACHHH NyTeM HANpaBieHHs onepatopy KiaccudMraTopa
NPOTOKONa 00paboTKH MOAYUCHHEX CBeACHIEl Ha pycckoMm a3sike. B cayvae
OTCYTCTEMA OMIHOOK aAMHHHCTPATOP NPHHHMAET NMpeicTaBIeHHbIE CEEACHIS
u obecneuneaer UX olydiukonaHne Ha uHbopMamHoHHoM noprane Cowosa
He nosfaHee 3 paboYuX AHel CO AHA NOTYHeHHS,

25. B cnyuae ecnn B npotokole oOpaboTKH COMCPHHTCS ONHCAHME
omHOOK, onepaTop KnaccHGHKATOpA YCTPAHAET OWHGKH W nosTOpseT
pomecc  MepefavH  JOKYMEHTOB,  COJACpRALIMX  CBEJeHHA W3
KraccHiikaropa,  KnaccH(PHKATOpPa  MaTepHAN0B  HMIM  COPABOMHHKR,

aIMHHHCTPATORY.

V. Meponpuatud, HeoDXoanMbIe 114 BelleHHa knaccuduraTopa
I. [Nepevens MeponpuaTii

26, [lna pejeHns  knaccHHKATOpA  PeANHIVIOTCA  CHEAVIONIHE
MEPOTIPHATHEA;

a) NoAroTOBKa YIMUIHOMOYEHHEIMHA OpraHaMi (OpraHH3alHaAMK) 3adRKH
H8  BKIOYEHHE HOBBIX MO3HUHH HIH HA BHECEHHE H3IMCHEeHHH B
KnaccHpuEaTop, othopPMIISIEMOFH o thopme, npeayeMoTpeHHon
npunoxenneM Ne 3 g Merogonorun paspaboTkH, BCJCHHA H IIPHMEHEHHS
CNPABOYHHKOR W KNACCH(PHEATOPOR, BXOAAIIMX B COCTAB PecypcoB eAHHOH
CHCTEMEI HOPMATHBHO-CTIPABOYHOH HHPOPMALHH EBpazuiicroro
FIKOHOMHUSCKOTO COM3d, vTBepaneHnoi Pemennen Konnerun Espasniickoii

MoHOMAYeCKOH komuccun or 19 centabps 2017 r. Ne 121 (nanee — zaspka);



G}

D) NOATOTOBKA ONEpaTopoM  KJacCHUEATOPa NpoeKta MIMEHEHHH
AETATHIHPOBAHHEIX  CBefeHHil  knaccudmkaropa  (Janee NpOEKT
HIMEHEHHMIT) C YHeTOM NOCTYIIHEIIHX 2adBOK;

B} pACCMOTPEHHE TIPOSKTA HIMEHEHMH YNOJAHOMOYEHHEMHY OpraHaMH
(opranuzauuami ) 1 Komuceneii;

I) yperyIHpoRaHHE PazHOTIACHIT;

1) BHECeHHE ONepaTopom knaccuipukaTopa  H3IMEHEHHH B

JeTaTH3HpOBaHHBIE cBeleHns knaccuduratopa.

2. HD-,EI,["GTDBE-’.E VIIWTHOMOYCHHEIMH I}FFEHEMH
{OpraHu3alMamMin ) 3asBrH

27, Ananus saspiaeHdil, nogaHHeIX B cooTBercTBHH C [Ipapunamu
PECHCTPALINY M FKCOEPTHIBI NEKAPCTBEHHBIX CPEACTE A MelHIWHCKOID
NpPUMEHEHHA,  yTBepwaeHHnMH  Pemennmes  Coseta  Espasuiickoi
IKOHoMHHecKoH koMuecun ot 3 nosbps 2016 r. Ne 78, Ha npenmer
BLIABASHHA HOBRIX OOBEKTOE KjaccH(MKaumW Ans  ueneil BKIIOYEHHH
CBEJEHHI © HHX B KAacCH(HKATOP [POBOIHTCA  YTIOTHOMOUCHHEIMM
opradaMy (OpraHMIalnHAMH), KOTOPHIE YVKA3aHBl B 3adRNCHHAX B KauecTse
YIOJHOMOYEHHEIX OPraHoB (opraHuzaumi) pedepeHTHOrO rocyaapersa.,

28. Hopele o0BeKTl KIACCH(MMKAIMH BEMIOYAKOTCA B 3a4BKY B TOM
CyHAE, ECIH COOTEETCTBYIONICE 3afBICHHE O BBIIOJIHEHWW NPOUENYP,
mpenyeMoTpeHHEX [IpasunaMy, yKasanHbIMM B nNyHKTE 27 HAcTOAILETO
lNopanka,  npeapapHTenbie  ofoOpeHo (BRINOJIHEHA  BAJIHJAlHA
PErHCTPALIMOHHOND JIOCKE), HO He No3aHee Hem 3a 2 Mecsla 0 3apeplieHis
TakHX NpoLeayp.

29. ChopmuposanHas  3aiBKa  MEPElacTes  YMOJTHOMOYEHHEIMM

OpraHamy (OpraHH3ALHAMH) ONEPATOPY KIZCCH(PHKATOPA eMEeMecAYHO, He

noigHee 20-ro wucna.
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3. lloaroroeka onepatopomM kiaccH(HKaTOpa NPOCKTa HaMeHeHHE
C YUSTOM MOCTYIHBLIHX 3a8BOK

30.Ha ocHOBe NONYYEHHEIX  OT  YNOMHOMOYEHHEIX  OPraHoB
(opraHisauui) 3a#BOK OnepaTop KnaccHQMKaTOPa MOArOTABIHBAET MPOEKT
H3MEHEHHH B COOTBETCTEMH € (popMOii, npeaycMoTpeliton
npuinomenuem Ne 3 g Merogonornun, ykasaHHoil B nyHKTe 26 HACTOsLIErD
[Mopanka.

31. Onepatop knaccHpHKaTOPa EHEMECAYHO, HE TIO3AHe: 25-T0 YHCHA,
HATPABIAET NPOEKT HIMEHEHHH YIOMHOMOYEHHEIM OPraHaM (Oprasu3auam )
H B KOMHCCHIO OMLHANBHBIMK NHCBMAaMK, a Takae B pabovyeM nopsake Ha
aapeca HJ'lEH‘TpiJHHﬂﬁ NOYTHl KOHTAKTHBIX JHLL, ONpeaeneéHHbIX MPOTOKOMOM
COBCLIAHHA NpeJcTapHTe/lel YIOUIHOMOYEHHBIX OPraHoB (OopraHM3aunii) B
cihepe obpallenys NEKapCTBEHHBIX CPEJCTE TocydapeTe — wieHos Cowosa
(lanee — coBEUIAHME), HAa OCHOBAHHH ITMCEM YINONHOMOYEHHEIX OpraHom
(oprasguzaumi), nanpasiedusx B Komuccuio,

32, NoaroTopneHuslii NpoekT H3MeHEHMI NPeACTABIAETCS ONEPaTOPOM
kAaceHpHEaTOpa 1% PACCMOTPEHHH  YIIOJHOMOYEHHBIMH  OpPraHaMmu

{opranuzaumsiMi ) 1 Komuceueii.

4. PaccmoTtpenne npoekTa H3MEHEHHH YIOIHOMOUEHHEIMH OPraHaMH
(opradusanuamu) ¥ Komuccuei

33, ¥nounomouennsie  oprassl  (opranmzaiid)  ® Komuccus
pbecnevuBardT  pACCMOTPEHHE  NPOEKTA  W3MEHeHMH B Teyeuue
30 xaneHaapHBIX JHEH CO AHA €r0 NONYYEHHS 110 3AeKTPOHHOI nouTe,

34.B cnyvae HamM4HA  BOIPAKCHMI  YIONHOMOYEHHBIE OPTaHb
(OPraHWzauHK) HANPABAAIOT COOTBETCTRYIOULYIO HHpOpMauMmo onmepatopy
knaccupuraropa n 8 KoMMCCHIO B TeYeHHe CPOKA PACCMOTPEHHA [MPOEKTA
H3MeHeHHH ofninanbio 1 B pabodeM NOpPAAKe Ha anpeca 3NeKTpoHHON

NOYTHl KOHTAKTHBIX JIHL, ONPeAeleHHBIX NPOTOKONOM COREIAHNA,
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35.B caydae eciM B TEYEHHME CpOKA PACCMOTPEHHA NpoOeKTa
HaMeHennil uupopMatMs 0 HAIHYMH BOZPAKEHHE OT YIOJIHOMOMEHHBIX
oprador (opradusanuit) ¥ KoMuccun He nocTynuia, Npoekt uiMeHeHHi
CHHTAETCR COMIACOBAHHBIM,

36. [loarorosnennsii  oneparopoM  KIaccHpUKaTOpa  NpOeKT
MIMEHEHHI MO0 PeayaRTATAM £€r0  PaCCMOTPEHHS  VIIOMHOMOUSHHLIMH
OpraHaMu (OpraHu3alusaMi) nepenaetca aaMuHHECTpaTopy. [lpw Hanwaum
PasHOrNMAcHH OHH  TIOJANEHAT YPETYNHPOBAHHIDO B COOTBETCTBHH ¢

MOApa3Ienom 3 HACTOALLEro pasiena.

5. ¥peryauposanue pazHoriacHii

37. PasnornacHa B OTHOWCHHH  OTAENBHLIX  NMO3HOHA  NpoekTa
H3IMeHeHHH KnaccHduKaTopa NoUeHaT YPeryIHpoBaHHio Ha COBSLIAHNH,

38 llposejenne COBELAHMS B LEISX YPErYAHPOBAHKA PaIHOINIACHI B
OTHOWEHHH  OTACNLHBIX  NO3MUMA  KnaccHpMkaTopa  OpraHM3yercs
ACNApTaMenTOM KoMMCCHH, B KOMIIETEHIIHIO KOTOPOro BXOIAT BONPOCE
peryiHpoBania o0palleHHs IeKapeTheHHbIX cpeleTs B padkax Cowosza.

39, Konua nporokona coBelIAHHA HANPaBAfeTcs JAENapTAMEHTOM
KoMucenn, B KOMOETEHIHK KOTOPOrD BXONAT BOMNPOCKI PeryiHPOBAHKA
obpanieHHs nekapeTBeHHuIX  cpencte B pamkax  Cowna,  onepatopy
knaccnuKaropa opHUHANEHO B B paboveM TIOpAKE HA aApec EKTPOHHO

[IOMThIL, }’KEJEIHHEIﬁ B NPpOTORONIE COBCLIAHHA.

6. Brecenue oneparopoM KiaccHipHKaTopa H3MeHeHHH
B ACTAAHIHPOBAHHBIS CECICHHA K1ac LZH-E[]HR&T‘DPE[

40, Oneparop knaccHpuKaTopa BHOCHT HIMEHEHHS B KhaccuduraTop
B CIIYYae OTCYTCTRHA BOIPAMEHHH M0 NPOSKTY MIMeHeHHH B TeYeHHe cpoka
ero ]:I'HELZMUI']JEHHH .l'll*lﬁU [T 'Ll}lﬂ.’:':'['}f IJIVHEHHA KOLHIHH NpOTORM]EE COBCLITAHHA,

(PHREHPYIOIIErD YPeryTHPOBAHKE PASHOITACHI,
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41. Oneparop knacchrraTopa B COOTBETCTHHM c
nyHkrami 18 — 25 wacroawero Tlopagka npeacrasiser ajiMHHHCTPaTOpPY
CBEJeHHS 00  M3IMEHEeHHAX, BHECEHHRIX B Kilaccupukarop, s
onydnukosaHua Ha HHbopManmoHHoM noprane Cowsa B TeueHue
10 pabounx nHel co AHA OKOHYAHMS CPOKE PACCMOTPEHMS NpoekTa
H3IMEHEHHI HAR B TeueHwe 35 pabloumx aWell © garel noayuyeHHs 1o
MIEKTPOHHOH TOYTE  KONMHM  NpOTOKONA  COBEIMAHWH,  (PHKCHPYIDIIETD
YPeryiHpoBaHne pasHornacHii,

42, PesyasTarom BLITOJAHEHHA MepOIpHATHH ABAACTCH
AKTYAIM3HPOBAHHBLIA KaaccHpHEaTOP, ONyDAHKOBAHHELH Ha

HHopmanoaHomM noprane Cowsa.




NMPHJIOWEHHE Ne 3

K Macnopry KmaccHhuraTopa
BHAOB BTOPHUHLIX (NOTpedHTeNbeKHX)
YIIHAEOBOK JICKAPCTECHHBIX Epﬂ}lDTH

ONHCAHHE
CTPYKTYPhl KIACCH(HEATOPA BHAOE BTOPHYHBIX (N0TpednTe beknx)

YHAKOBOK JIEKAPCTBEHHBLIX CPEACTE

I, Hacroswee Onucanue yeraHapausaeT TpeDOBAHHA K CTPYKTYpE
KAaccHpHKATOPE  BWAOB  BTOPHUHBIX  (NOTPe0HTENRCKHX)  YIAKOBOK
NIEKapCTBEHHBIX CPeACTB (Janee — KTaccHPHEATOP), B TOM YHCIE ONpeaeaseT
PEKBHIMTHBIA COCTAR H CTPYKTYpY KrnaccH(puraropa, ofnacTi sHaveHui
PEKBHINTOB H NMpaBHiIa ux (POPMHPOBAHHA,

2. CTpyKTypa H  PeKBHIMTHRIH  COCTAB  KiaccHMKaTopa BHIOB
BTOPHYHBIN (MOTPEONTENBCKAY ) YIAKOROK NEKAPCTEEHHBIX CPEICTB, 8 TAKKE
KnaccHuikaropa  MaTepHanos,  HCMOJL3YeMBIX 18 HITOTOBIEHHS
BTOPHYHBIX (HOTPelHTENECKHX) YIAKOBOK JIEKAPCTBEHHBIX CpeucTE, M
CHPABOYHHEA OCHOBHBIX BHJIOB BTOPHYHEIX (NOTPeOHTENLCKAX) YIAKOBOK
NEKApCTBEHHHX  CPeIcTE NpHBEACHH B Tabiamuax | 3, B KOTOPEIX
(PoPMHPYIOTCA creayroime noss (rpadis);

«00ACTE  3HAYCHUS PEKBH3HTA® — TEKCT, NOSCHMIOUINA CMBICT
(CeMaHTHEY) IneMenTa;

«TNpaBHila (POPMHPOBAHHA THAMCHHA PEKBHINTAY — TEKCT, YTOUHHAIONIMA
HAZHAYEHHE DINEMEHTL, ONpENenfiomMil npapuaa  ero  (popMHPOBAHHS
(3amoNTHeHN ), HIM CAOBECHOE ONMMCAHHE BOIMOIKHEIX 3HAYCHN a/1eMenTa;

«MH.» — MHOKECTREHHOCTE PEKBH3HTA: o0A3aTENBHOCTE
(OMIHOHANEHOCTE ) H KOIHYECTRO BOIMOMHBIX NOBTOPEHAH PEKBHIHTA.

30108 YKasaHHA  MHOMECTBEHHOCTH PEKBHINTOB MepeaaBacMbIx

JAaHHBIX HCMONB3YHITCA CHEAYIOUINES ODOIHAMEHH



2

—
|

PEEBH3IHT D'EH'JHTEJIEII, NaOBETOPSHKHA HE JONYCKANYTCH,

N — PeKBH3INT 0DS3aTENEH, JOIHEH NOBTOPATECA 1 pas (n > 1);

1.* — pexsusuT obazaTeneH, MOMKET NOBTOPATECA Be3 OrpaHnvdeHmii;
n.* — PeKBHIHT oOA3aTEneH, NOMAEH MOBTOPATRCA HE MEHEE n pad
(n=1)

N..M = PeKBH3INT oDA3aTeneH, JONKEH MORTOPATLCA HE MEHEe 1 pas |
He bonee m paz (n> |, m > n);

(1.1 — pexBH3HT ONIHOHANEH, MOBTOPEHHA He JOIYCKAIOTCH;

(.% — PeKBH3HT OMLMOHANEH, MOIKET NOBTOPATLCH 083 orpaHuveHHi;

0.m — PEKBHIHT ONUMOHANCH, MOYWKET TOBTOPATHECHE He Donee m pas

(m=1).
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