EBPA3BUNCKAS SJKOHOMHUYECKASI KOMUCCHUS
KOJUIET'US

PEIMEHMUE

«15» suBaps 2019 r. Ne § r. Mocksa

O knaccupukaTope BHIOB MePBHYHBIX
YIIAKOBOK JIEKAPCTBEHHBIX CPeICTB

B coorserctBun co crateeir 30 JloroBopa o EBpasuiickom
SKOHOMMUYECKOM cor103€e OT 29 mast 2014 rona, nynkramu 4 u 7 [Ipotokona 00
MH(QOPMALMOHHO-KOMMYHHUKAITHOHHBIX TEXHOIOTUSX M HH()OpPMAIMOHHOM
B3aMMOJEHCTBUUM B paMKax EBpa3suickoro »SKOHOMHYECKOTO COH03a
(mpunoxenne Ne 3 x JloroBopy o EBpa3uiickoM SKOHOMHYECKOM COHO3€E
ot 29 mas 2014 roxa) u pykoBoJcTBYsiCh [losoxeHHeM O eqHHOR cHcTeMe
HOPMAaTHUBHO-CIIPaBOUYHONH HMHGpopMaud EBpa3suiickoro 3KOHOMHYECKOTO
coro3a, yreepkaeHHbIM Pemennem Konneruu EBpasuiickoil sSKkoHOMHYECKOM
komuccu oT 17 HostOps 2015 r. Ne 155, Komneruss Epasuiickoii
KOHOMUYECKOH KOMUCCUU pelnJia:

1. VTBepauTh mpwiaraeMblii macnopT  kiaccupukaropa BHJIOB
NIEPBUYHBIX YIIAKOBOK JIEKAPCTBEHHBIX CPENICTB.

2. IlpumeHsaTs  Kimaccu(UKaTOp  BHJIOB  TNEPBUYHBIX  YIAaKOBOK
JIEKapCTBEHHBIX CPEJACTB (Jlanee — KiIacCU(PHUKATOpP) B COOTBETCTBUH C

YTBEPKACHHBIM HACTOMAIIAM Pemenuem IMacropToM.
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3. Bximounth kiaccu@ukaTop B COCTaB PECypcoOB €IMHOH CHCTEMEI
HOPMATUBHO-CIIPaBOYHOW uHpopmanun EBpa3zuiickoro 3KOHOMHYECKOIO
CO03a.

4. YCTaHOBUTB, UTO:

KiIaccuUKaTop TPUMEHSIETCST € JaThl BCTYIUIEHHS HACTOSIIETO
Perienus B cuiny;

UCIIOJIb30BAaHUE KOZOBBIX O0OO3HAUeHUN KiaccudukaTtopa sBISETCS
00s13aTeNBHBIM [IPU pealu3aluy o0IuX MpoieccoB B paMkax EBpasuiickoro
5KOHOMMUECKOTO CO03a B chepe oOpallieHns TeKapCTBEHHBIX CPEJICTB.

5. Hacrosimiee  PemeHue BCcTymaeT B CHJIYy [0 HCTCYEHUHU

30 xaneHAapHBIX AHEH ¢ JaThl ero OQHUIIMATIEHOTO OITYOJIMKOBAHMS.

IIpencenarens Komtern

EBpasuiickoil 5KOHOMUYECKOH K T. Capkucsn



VTBEPXJIEH

Pemienuem Konnernun
EBpa3zuiickoil 53KOHOMUYECKOH KOMUCCUU
ot 15 stBaps 2019 . Ne 5

HACIHOPT
KJACCH(PHKATOPA BUIOB NEPBHYHBIX YIAKOBOK
JIEKAPCTBEHHBIX CPeACTB

Ne
O0o3HaueHue IeMeHTa Omucanue
n/m

1 2 3

1 | Kon 045

2 | Tun 2 — knaccuukaTop

3 | Haumenosanue KJIACCH(PHKATOP BUIOB IIEPBUYHBIX YITAKOBOK

JIEKaPCTBEHHBIX CPEJICTB

4 | ABbpeBuarypa KBIIVIJIC

5 | Obo3zHaveHHe EK 045-2019 (pen. 1)

6 | PekBH3UTHI akTa O NPHHATHH Pemenne Kosmnerun EBpazuiickoit axonoMudeckoii
(YyTBEpXK/IEHHH) CLIPAaBOYHHKA KOMHCCHH OT 20 1. Ne
(knaccudukatopa)

7 | lata BBeneHusd B AciicTBHE ¢ JaThl BCTyIienus B cuity Pemenns Koneruu
(Hauana MpUMEHEHHS) Espasuiickoit 3kx0HOMUYECKOH KOMMCCHH
CIpaBOYHMKA (Knaccudukaropa) | ot 20 1. Ne

8 | PekBU3UTHI aKkTa 0 nmpekpaneHuy | —

[IPUMEHEHUS CTIPABOYHHKA
(knaccudurarTopa)
9 | Jlata OKOHYaHHS IPUMEHEHUS —

ClpaBouYHHKA (KIaccuukaropa)




/1

O0o3HaueHKe dIeMeHTa

Onucaune

2

3

10

Oneparop (onepatopsr)

RU, MunucrepcTBo 31papooxpanenus Poccuiickoi
@enepanivy. YIOTHOMOYEHHAS OPraHH3aIus:
(enepanbHOe rocyIapCTBEHHOE OIOKETHOE
yupexxaenue «Hayunslii HeHTp SKCIepTH3bI
CPENCTB MEAULIMHCKOIO IPUMEHEHMSD
MunucrepcTBa 3paBooxpanenus Poccuiickoii
Dejiepanuu

11

Hasnauenne

KIacCH(UKATOP NpeAHA3HAYCH IS TIPe/ICTaBIEHUS
CBEJICHHH 0 BUIAX MEPBUYHBIX YITAKOBOK
JIEKapCTBEHHBIX CPEJICTB B COOTBETCTBHH C
Homenknarypoii nekapcTBeHHEIX (hopm,
yreepkaennoi Pemennem Komnernn Espasuiickoit
IKOHOMMYECKOH KoMHccHH OT 22 nexadps 2015 .
No 172, B TOM 9HCIIE ¢ YKa3aHHEM CBEJIEHHH O
MaTepHaliaX H 0COOCHHOCTSIX U3rOTOBICHHS
TEPBUYHBIX YIIAKOBOK JIEKAPCTBEHHBIX CPEICTR
(npu HEOOXOAUMOCTH)

12

AHHOTaLUS
(obnacTs IpUMeHEeHHS )

HCIIOJIB3yeTCs IPU (POPMUPOBAHUH
NPEACTABISIEMBIX CyObEeKTaMu oOparieHus
JIEKApCTBEHHBIX CPENCTB B IOCYAPCTBEHHBIE
OpraHel roCyAapcTB — WICHOB EBpazuiickoro
9KOHOMHYECKOTO COI03a JOKYMEHTOB, B TOM YHCIIE
B DJIEKTPOHHOM BHJIE, ITPH 0()OPMIICHHH
pe3yIbTaTOB KOHTPOJIS 0OpaLeHUs IeKapCTBEHHBIX
IIPenapaToB, a TakXKe I o0ecTieueHus
HMH(OPMAIMOHHOTO B3aUMOJICHCTBHS TIPH
peanu3anuy oOIIMX POLECCOB B paMKax
EBpazuiickoro 3KOHOMHYECKOTO CO03a

13

KiroueBrnle ciioBa

[IEpBHYHAA YIIAKOBKA, JICKAPCTBEHHOEC CPEJICTBO

14

Cdepa, B KOTOpOI peanuzyorces
HOJHOMOYHSI OPraHOB
EBpa3suiickoro 3KOHOMHYECKOTO
coroza

TEXHHYCCKOC PETYIIHPOBAaHHE

15

Hcnonp3oBaHue MEKIYHAPOIHOM
(Mexxrocy1apcTBEHHOH,
PErHOHAIBHOM) KilaccubHKaITHN

2 — pu pa3paboTke KiaccupuraTopa
MEXKIYHAPO/JHBIE (MEKIOCy/1apCTREHHBIE,
pErHoHaIbHBIE) KJIACCH(UKATOPHI U (HITH)
CTaHJapThI HE IPUMEHSITHCH




Ne
Obo3HaueHue r1eMeHTa Onucanue
/1
1 2 3

16 | Hamuuue rocyjapcTBeHHBIX 2 — kaccu()UKaATOp He UMEET aHAJIOTOB B
CIIPABOYHHKOB rocyJapcrBax — wieHax EBpasuiickoro
(x1accu(puKraTopoB) 9KOHOMHYECKOI'O COO3a
rocyJ1apcTB — WICHOB
EBpazuiickoro 5KOHOMHYECKOTO
coro3a

17 | Meton cucremarusanun 4 — KOMOMHHMPOBAHHBIN METOT KIIAaCCH(DUKAIHN
(kmaccudukarym) B COOTBETCTBUH C METOIUKOH COTJIACHO

npuiioskeHuio Ne |
18 | Meronuka BeaeHuS KJIACCH()HUKATOP BEIETCS B HJICKTPOHHOM BHJIE
B COOTBETCTBUH C MOPSIKOM COTJIACHO
npuinoxeHuto Ne 2

19 | Crpykrypa CTPYKTYpa U PEKBU3HUTHLIH cOCTaB Ki1accubHKaropa
(coctaB noueit kiaccudukaropa, odmacTH UxX
3HA4YEHUH U paBuia (OPMUPOBAHUS) HOIKHEI
COOTBETCTBOBATh OIIUCAHHUIO COTIIACHO
IIPHIOKEHUIO No 3

20 | Crenenp KOHQUAEHIHAIBHOCTH | CBEICHHS KIaCCH(PHUKATOPA OTHOCATCS K
JTAHHBIX uH(pOPMALMK OTKPBITOTO JOCTYIIA

21 | YcraHoBIeHHAS NEPHOJHYHOCTE | €KEMECIUHO
nepecMoTpa

22 | U3menenus -

23 | Ccpuika Ha AETAIM3MPOBAHHBIE NETAM3HPOBAHHBIE CBEIEHUS U3 KIaccHprKkaropa
CBEJICHUSI U3 CIIPABOYHHUKA IIPUBEIECHBI Ha HHYOPMALIMOHHOM TTOPTalTe
(xnaccuduxaropa) EBpa3zuiickoro 3K0HOMHYECKOT0 COK3a

24 | Croco6 npeacTaBieHus

CBEJIEHHH U3 CIIPAaBOYHHKA
(xstaccuukaropa)

onyOIMKOBaHHE Ha MH(GOPMAIIMOHHOM ITOPTAIE
EBpasuiickoro 3K0HOMHUYECKOT0 COr03a




[TPUJIOXEHHME No 1

K IIacTopTy KiIaccupukaropa
BUJIOB [IEPBUYHBIX YIIAKOBOK
JIEKapCTBEHHBIX CPEJICTB

METOAUKA
KaaccH(pUKANUU H KoAupoBaHus HHGopManun KiaccudpukaTopa BUAOB
NePBHYHBIX YIIAKOBOK JIEKAPCTBEHHBIX CPEJICTB

[. Obuue monoxeHus

1. Hactosiimass ~ MeTtonuka  pa3paboraHa B COOTBETCTBHH  CO
CIIENYIOLUMHU aKTaMU, BXOJSIIKMMHU B TIpaBo EBpazuiickoro 3KOHOMHYECKOTO
cotoza (nanee — Coro3):

Pemenne Komnermu EBpaszuiickoli  3KOHOMHYECKOH  KOMHCCUH
ot 17 HosOps 2015 1. Ne 155 «O eaunoii cucreme HOPMAaTHBHO-CIIPABOYHOM
nH(popManun EBpa3uiickoro 53KOHOMHUYECKOT'O COI03a;

Pewenne Kosnernn EBpasuiickoil  3KOHOMHYECKOH  KOMHMCCHH
or 25 okrabps 2016 r. Ne 122 «O TEXHONOTHUECKHX JOKYMEHTAX,
pErilaMeHTUPYIOIIMX MH(POPMALMOHHOE B3aUMOJIEHCTBHE TMPH pean3aliiu
CpeICTBAMM  MHTETPUPOBAHHOM MH(POPMALIMOHHONW CHCTEMBI BHEIIHEH
U B3aMMHOH TOpropau obmero mponecca «DopMupoBaHHE, BegeHHUE
M HCIIOJIb30BAHME €IMHOIO peecTpa 3aperucCTPUPOBAHHBIX JIEKAPCTBEHHBIX
cpelcTB EBpasuiickoro 3KOHOMUYECKOTO CO3a»;

Pemenne  CoBera  EBpasuiickoif  3KOHOMHUYECKOH  KOMHCCHH
or 3 Host0pa 2016 r. Ne 78 «O IlpaBunax perucrpanvivi U SKCIEPTU3LI
JIEKAPCTBEHHBIX CPEACTB ISl MEJAUIIUHCKOTO MPUMEHEHHUS;

Pewenne Komnernn  EBpasulickodl 3KOHOMHYECKOH  KOMHCCHU
or 30 wmroms 2017 r. Ne 79 «O TpeboBaHusIX K 3JICKTPOHHOMY BHIY

3asiBJICHUN M AOKYMCHTOB DPETHCTPAlITMOHHOI'O HOCHLE, IPEACTABIACMBIX IIPH
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OCYIIECTBJICHUH PErUCTPAlMU M SKCIEPTHU3bl JIEKAPCTBEHHBIX IPErapaToB
JUTSL MEAUIUHCKOTO IPUMEHEHUS Y,

Pemenne Konnerun EBpasuiickolf  3KOHOMHUYECKOH  KOMHCCHH
or 19 ceursaops 2017 r. Ne 121 «O6 yrBepkaeHun MeTomoI0r1u
pa3pabOTKH, BeJEHMs U IPUMEHEHUs] CIIPaBOYHUKOB M KJIACCH(PUKATOPOB,
BXOJ/ISIIIMX B COCTAB PECYPCOB €IUHOH CHCTEMBI HOPMATHBHO-CIIPABOYHOM

nHpopmanuu EBpa3suiicKoro 3KOHOMHYECKOTO COFO3a».
[1. ObnacTh npuMeHeHus

2. Hacrosimas Metoauka paspaboTana B HENsIX Je€Talu3alui ONMHCaHUS
¥ OTIpeJIeNIeHHs CIEM(DUKU [IPUMEHEeHHUS] MeTo/la KiIacCU(GHKAIIMU U MEeTOa
KOJIMPOBaHMs, NIPUMEHAEMBIX NMPH pa3pabOTKe U BEACHHMH Kiaccudpukaropa
BHIOB MIEPBUYHBIX yIaKOBOK JIEKAPCTBEHHBIX CPE/CTB
(manee — knmaccuduxatop).

3. Hacrosmas MeTonuka NpUMEHSIETCS OTepaTOpoM KilacCH(puKaTopa
IpH BHECCHMM B HEro CBEJEHMH O BHJE TMEPBUYHON YIAKOBKH
JIeKapCTBEHHOTO CpeICTBa, pUMEHSIeMON pu MIPOU3BOICTBE

JIEKapCTBEHHBIX NPENapaToB, AOIYIIEHHbIX K oOpaiieHuio B pamkax Corosa.
III. OcHOBHBIE TOHATHS

4. Jlia uenei nacrosieil MeTOUKH HCTIONB3YIOTCS TOHSITHS, KOTOPBIE
03HAYaroOT CIIEAYIOIIIEe:

«MolU(UKAlMA  BHUAA  TMEPBHYHON  YIAKOBKM  JIEKAPCTBEHHOIO
CpelacTBa» — OINKUCAaHWE JOMOJHUTEILHBIX CBOHCTB OCHOBHOIO BHJA
MEPBUYHON YITaKOBKH JIEKAPCTBEHHOT'O CPEJICTBA, B TOM YHC/Ie BCTPOEHHBIX B
YIaKOBKY CHCTEM J03MPOBaHMsI U BBEJECHHUS JIEKAPCTBEHHOTO CPE/ICTBRA;

«Moau(uKanus Marepuana, HUCIHOJIB3YEMOr0 Il  W3TOTOBIICHUS

HepBH‘IHOﬁ YHAaKOBKH JICKAPCTBCHHOTO CpeacTrea» = OIMHUCaHHuE
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JOTOJIHUTEJBHBIX CBOMCTB Marepuasna, CYLIECTBEHHBIX ISl H3TOTOBJIEHUS
MEPBUYHOM YIMAKOBKH JIEKAPCTBEHHOI'O CPEJCTBA, B TOM YHCJIE CIEIHAJIbHBIX
TEXHOJIOTUH 00paboTKU MaTepuara,

«OCHOBHOM BHJ NEPBUYHON YNAKOBKM JIEKAPCTBEHHOI'O CPEJICTBA» —
CTAHJAPTHBIH ~ TEPMUH, ONMCBIBAIOLIMH BUJ NEPBUYHOH  YIAKOBKH
JIEKapCTBEHHOr0  CpeAcTBa W omnpeneneHHeld B HomeHkmatype
neKapcTBeHHbIX (opM, yTBepxkaeHHOH Pemenuem Kosuternn Espasuiickoit
SKOHOMMUECKOH Komuccuu ot 22 aexadbps 2015 r. No 172,

Wuple  moHsTHS,  HWCHONB3yeMble B Hacrosmied — Meroauke,
MPUMEHSIOTCS B 3HAYEHMsAX, ONpelesieHHBbIX axkramMu EBpasuiickoii
OKOHOMMYECKOH KOMHMCCHM B c(epe oOpallleHusl JeKapCTBEHHBIX CPENCTB,
a TakKe KacaloUMMKCs CO3aHUsl W pa3BUTUSL HMHTErPUPOBAHHOM

nH(popmaLnoHHOH cuctemsl Coro3a.
IV. Meton xnaccudukanum

5.Buapl  NepBHYHBIX ~ YMAKOBOK  JIGKAPCTBEHHBIX  CPEJCTB
KIacCH(MUUHUPYIOTCS B COOTBETCTBUH CO CIICAYIONIHUMHU MPH3HAKAMU:

a) OCHOBHOM BM/] IEPBUYHOM YIAKOBKH JIEKAPCTBEHHOIO CPEICTBA;

0) marepuan, M3 KOTOPOrO M3rOTOBJIEHA TMEPBHUYHAS —YIIAKOBKA
JIEKAPCTBEHHOTO CPEeJCTRA.

6. Kaxxnas mogudukaiust Buia nepBUIHON YIIAKOBKH JIEKAPCTBEHHOTO
CPENCTBA KJIACCU(PHLUPYETCS] B COOTBETCTBUH C TPH3HAKAMH, YKA3aHHBIMH B
IyHKTe 5 Hacrosiued MeToauku, W TpeacTaBisercs B BHUAE OTHEIbLHOM
MO3UIMHU B KJaccu]UKaTope.

7.Cpenenust 00  OCHOBHBIX  BHIAX  MEPBUYHOM  YIAKOBKH
JEKapCTBEHHOIO  CPEJICTBA  CUCTEMATHU3HUPYIOTCS  MyTeM  TpHMEHEHHS

HOPSAKOBOIO MeEToAa MO al(paBUTHOMY TIPUHIUIY W  YKa3bIBAIOTCS
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B COOTBETCTBUU CO CIPABOYHUKOM OCHOBHBIX BUJIOB MEPBUYHBIX YIIAKOBOK
JIEKapCTBEHHBIX CPE/CTB (Jlajiee — CIIPABOYHHK ).

8. Matepuanbl, U3 KOTOPBIX H3rOTABIHBAETCS MEPBHYHAS YIIAKOBKA
JIEKapCTBEHHOTO CPENCTBA, KIACCU(DUUUPYIOTCS O BHIAM H YKa3bIBAIOTCA
B COOTBETCTBMM C KJIACCH(PUKATOPOM MATEPHATIOB, HCIONB3YEMBIX JUIs
M3rOTOBJIEHUSI TEPBUYHBIX YIIAKOBOK JIEKAPCTBEHHBIX CPENCTB (Jajiee —
Kiaccu(UKaTOp MaTepuasion).

9. Insa onucaHuss KOMOMHALMH MaTepHaoB, HCIOIB3YEMBIX IS
M3rOTOBJICHUS OJHOM M TOH JKe YIAKOBKU JIEKApCTBEHHOTO CpEJICTBa,
BBOJSATCS OT/ETbHBIE IO3MLMH KIacCU(PHUKATOpPa MaTepHallOB, B KOTOPHIX

YKa3bIBAXOTCsI CCBUIKK Ha Marepualbl, BXOJSIINE B 3TY KOMOUHALIHIO.
V. Metoasl kogupoBaHuUs
1. Meton xoqupoBaHust AJ1s KJIacCU(pHUKAaTOpa MaTePHAaIOB

10. KogoBoe  obo3HaueHwe  Marepuana  NEPBHYHOM  YNAKOBKH
JIEKAPCTBEHHOTO CPEeACTBAa (OPMHUpYETCsl IIyTeM TIpUMEHEHHs CepHiHO-
IOPSJKOBOIO METOJa C MCIOJb30BaHueM apabckux mudp. JnwHa Koma
COCTaBJISIET 5 3HAKOB.

IlepBele 3 3Haka Koja maTepuaia MCIOIB3YIOTCS isi 0003HAYEHHUs
Marepuana 0e3 ydyera MOAM(DUKALMU MATEPUAIIOB, HMCIIOIB3YEMbIX IS
H3IOTOBJICHHS TIEPBUYHOMN YITAKOBKH JIEKAPCTBEHHOTO CPe/ICTRA.

ITocnennue 2 3HaKa Koia Marepuaia UCMONb3YIOTCS AJIss 0003HAUYEHUs
Marepuajga ¢ y4eToM MOAM(DHUKALMU MaTepPHalOB, HCIOJB3YEMBIX IS
H3TOTOBJICHHS IIEPBUYHON YIIAKOBKH JIEKAPCTBEHHOTO CPEJICTRA.

Il marepuanoB, He OONaaIOIIMX JIOTIOJHUTEILHBEIMH CBOMCTBAMHU,
paspsiibl  KoJa MaTepualla, COOTBETCTBYIOIIHE HOMEpPY MOAM(DHKALINY,

0003HaYaIOTCS HYJISIMH.
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11.TIpy  KommpoBaHMM mNO3MIMH KiIaccHUKATOpa MaTepHajoB
MCIOJIB3YETCS IIar 5 [1j1s 0003HaueHHs MaTepuajIoB 6e3 yuera Mo KA
MaTepHuanoB, HCIOJIL3YEMbIX [UI W3TOTOBICHUS IEPBUYHON YITAKOBKH
JIEKapCTBEHHOI'0 CPEACTBA, U 1ar 1 1sg o003HauYeHUs MATEPUAJTIOB C YUETOM
MOJM(DUKALUE MaTePUaIOB, UCIIONB3YEMbIX UISI U3TOTOBJIEHMS TEPBUYHOM
YIAKOBKH JIEKAPCTBEHHOTO CPEACTRA.

12. lonyctumasi eMKOCTh Kilaccu(uKaTopa MaTepHaIOB COCTAaBIISET
99 999 nozunuii.

PesepBHast eMKOCTb KjaccH(UKATOpa MaTepHalioB  COCTaBIISAET

99 968 nozuui.

2. Meron KoaupoBaHus AJisl CIIPABOYHUKA

13. KonoBoe 0003HaueHHEe OCHOBHOIO BHJA TMEPBUYHONU YIAKOBKH
JIEKapCTBEHHOrO CPe/cTBa (POPMUPYETCS [TyTeM MPUMEHEHHUS MOPSAIKOBOIO
METOJIa ¢ HCIOoJIb30BaHUeM apabckux nudp. JlimHa Koma cocraBiseT
3 3naka. [lo3uuuy cnpaBOYHHKA CHCTEMAaTU3UPYIOTCS MO andaBHUTHOMY
MPUHITUITY.

14. Ilpn KogupoBaHUHK O3UIMH CITPAaBOYHHMKA HCTIOIB3YETCs Liar 5,

15. lomycTumas eMKOCTh CIIPaBOYHUKA COCTABIAET 999 mosuimii.

Pe3epBHast eMKOCTB CIIPaBOUYHUKA COCTABIISIET 969 MO3MIIHIA.
3. Meron kogupoBaHust JUisl KiaccuduraTopa

16. Kaxknolt mosunuu  kinaccuukaTopa IPHUCBAMBAETCs 2  KOJA!
KJIaCCU(DMKALMOHHBIN ¥ TEXHOJIOTHYECKHH.
17. Texnonornyeckuil Koj MO3MLUKM KJIAacCU(UKATOPA IPECTABIISET

coboit 1U(POBOH KOJ, KOTOPHIH (QOpPMHpYeTCs IyTeM INpPUMEHEHHUS

[OPSALKOBOIO METO/1a ¢ 1Iarom 1.
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18. KnaccuduxanuoHHsii KOJ1 MO3ULIUU Kinaccudukaropa
Gopmupyercst ¢ ucnosap3oBaHueM apabekux nudp. JmHa koma cocrasiser
10 3HaKOB.

19. Crpykrypa KnaccH(PUKaLMOHHOIO KOjAa Kiaccu(ukaropa MMeeT
. KKKMMMMMXX, rae paspsasl KKK cooTBeTcTBYIOT OCHOBHOMY
BUTy TNEPBUYHON YIAKOBKM JIEKAPCTBEHHOTO CPEACTBA IO CIPABOYHHUKY,
paspsael MMMMM cooTBETCTBYIOT KOJy MaTepHaja [0 KJIacCH(pHKATOPY
Marepuaios, paspsaabl XX HCIOIb3YIOTCs JUlsl 0003HauUeHHss MOAUGBHKAIMHI
BHJIa IEPBUYHON YIAKOBKH JIEKAPCTBEHHOIO cCpeicTBa U (HOPMHUPYIOTCS
IyTEM IPUMEHEHHsI IIOPsIIKOBOrO METOMIA € LIAroM | ¢ y4eToM OouepeaHOCTH
BKJIFOUEHUS IIO3ULUH B KilaccudukaTop.

20. lonycTumas eMKOCTh Kilacc(UKaTopa Mo KiacCH(PUKaIMOHHOMY
Koxy cocrasisger 9 999 999 999 mno3zuumid, MO TEXHOJOTHYECKOMY -
999 no3uuui.

21.PesepBHasg eMKOCTb Kijaccudukaropa Mo KIacCHPHUKALHOHHOMY

koay cocrasisger 9 999 999 669 nosuumii, MO TEXHOJIOIHYECKOMY —

669 mo3uInii.




I[TPUJTIOXXEHHME Ne 2

K [IaCNOpTy KJaccHuKaTtopa
BHJIOB MEPBUYHBIX YIIAKOBOK
JIeKapCTBEHHBIX CPEJICTB

HNOPAAOK
BeJleHus Kjaccu(puKaTopa BHI0OB IePBUYHBIX YIAKOBOK
JIeKapPCTBEHHBIX CPe/CTB

[. O61ue noNoXKeHUs

1. Hacrosmuii Ilopsanok pa3paboTaH B COOTBETCTBHU CO CJIELYIOLIUMHU
aKTaMH, BXOJSUIMMH B IpaBO EBpa3uiicKoro 5SKOHOMHMYECKOIO COI03a
(nanee — Coros):

Pemenue Kosuternn  EBpa3suiickoli  SKOHOMHYECKOW  KOMHMCCHH
ot 17 nHos6psa 2015 r. Ne 155 «O eauHoli crucTeMe HOPMATHBHO-CIIPAaBOYHOMN
uH(Gopmaruy EBpazniickoro s5KOHOMHUECKOT'O COK03a;

Pemenune Komnerun EBpasuiickoii 9KOHOMHYECKOH  KOMHCCHH
or 25 okrsa6ps 2016 r. Ne 122 «O TeXHONOTHYECKHX JIOKYMEHTaX,
peryiaMeHTHPYOUIUX MHPOPMaLHOHHOE B3aUMOJIeHCTBHE
IIpU peaji3aluy CpeCTBAMUA HHTEIPUPOBAHHON MH(MOPMAITMOHHON CHCTEMBI
BHEIIHEH ¥ B3aHMHOH TOProBid o0mero mnpouecca «DopMupoBaHHe,
BEIEHUE W HUCIOJBL30BAHWE EIMHOTO0 PEeecTpa 3aperucTPUPOBAHHEBIX
JIEKapCTBEHHBIX cpeAcTB EBpasuiickoro sSKOHOMHUECKOTr0 COI03ay;

Pemienne  CoBera  EBpasuifckoifl  3KOHOMHYECKOM  KOMHCCHH
or 3 Hos0ps 2016 r. Ne 78 «O IlpaBuiiax peructpaiyii ¥ 3KCHEPTU3BI
JIEKAPCTBEHHBIX CPEICTB UIsi MEAUI[MHCKOTO MPUMEHEHHUSY;

Pemenne Kosulerun  EBpa3uiickoif  3KOHOMHYECKOH  KOMMCCHU
or 30 wmrons 2017 1. Ne 79 «O TpeboBaHHsIX K BISKTPOHHOMY BHY

3a5IBJICHUM ¥ JIOKYMEHTOB PErHCTPAlMOHHOIO JOChE, MPeACTABISIEMBIX MPH
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OCYIIECTBJICHHH PErMCTPALMM M SKCIEPTU3bl JIEKAPCTBEHHBIX IperapaToB
JUIS. MEAUIIMHCKOTO TIPUMEHEHHUS);

Pemenne Kosnermn  EBpasuiickoli  5KOHOMHMYECKOH  KOMHCCHH
or 19 centabps 2017 r. Ne 121 «OO6 yrBepkmenun MeTtomomoruu
pa3paboTKM, BeleHUs M MPUMEHEHHS CIPaBOYHUKOB M KIACCH(UKATOPOB,
BXOJSIIMX B COCTAaB PECYPCOB E€IMHOH CHUCTEMBI HOPMATHBHO-CIIPABOYHOMN

uH(opMaluu EBpa3suiickoro S5KOHOMHYECKOIO COKO3a».
[1. ObnacTs mpuMeHeHus

2. Hacrosamuii  Ilopsimok  ompenmesnsier  mpouemypel  BeneHHUS
KITacCM(UKATOpa BHIOB IEPBUYHBIX YIAKOBOK JICKAPCTBEHHBIX CPEJICTB
(manee — xkiaccudukarop).

3. Hacrosmmii Ilopsnok mpumeHsieTcsi mpyd BHECEHHWH HM3MEHEHHH B

JeTal3upOBaHHbIE CBEIEHUs Kiaccudukaropa.
I1I. OcHOBHBIE TOHSATHS

4. IlonsTusi, Wcnosb3yeMble B HacTosimeM llopsake, NPUMEHSIOTCS
B 3HAUCHMSX, onpeleneHHbXx CoryalleHHeM O eIWHBIX IPHHIUIAX
M 1paBwiax  oOpamleHdsl  JIEKapCTBEHHBIX  CPEIACTB B paMKax
EBpa3uiicKoro s5KOHOMHYECKOro cotosa ot 23 mekabps 2014 roga u akramu
EBpasuiickoii skonomuueckod xommecuu (nanee — Komuecus) B chepe
oOpallleHHs JIeKapCTBEHHBIX CPEJCTB, a TAK)KE KACAIOIUMMCS CO3JaHMs U

pasBUTHSA HHTETPUPOBAHHON MHpOpMaLHOHHOM crucTeMbl Coro3a.
IV. IlpuHiune! BeneHus kiaccupuKaTopa

5. O0beKTOM KIAaCCH(QHKALMU SBISIOTCS CBEJCHHUS O IE€PBUYHBIX
ylaKkoBKax JIEKapCTBEHHBIX CpPEICTB, KOTOpBIE YKa3bIBAIOTCSI

B PEruCTPAllMOHHLIX NOCKE JICKAPCTBECHHBIX CPEICTB.
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6. BzaumoselicTBue omepaTopa Kiaccu(puKaTopa ¢ aIMHUHHCTPATOPOM
OCYIECTBIISIETCA B COOTBETCTBUHM €  JIOTOBOPOM  MEXAY  HHMH
(manee — moroBop).

7. OTBETCTBEHHOCTh Oleparopa Kiaccudukaropa W aJMHHHCTpATOpa
OIIpeJIeNIIeTCs akTaMy, BXOAAIIMMU B 1paBo Coro3a, a Takke JOrOBOPOM.

8. IlepBruHOE HaNOIHEHUE KJ1acCU(pUKATOPa BEITONHSIETCS 1 pa3s mociie
BeTyruieHuss B cuny Pemenns Kosutermm EBpasuiickoil 3KOHOMHYECKOM
Komuccuu ot 15 suBaps 2019 . Ne 5.

9. CpoKk BBIMOIHEHUS MEPONPUSATHI MO MEPBUYHOMY HAITOJIHEHUIO
KJIacCcU(pUKATOpa OIpeiessieTcsl YCIOBUSIMH JOTOBOPA.

10. CBemenuss 111 NEpBMYHOIO — HAMOJNHEHUS  Kiaccudukaropa
NepearTCs ONepaTopoM KiaccuukaTopa aIMUHUCTPATOPY B COOTBETCTBUH
¢ nyHkramu 18 — 25 nacrosmero [opsiaka.

11. Ilo3uumu knaccupukaTopa, He HCHOJB30BAHHEIE B TEUEHUE 5 JeT
A7 QOpPMHUpPOBaHHMA CBEJEHUH O pPErHCTPAIMOHHBIX YI0CTOBEPEHHSAX
JICKApCTBEHHBIX ~ MpPENaparoB,  BKJIIOYEHHBIX B ©JMHBIA  peectp
3aperMCTPUPOBAHHBIX JIEKAPCTBEHHBIX cpeactB Coro3a, MOMKHEI OBITH
OTMEYEHBl KakK HeJelcTByrolMe (C yKa3aHWeM JaThl OKOHYAaHUS UX
NEUCTBHS).

12. B ciyuae oTCyTCTBUS HEOOXOIMMBIX CBEJCHUIl B KiaccupukaTope
3asBHTEJIb, IIOJAIOIIMA B  YIOJHOMOYEHHBIH OpraH (OpraHH3alMIO)
rocygapcrtea — ujgeHa Coros3a (zajgee —  YIOJHOMOYEHHBIH oprad
(opranu3arusi)) 3asBJICHHE 0 BBITIOJTHEHU U poLesyp,
npeaycMoTpeHHBIX [IpaBunaMu perucTpauuu U 5KCHepTU3bl JIeKapCTBEHHEIX
CPEACTB JUIsl MENUUMHCKOIO IIPUMEHEHHs, YTBEp:KIEHHBIMU PereHuem
Cogera EBpazuiickoii sxoHOMUYeckoi koMuccud oT 3 HosiOps 2016 r. Ne 78,
JIOJDKEH IIPEJOCTaBUTh OINKMCAaHUE IMpejjlaraeMoil HOBOW TO3HMIHMH B

cBobonHoi Qopme. CBeneHuss 0 TMpeaJaraeMbIX HOBEIX  ITO3HMIUSIX
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MepesatoTesl onepaTopy Kilaccupukaropa yINOJHOMOYEHHBIMH OpraHamu
(opranm3anusmMu) — peepeHTHOro  rocyaapcTBa,  OCYIIECTBIISIOUIMMU
PErUCTpaLUIO JIEKaPCTBEHHOI' O IIperapara.

13. O6pauenne nuy, He SBJISAIONMXCS YIOIHOMOYEHHBIMU OpraHaMu
(opranusanusMH), HampsMyI0 K OIeparopy KiaccH(UKaTopa 110 BOIPOCY
U3MEHEHHS MTO3ULUH KiaccuduKaTopa He A0MyCKaeTCsl.

14. Pemrenne 0 BO3MOKHOCTH BKJIFOUCHUSI, U3MEHEHUsI
U MCKIIOYEHHUs OTHENBHBIX [MO3MLUUH KiaccudukaTtopa TPUHHUMAETCS
YIIOJIHOMOYEHHBIMU OpraHamu (opraHuzanusMu) u Komuccueii.

15. Aktyanmusanust  cBeeHud  kiaccu(HKaATOpa  BBINOJIHAETCS
OIlEpaToOpoM  KJIacCU(UKATOpa MNPH  BBISIBIEHHH  HOBLIX  OOBEKTOB
KnaccuuKkauuy U (WIK) pH HEOOXOTUMOCTH U3MEHEHHS YKe BKIIOYEHHBIX
B KJlaccu(HUKaToOp CBeJieHUH He pexke | pasa B MecsIl.

16. IapopMupoBanue Imosbp3oBareieil KiacCH(pHUKATOpPa, a TakkKe
YIOJIHOMOUEHHBIX OpraHoB (opraHusanuii) o0 H3MEHEHHSIX, BHECEHHBIX
B KJIacCU(UKATOp, OCYLIECTBISETCS CpeJICTBAMU  HH(DOPMALHMOHHOTO
noprana Corosa 1o (paxTy onyOIMKOBaHUS M3MEHEHHIA.

17. IsmMeHeHHsl,  CBsS3aHHBIE ¢ KOPPEKTHPOBKOW  HANUCAHMS
HAaMMEHOBAHWHK BMJIOB TIEPBUYHBIX YIAKOBOK JIEKAPCTBEHHBIX CPEACTB,
¥ (WIM) MHBIE U3MEHEHUS], He MOApa3yMeBaroIlie U3MEHEH S KOJa [TO3ULIUH
BBUJIYy IIEPEOIIPEENIEHUs] €€ KIACCU(PUKAIMOHHBIX MPH3HAKOB, CYUTAIOTCS
TEXHUYECKHUMH, BHOCSATCS ornepaTopoM Knaccudukaropa
Mo OOpaIeHUIO0 BEIABHBLIEIO HECOOTBETCTBHE YIOIHOMOUYEHHOrO OpraHa
(opraHu3zalMu) W TEpeJatoTcss aIMHHUCTPATOPY B  COOTBETCTBHU C
nyHkrtamu 18 — 25 nacrosmero [Nopsiaka B Tedyenue 5 pabounx JHel co aHA
MOTY4YEeHUs Takoro ooOparieHuss 0e3 COraacoBaHUS C YIIOJHOMOYEHHBIMH

opranamu (opranuzauusMu) u Komuccueit.
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[IpaBuna nepegauu cBelleHUI OT onepaTopa kiaccudukaropa
aJIMUHUCTPATOPY

18. CBenenns w3 kinaccuukaropa, a Takke Kiaccupukaropa
MaTepUasoB, MCIIOJIb3Y EMBIX TSI M3rOTOBJICHUS yaKOBOK
JEKapCTBEHHBIX CpeACTB  (Jajee —  KJacCH(UKATOp  MarepHasoB),
M CIpPaBOYHMKA OCHOBHBIX BUJOB TMEPBUYHBIX YIAKOBOK JIEKAPCTBEHHBIX
cpencTtB  (mamee —  CHPaBOYHMK) IOJArOTaBIMBAIOTCS  ONEPATOPOM
Kinaccupukaropa M MPEeACTaBISIOTCS aJAMHHHCTPATOPY B COOTBETCTBUHU
C Onucanuem CTPYKTYPHI Kjaccugpukaropa BU/JIOB
NEPBUYHBIX YIIAKOBOK JIEKAPCTBEHHBIX CpelAcTB  (mpuiokerne Ne 3
K Hacrnopry kjaccugpukaropa BHIOB MEPBUYHBIX YMAKOBOK JIEKAPCTBEHHLIX
CPEICTB, YTBEPKIECHHOMY Pemenunem Konnerun EBpazuiickoi
DKOHOMHMUYECKOM  KoMuccuH oT 15  suBaps 2019 1. Ne 5)
(mamee — OmucaHue) B BHJE OJHOTO WMJIM HECKOJNBKHX cieayromux XML-
JOKYMEHTOB:

a) daily, conepkallMd cBeJeHHUS O BHJAAX TEPBUYHBIX YIIAKOBOK
JIEKapCTBEHHBIX CPENCTB, (POPMHUPYEMBIH B COOTBETCTBUH CO CTPYKTYpOM
coryacHo Tabnuie 1 Onucanns;

0) (aiin, coaepKaluil CBeleHUS O MaTepualiaX, UCMOJB3YEMBIX s
M3rOTOBJIEHUS  YIAKOBOK  JICKAPCTBEHHBIX  CPEACTB,  (OPMHPYEMEIi
B COOTBETCTBUU CO CTPYKTYpOH cornacHo tadsuie 2 Onucanus;

B) (aii, colep:aluil cBeleHHUsT 00 OCHOBHBIX BUJAX MEPBUYHBIX
YIaKOBOK JIEKAPCTBEHHBIX CPENCTB, (QOPMHUPYEMBIH B COOTBETCTBHHM
CO CTPYKTYpo# cornacHo Tabmuie 3 Onucanus.

19. @aiinpl, ykazaHHble B TOJINYHKTax «0O» W «B» myHKTa 18
Hactosiero [lopsaka, mnpelcTaBisitoTes omneparopoM  Kiaccudukaropa

AIMHUHHUCTPATOPY AJIA IIEPBHYHOI'O HAIIOJIHCHHS KﬂElCCH(i)HKaTOpa, d TaKIKC B
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cllyyae  Halli4dMs  W3MEHEHHH B JCTAJM3UPOBAHHLIX  CBENEHUSIX
Kiaccu(ukaTopa, Knaccu(puKaTopa MaTepHaoB U CIIPaBOUHHUKA.

20.B cnyuae noGaieHust HOBBIX TIO3MLHMH B KiaccupuKarop,
KJaccuuKaTop MaTepuasoB WUJH CIIPaBOYHHK
B coOoTBeTCTBYIOMHA XML-10KYMEeHT HOJDKHBEI OBITH BHECEHBI CBEACHHS O
HOBOU MO3MIIKH C yKa3aHUEM JaThl Hayala ee JeicTBUs (0e3 yKa3aHus JaThl
OkoHuaHust gerctBus). Ilpu  dopmupoBanum cBeneHuit o0  HOBOIA
JACHCTBYIOLIEH no3uuuu  Kiaccupukaropa, KIacCHPHKATOpa MaTepHaIoB
WIA  CIOpaBOYHMKAa €€  Koa  QopMuUpyeTcss B COOTBETCTBUHU
C HONIOXKEHUSIMH MeTOIMKK CHCTeMaTH3alul U KOAUPOBAHUS MH(DOpPMAIUH
KjaccH(puKaTopa BWJIOB TMEPBUYHBIX YMAKOBOK JIEKAPCTBEHHBIX CpPE/ICTB
(mpunoxkenne Ne 1 k mnacmopTy kiaccupukaropa BHIAOB HEPBHYHBIX
YIaKOBOK JICKapPCTBEHHBIX CPENCTB, YTBepxkJaeHHOMY Pemenuem Koerun
EBpasuiickoii sxoHoMu4eckor komuccuu ot 15 stuBaps 2019 r. Ne 5).

Hist opMupoBaHKs KOJOB MO3MIHUH KiacCH(PUKATOpa He JA0MyCKaeTcs
MCTIOJIE30BAaHUE KOJIOB BBIBEICHHbBIX W3 NEHCTBHS NO3ULUN Kiaccupukaropa
MaTepHUaJIOB U CIIPABOYHHKA.,

2]1.1lpy BHECEHHM HU3MEHEHHMH B CBeIeHHMs KiaccuduKaTopa,
Kiaccupukaropa MaTepHaloB WIM CHPaBOYHWKA B XML-J0KyMeHT
BKJIIOYAIOTCSl CBEIEHHMsS O JEHCTBYIOUIEH NO3WIMHM C YKa3aHWeM JaThl
OKOHYaHHMsl ee JECUCTBHS, a TaK)Ke HOBas PelaKlUs MO3MIUH C yKazaHUEM
JlaThl Havaia ee JielcTBrs (0e3 yKa3aHus JaThl OKOHYAHHUS JIEHCTBHS).

22. Tlpn HEOOXOMMMOCTH UCKITIOUEHHS CBEJCHHH U3 KiaccupukaTopa,
Kiaccu(puKaTopa MaTepHalloB HIM  COpaBoYHHWKAa B XML-TOKyMeHT
BKJIFOYAIOTCSl CBEJIEHUS O JCHCTBYIOIEH MO3MIMHU C YKa3aHWEM JaThl
OKOHYAHMUS ee JeUCTBUSL.

23. Onepatop  KiaccupukaTopa  HaIpaBIsieT  aJMHHHCTPATOPY

JOKYMEHTBI, TMpPeIyCMOTpeHHEIE mnyHKTOM 18 Hacrosmero Ilopsaxa,
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colep)Kallde aKTyaJbHble Ha MOMEHT Iepefaud JeTaJIHu3uPOBaHHBIE
CBeleHUs U3 Kilaccudukaropa, kiaccupukaropa MaTrepuasoB WM
CIIPaBOYHHKA.

24. AIMMHHCTPATOp  MOATBEPXkAAeT IOJyuYeHHEe W  YCIENIHYIO
00pabOTKy CBEINEHHI IyTeM HampapieHUs oOmeparopy Kiacchudukaropa
MPOTOKOJIa 00pabOTKM TOMYYEHHBIX CBEACHMH Ha PYCCKOM  S3BIKE.
B cinyyae orcyTcTBHs OMIMOOK aAMUHUCTPATOP MPUHUMAET MPEICTABIEHHbIE
cBelleHHsl U olecrednBaeT WX ONyOJNMKOBaHWE Ha HMH(POPMALMOHHOM
nopraje Coros3a He nosiHee 3 pabouux THEH co IHS MOTyYESHHS.

25. B cimyuyae ecnm B MpOTOKOJIE OOpaOOTKM COJAEPIKUTCS ONKMCAHUE
OIMOOK, OmIepaTop Kiaccu(uKaropa ycTpaHSeT OIIUOKM U TMOBTOPSET
pouecc  Iepefadyd  JOKYMEHTOB,  COJEpKalluX  CBEAEHHS U3
Knaccupukaropa, Kiaccuukaropa MarepuajioB WM CIPaBOYHHKA,

AIMHHHUCTPATOPY.

V. Meponpusitus, HeoOX0IUMBbIe sl BefeHHs Kiaccudukaropa
1. [lepeueHs MeponpUsSTHH

26. Jlna  BemeHus  KiaccH(UKATOpa  peaqu3yIoTCs  CIEAYIOIIHE
MEPOTIPUSITHS:

a) MMOArOTOBKA YIIOJIHOMOYEHHBIMHU OpraHaMu (OpraHu3aysMy) 3asBKH
Ha BKJIIOYEHME HOBBIX T[IO3WIUH WIM Ha BHECEHHE HW3MEHEHUH B
Kiaccuukarop,  odopmsieMoi 1o bopwme, [IPENyCMOTPEHHON
npunoxkenreM Ne 3 k Meromonoruu pa3zpaOOTKH, BEICHUS M MPUMEHEHHUs
CIIPaBOYHUKOB M KJIACCU(PUKATOPOB, BXOJSIINX B COCTAB PECYPCOB €IUHOM
CHCTEMBEI HOPMAaTHBHO-CIIPABOYHOU MHpOpMaLIUN EBpazuiickoro
HKOHOMHYECKOI0 COr03a, yrBepxkaeHHoi Pemennem Kosnernn EBpasmiickoit

SKOHOMHYECKOH Komuccun oT 19 centsadps 2017 r. No 121 (nasnee — 3asB8Ka);
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0) MOAroTOBKa OMEpPaTopoM KiacCH(pHUKATOpa IPOEKTa H3MEHEHH
ACTANIM3UPOBAHHBIX ~ CBEIAECHMH  Kinaccudukaropa (Jajee —  IPOEKT
M3MEHEHHUH ) C yYeTOM TOCTYITUBIINX 3asIBOK;

B) PACCMOTPEHUE IPOEKTa U3MEHEHUH YIOJHOMOYEHHBIMU OpraHaMu
(opranuzauusiMu) u Komuccueii;

I') yperyaupoBaHue pa3HoTrIacHii;

1) BHECEHUE  OMepaTopoM  KiaccH(puKartopa  M3MeHeHMH B

JieTalIM3MPOBaHHbIE CBENEHUS Kiaccupukaropa.

2. IloaroToBKa yrnoJIHOMOYSHHBIMH OpraHaMu
(opraHuzausMu) 3asiBKH

27. Ananus 3asBIeHUH, NONAHHBIX B COOTBETCTBHH ¢ IlpaBmnamu
perucTpaluy M SKCIEPTU3bl JIEKAPCTBEHHBIX CPEACTB JUIS MEJUIIMHCKOIO
MpUMEHEeHMs,  yTBepiKAeHHbIMU  Pemenuem  CoBera  EBpasuiickoil
DKOHOMMYECKOH  Komuccuu oT 3 HosiOps 2016 1. Ne 78,
Ha TMPEIMET BBLISBIECHUS HOBBIX OOBEKTOB KIACCH(DHMKAIMH I  Leei
BKJTIOUEHHMsI ~ CBENEHHH O HMX B  KJIAacCHPUKATOp  MPOBOLUTCA
YIOJTHOMOYEeHHBIMHU opraHamu (opranuzanusmm),
KOTOpBIC YKa3aHbl B 3asiBICHUSAX B KAuyecTBE YNOJHOMOYEHHBIX OPraHoB
(opranusanuii) pepepeHTHOTO rocyapcTna.

28. HoBble 00BeKThl KiacCH(PUKAIMU BKIIOYAIOTCSA B 3asBKy B TOM
ciydae, €C/H COOTBETCTBYIOLIEE 3asBIEHUE O BBIIOJHEHHH TIPOLENYP,
nmpenycMoTpeHHBIX IlpaBuiamu, yka3aHHBIMH B NyHKTe 27 HACTOSILErO
[Topsiaka, [IpEeABAPUTEIILHO 0100peHo (BBIMIOSTHEHA  BaTMJIAIUs
PErUCTPALMOHHOIO JOChE), HO HE [103/IHEe YeM 3a 2 Mecsila [0 3aBepIleH s
TaKUX IPOLEAYD.

29. ChopmupoBaHHas  3asgBKa  MEPEAaeTcsl  YIOJIHOMOYEHHBIMH

opraHamMy (OpraHu3alUsIMM) OIEpaTopy KiaccCHpUKATOpa EKEMECIUHO,

He no3aHee 20-ro yucna.
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3. IlogroroBka orneparopom Kiaccu(puKaTopa MpoeKTa H3MEHEHU
C YYETOM MOCTYNHUBIIHUX 3aBOK

30. Ha ocHOBe MOJy4eHHBIX OT YMNOJHOMOYEHHBIX OpPraHoB
(opranmu3anuii) 3asBOK orepaTrop KiaccH(pHUKATopa MOArOTABIMBAET MPOEKT
U3MEHEHUH B COOTBETCTBUU g dopmoi, IIPEYCMOTPEHHOM
npuiioxkenueM Ne 3 k Merojosioruu, ykazaHHOH B IIyHKTe 26 HACTOSIIErO
[Topsinka.

31. Omeparop knaccupukaTopa eXxeMecsdHo, He Mo3aHee 25-ro yuca,
HaIpaBJisieT MPOEKT U3MEHEHHUH yIOJHOMOYEHHBIM OpraHaM (OpraHu3alysiM)
u B Komuccuto ouimanbHBIMU MUCBMaMH, a Takke B padoueM MOpsIKe
Ha ajpeca DJIEKTPOHHOM TIIOYTHl KOHTAKTHBIX JIMI[, OIpee/IEHHBIX
IIPOTOKOJIOM  COBELIAHMs IpPEACTaBUTENIeH  YIOJIHOMOYEHHBIX OpPraHoB
(oprammzanmii) B chepe  oOpalieHuss  JEKAPCTBEHHBIX  CPEICTB
rocynapets — wieHoB Coro3a (l1ajiee — COBeIlaHWe), Ha OCHOBAaHUM IHCEM
YIIOJTHOMOYEHHBIX OPraHOB (OpraHusaiiuii), HarmpasiaeHHBIX B Komuccuro.

32. IToAroTOBIEHHBIA IIPOEKT U3MEHEHUI MIPE/ICTABRIISIETCS OIIEPATOPOM

KIacCH(PUKaTOpa IUI  PAacCMOTPEHMs  YNOJHOMOYEHHBIMH  OpraHamu

(opranuzauusmu) u Komuccuei.

4. PaccMOTpeHHE POEKTA U3MEHEHUH YIIOJIHOMOYEHHBIMH OpraHamMu
(opranmzanusvu) 1 Komuccueit

33. YnonHoMoueHHble ~ opraHbl  (opranm3zanuu) u  Komuccus
oOecreynBalOT  pacCMOTpPeHHME  TMpOeKTa  H3MEHEHHH B TeyeHHe
30 xaneHapHbIX THEH CO THS ero MOJyYeHUsI 110 JIEKTPOHHOM MmoyTe.

34.B ciydae Hajqu4Msi BO3pXEHUH YIOJHOMOYEHHBIE OpraHbl
(opranuzanuu) HaIPABJISIIOT COOTBETCTBYIOIILYIO MH(pOpMaITHIO
onepaTopy kinaccupukatopa 1 B Komuccuio B Te4eHHE CPOKA pacCMOTpPEHUs

NpOeKTa HM3MEHEHMH OoQHUIHMaIbHO M B paboueM Mopsake Ha ajpeca
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5JIEKTPOHHOM I10YThl KOHTAKTHBIX JIML, OIMPEACICHHBIX IPOTOKOIOM
COBElLaHuSI.

35.B caywae ecim B TeueHHE CpPOKAa pACCMOTPEHHs IPOEKTa
M3MEHEHUI MHQOpMalMs O HaIMYUKU BO3PAKEHUH OT YIOJIHOMOYEHHBIX
opraHoB (opranuszauuii) 1 Komuccuu He MOCTyIH/Ia, MPOEKT H3MEHEHHH
CUMUTAETCSl COTJIACOBAHHEIM.

36. IlogroToBieHHbIH  onepatopoM  KiIacCHpHUKATOpa  MPOEKT
U3MEHEHHM 110 pe3yjabTaTaM ero pPaccMOTPEHHUs  YIOJHOMOYEHHLIMH
opraHaMu (OpraHusalUsIMH) IlepelnaeTcs aaMuHUCTpaTtopy. Ilpw Hanmmuun
pasHOrjJacHii OHM  TIOJUIEKAT  YPEryJHpPOBAHUIO B COOTBETCTBHHM C

0JIpa3/IeJIoM 5 HACTOSUIETO pa3/era.

5. ¥YperynupoBaHue pazHoriacui

37.PasHormacuss B OTHOIIEHHM OTIEIBHBIX MO3MIMH [POEKTa
M3MEHEHNH KIacCH(pUKATOpa MOAJEKAT YPEryIHpOBAHUIO Ha COBEIAHUY,

38. IIpoBenenue coBelaHusi B LENIX YpPeryJadpOBaHUs pa3HOIIAcUi
B OTHOIIEHHHM OTHEIbHBIX IO3ULUH KJIacCU(PHUKATOpPA OPraHu3yeTcs
nemapramMenToM  Komuecuu, B KOMIETEHIUIO  KOTOPOrO  BXOIAT
BOIPOCKI PEryJIMpPOBaHMs OOpalLeHHs JIEKAPCTBEHHBIX CPEACTB B paMKax
Coro3a.,

39. Konus mpoTokosia COBElIaHWs HampaBlseTcs JerapTaMeHTOM
Komuceny, B KOMIIETEHLIHMIO KOTOPOI'O BXOJSAT BOMPOCH PETyIHPOBAHUS
oOpamienus JIEKapcTBEHHBIX cpenctB B pamkax Corosa, omeparopy
KJ1acCH(UKaTopa oQUIMAIBHO U B padoueM MOpsiJIKe Ha aJipec 3JIeKTPOHHON

MIOYTHI, YKa3aHHBII B IPOTOKOJIE COBEIIIAHMUSI.
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6. Brecenune oneparopom kinaccupukaTopa u3MeHeHUH
B JICTAJIM3MPOBAHHBIE CBEIEHUS KilaccupukaTopa

40. Oneparop kiaaccudukaropa BHOCUT M3MEHEHHs B KacCH()UKATOP
B CIy4ae OTCYTCTBHs BO3Pa)KEHUH IO IMPOEKTY U3MEHEHUN B TEYEHHE CPOKa
ero pacCMOTPEHHs 100 10 GaKTy MOTyUeHHs: KOTIUH TPOTOKOJIA COBEIAHUS,
(pUKCHpYIOLIEero yperyIupoBaHue pa3HOTIaCHil.

41. Onepatop KnaccuukaTopa B COOTBETCTBUU K
myHkramu 18 — 25 macrosimero Ilopsimka mpencraBisier aMHHHCTPATOPY
cBelleHuss 00  M3MEHEHMsIX, BHECEHHBIX B  Kiaccupukarop, Juis
onyOysMKoBaHuss Ha wWH(MopmarnuonHom moprane Coro3a B TeyeHHe
10 pabounx JpHel cO JHS OKOHYAHHS CPOKA PACCMOTPEHHUS! IIPOEKTa
U3MEHEHMH WM B Te4yeHWe 5 pabouymx AHeH ¢ JaThl IIONyYEHHs [0
DJICKTPOHHOM IIOYT€ KONHUHU IPOTOKONA COBEMIaHUS, (QHUKCHPYIOLIETO
YPeryJupoBaHUe Pa3HOTIACHIA.

42. Pezynbrarom BBITIOJIHEHUSI MEpOIPUSTHH SABIIAETCS
aKTyaTu3UupPOBAHHBIN KJIaccupuKaTop, OIyOIUKOBaHHbIH Ha

nH(popmanronHoM noptalie Corosa.




[MPUJIOKEHHE Ne 3

K IIacTopTy Kiaccupukaropa
BHJIOB [1I€PBUYHBIX YIIAKOBOK
JIEKapPCTBEHHBIX CPEJICTB

OIMINCAHHUE
CTPYKTYPbI KaaccH(puKaTopa
BH/I0OB NEPBUYHbIX YIIAKOBOK JIeKAPCTBEHHBIX CPEACTB

1. Hacrosimee Onwucanue ycraHaBnuBaeT TpeOOBaHMS K CTPYKTYpE
Kjaccu(puKaTopa BHIOB IEPBHYHBIX YNAKOBOK JIEKAPCTBEHHBIX CPELCTB
(nanee — KIacCU(pHUKATOP), B TOM YUCIIC OMpPEHEseT PEKBU3UTHBIA COCTaB U
CTPYKTYpY Kiaccu(ukaTopa, o0lacTu 3HaYeHUH PEKBU3HUTOB U IpaBMJIa UX
bopMHupOBaHHSL.

2. CrpykTypa M pEeKBU3MTHBIH cocTaB KjiacCH()UKaTOpa BHIOB
MEPBUYHBIX YNAKOBOK JIEKAPCTBEHHBIX CPEICTB, a TakKe Kiaccudukaropa
MaTE€pUasIoB, MWCIONAb3YEMBIX [UIsI M3IOTOBJICHUS] TEPBUYHBIX YIIAKOBOK
JIEKapCTBEHHBIX CPEACTB, M CIPAaBOYHMKA OCHOBHBIX BHIOB TEPBHYHBIX
YTaKOBOK JICKApCTBEHHBIX CPEJCTB MPUBEACHbI B Tabaunax 1 — 3, B KOTOphIX
Gopmupyrores cneayromue mosst (rpador):

«00NacTh 3HAYEHUS PEKBU3UTA» — TEKCT, IOACHSIOMMNA CMBICT
(ceMaHTHKY) JIEMEHTA;

«rpaBuia GOPMUPOBAHUS 3HAUEHHS PEKBUZUTA» — TEKCT, YTOUHSIOINN
Ha3HAYEHHUE DJJIEMEHTA, ONPENesSIOMUNA IpaBmia ero (GopMHpPOBAHMS
(3aI10JIHEHUsT), WIIK CJIOBECHOE OTMCAHUE BO3MOIKHBIX 3HAYEHUHN SIIEMEHTa;

«MH.» — MHOKECTBEHHOCTb pPEKBU3UTA! 00513aTeTbHOCTh
(ONIMOHAIBHOCTE) U KOJTMYECTBO BO3MOXKHBIX ITOBTOPEHHUIT PEKBU3HTA.

3./Ina  ykazaHMs MHOXECTBEHHOCTH PEKBU3UTOB IMEpPeaBacMBbIX
JaHHBIX MCIONB3YIOTCS CIIEAYIOIIHUe 0003HaAUEHHSI:

1 — pekBuU3UT 00sI3aTeIeH, TOBTOPEHHUS HE JIOTTYCKAIOTCS
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I — PEKBU3UT 00si3aTeleH, JO/DKEH MOBTOPSIThes N pa3 (n > 1);
1..* — pexBuU3MT 00si3aTeNieH, MOXKET MOBTOPATHCS 0€3 OrpaHUYEeHHUI;
n.* — pekBU3UT oOsi3aTesieH, JOJDKEH MOBTOPSATHCS HE MEHee N pas

(n>1);
n..m — PCKBU3HUT 06H33TCH€H, HOJIKEH ITOBTOPSATHCS HE MEHEE N pa3 U

He Oosee m pa3 (n > 1, m > n);
0..]1 — pexBHU3HUT ONIMOHAJIEH, TOBTOPEHHS HE JOIMYCKAIOTC;

0..* — pexBU3UT ONIMOHAJIEH, MOKET MTOBTOPSITHCS O€3 OrpaHUYeHHIt;

0.m — peKBHU3UT OMNLIUOHAJICH, MOXKET MOBTOPSThCS He Oojiee m pa3

(m>1).
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