EBPA3UUCKAS DKOHOMUYECKAA KOMUCCHA
KOJUVIEI'UsSA

PEIMEHMWE

«15» auBaps 2019 r. Ne 6 r. Mockaa

O kaaccudurkaTope BHI0B BTOPHYHBIX (MOTPeOUTEIHCKHX)
YIAKOBOK JIeKAPCTBEHHBIX CPeICcTB

B coorBerctBum co crarkeit 30 JloroBopa o EBpaswuiickom
IKOHOMHUYECKOM coro3e oT 29 mas 2014 rona, nynkramu 4 u 7 IlpoTokona 06
MH(POPMAIITHOHHO-KOMMYHHUKAIIMOHHBIX TEXHOJOTHSAX W HHPOPMALHOHHOM
B3aMMOJIEHCTBMM B paMKax EBpa3uiickoro 3SKOHOMHYECKOTO COH03a
(npunoxenue Ne 3 k Jlorosopy o EBpa3suiickoM SKOHOMHYECKOM COHO3E
ot 29 mas 2014 roga) u pykoBojctBysick [lonoxeHuem o eIuHON cucTeMe
HOPMAaTHUBHO-CIIPaBOYHOM HHpOpMauuu EBpa3suiickoro >SKOHOMHYECKOTO
coto3a, yrRepxieHHbIM Pemennem Kosnernu EBpasuiickoil skoHOMHYECKOH
komuccunn ot 17 HostOps 2015 r. Ne 155, Komnerus Eppasuiickoit
HPKOHOMHMYECKON KOMUCCUU pelIHaa:

1. YTBepAuTh mpuiaraeMblii HacnopT  Kiaccu@uKaropa BHIOB
BTOPHUYHBIX (MMOTPEOUTENBCKUX) YIIAKOBOK JIEKAPCTBEHHBIX CPEJICTB.

2. [lpuMeHsTh KiIacCU(pUKATOpP BUAOB BTOPHUYHBIX (IOTPEOUTEIBCKHX )
YIIAKOBOK ~ JIEKApPCTBEHHBIX  CpPelICTB  (Halee  —  KJIAcCHU(UKATOP)

B COOTBETCTBHH C YTBCPXKAECHHBIM HACTOAILUM Pemenuem ITaCIIoOpTOM.
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3. Bkmrounts KimaccupukaTop B COCTaB PECYPCOB €OHHON CHCTEMBI
HOPMATHBHO-CIIPaBOYHOM wuHopManun EBpa3suiickoro 3KOHOMHYECKOIO
COO3a.

4. YCTaHOBUTB, YTO:

KJIacCU(UKATOp TMPUMEHSETCS C JaThl BCTYIUIGHHS HACTOSIIErO
Pewienus B cuity;

UCTOJIb30BaHUE KOJOBBIX 0003HAa4YeHW Kiaccupukaropa sBIISIETCS
00s3aTeNBFHBIM [IPH pealn3alky 00IuX IpoleccoB B paMmkax EBpasuiickoro
SKOHOMMYECKOro coro3a B cepe oOpalieHus IeKapcTBEHHBIX CPEICTB.

5. Hacrosimee PemeHne BcTymaeT B CHIYy IO HCTEYEHUH

30 xaneHaapHBIX AHEH ¢ JaThl ero 0(QUIHUATILHOTO OMYOJIMKOBAHHS.

[Ipencenarens Komneru

EBpa3suiickoil 5JKOHOMUYECKOH K )I T. Capkucsn



VTBEPX/IEH

Pewenunem Konnerun
EBpasuiickoil 5KOHOMUUECKOH KOMUCCHH
ot 15 siuBapst 2019 1. Ne 6

ITACIIOPT
Kiaaccu(UKATOPAa BUI0B BTOPHYHBIX (MOTPe0HUTEIbCKIX) YIAKOBOK
JIeKAPCTBEHHBIX CPeACTB

Ne
O0o3HaueHME 1EeMEHTA Onucanue
n/m

1 2 3

1 | Koxn 046

2 | Tun 2 — knaccudukarop

3 | Haumenopanue KIaccHPUKATOp BHAOB BTOPHUHBIX

(mOTpeOHUTENBCKUX) YIIAKOBOK JIEKAPCTBEHHBIX
CpeICTB

4 | AbOpeBuarypa KBBVIJIC

5 | OBo3HaueHne EK 046-2019 (pen. 1)

6 | PexBu3uTHI aKTa O NPUHATHU Pemenue Komternn EBpazuiickoil SKOHOMHYECKOM
(YyTBEpXKIEHHH) CIIPABOYHIKA KOMMCCHH OT 20 1. Ne
(xmaccuduxaropa)

7 | JlaTa BBeZieHUS B IeHCTBHE ¢ JlaThl BCTYILIEHUS B cuiny Pemenus Komterun
(Havyajyia npuMeHeH sl ) EBpasuiickoii 5KOHOMHYECKOH KOMHCCHH
ClpaBOYHMKA (Kyiaccugukaropa) | oT 20 1. Ne

8 | PexBU3UTEI aKTa O MpEeKpaleHun | —

TIPUMEHEHHS CIIPABOYHHKA
(knaccuukaropa)
9 | Jlata OKOHYaHHSI IPUMEHEHHSI =

CIpaBouHHKA (KIaccu(HUKaTopa)




/i

O0o3HaueHue IeMeHTA

Omnucanue

2

3

10

Omnepatop (omepatopsl)

RU, MunucrepeTBo 3/ipaBooxpaneHus Poccuiickoi
Genepaunn. YII0JIHOMOUYEHHASI OPTaHH3ATIHS:
(enepanbHOE rocyapcTBEHHOE OIOKETHOE
yupexeHne «HayuHplii EHTp dKCTIepTH3BI
CPEICTB MEAULIHHCKOIO IIPHMEHEHUSA»
MunucrepcTBa 3/ipaBooxpaHenusi Poccuiickoi
Oenepanuu

11

Hazmauenune

Kiaccu(pUKaTOp MpeHA3HAYEH JIJIs IPEICTABIEHHUS
CBEJIEHUH 0 BUJAX BTOPUUHBIX (IOTPEOUTETHCKHX)
YIIaKOBOK JIEKAPCTBEHHBIX CPEJICTB C yKa3aHHEM
CBEJIEHHH 0 Marepualiax u 0COOEHHOCTIX
H3TOTOBJICHHS BTOPUYHBIX (OTPEOUTENILCKHX )
VIIaKOBOK JIEKapCTBECHHBIX CpeIACTB

(mpu HEOOXOAUMOCTH)

12

Annoranus
(obnacTb MpUMeHEeHHs )

UCIIOJIB3YeTCs IPU HOPMUPOBAHUH
IIPEe/ICTABISIEMBIX CYOBEKTaMK 00 paIeHHS
JIEKapCTBEHHBIX CPEJCTB B FOCYIapCTBEHHbBIE
OpraHbl rocyaapcTB — wieHoB EBpasuiickoro
SKOHOMHYECKOI0 COK3a JJOKYMEHTOB, B TOM YHCIIE
B 3JIEKTPOHHOM BHJIE, IPH 0(hopMIeHHH
Pe3yJIbTATOB KOHTPOIISL 00palleHns JIeKapCTBEHHLIX
IIPENaparoB, a Takxke Uil 00eceUeHHsI
UHGOPMAITMOHHOTO B3aUMOISHCTBHS

IIpU peaTu3aliy 00IIUX MPOIECCOB B paMKax
EBpazuiickoro 3K0HOMHYECKOTO COrO3a

I3

KnroueBrle ciioBa

BTOpPHUYHAS YIIAKOBKa, MOTPeOUTEbCKAs YIIAKOBKA,
BHEIIHSS YIIAKOBKA, JIEKAPCTBEHHOE CPEICTBO

14

Cdepa, B KoTOpO# peanu3yrorcs
ITOJTHOMOYHS OPIraHOB
EBpazniickoro 3K0HOMHYECKOT0
cor3a

TEXHHYECKOE PEryJIHPOBaHHE

15

Hcnonp3zoBanue Mex1yHaApOHOM
(MeXrocynapcTBEHHOH,
peruoHanLHON) KinaccupuKauu

2 — npu pa3paboTke Kraccudukaropa
MEKIyHAPOIHEIE (MEKIOCYIapCTBEHHEIE,
PErHOHAJILHBIE) KJIACCH(PHUKATOPBI U (HIIH)
CTaHJAPTHI HE IPUMEHSUTHCE




Ne
Obo3navenue sMeMeHTa Onucanue
n/m
1 2 3

16 | Hanuuue rocyiapcTBEHHBIX 2 — knaccH(hUKATOP HE HMEET aHAJIOTOB B
CIIPABOYHHKOB rocyzapcTrax — uinenax EBpaszuiickoro
(kmaccudukaTopos) 9KOHOMHYECKOTO COrO3a
rOCyJ1apCTB — YIEHOB
EBpazuiickoro s3KOHOMHYECKOTO
COI03a

17 | Metoxa cuctematuzaiun 4 — KOMOUHUPOBAHHBIH MeTO/T K1accHpUuKauu
(kaccu(pukanumn) B COOTBETCTBHH € METOJIUKOH COTJIACHO

npunoskenuto Ne 1

18 | Meroauka BeieHUS KJIACCH(HUKATOP BENETCSI B DIIEKTPOHHOM BH/IE
B COOTBETCTBHH € IOPSIIKOM COITTACHO
npunokennto No 2

19 | Crpykrypa CTPYKTYpa U peKBU3UTHEIH cocTaB KiiaccuukaTopa
(coctaB noseit k1accupukaropa, 00IaCTH UX
3HaYeHUH U npaBuia GOPMHUPOBAHHUA) HOTKHEI
COOTBETCTBOBATE OITHCAHHKY COTIACHO
npuioxeHuo No 3

20 | Crenenpb KOHOUICHIHANBHOCTH | CBeJIeHUs KIIACCH()UKATOPA OTHOCITCS K
JTaHHBIX UH(OPMAIIHH OTKPBITOTO JTOCTYIIA

21 | YcraHOBNIEHHAS NEPHOIHYHOCTE | €KEMECSUIHO
IepecMoTpa

22 | U3meHeHus —

23 | CcpUika Ha A€TANIH3HPOBAHHEIE JleTalTM3uPOBaHHEIE CBEJIEHU U3 KiTaccH(puKaTopa
CBECHHS U3 CIIPaBOYHUKA [pHUBE/ICHBI Ha HHPOPMALMOHHOM TIOpTaIe
(knaccudukaropa) EBpa3suiickoro 3KOHOMHYECKOT0 COI03a

24 | Crroco0 mpescraBieHus ony0JIMKOBaHHE HAa MH(POPMAITHOHHOM TOPTAIIE

CBEICHUH U3 CIIpaBOYHHKA
(kiaccuduraropa)

EBpazuiickoro 3KOHOMHYECKOI'0 COK3a

)SS DOKYMEHTOB




IMTPUITOXEHHME Ne 1

K [1aclopTy Kjiaccudukaropa
BUJI0B BTOPUYHBIX (TOTPEOUTENTECKHX )
YIIAKOBOK JIEKAPCTBEHHBIX CPEJICTB

METOAUKA
KjacCH(pUKANHMHE H KOTHPOBaHUS HHPOPMALHUH KIaccu(PpuKaTopa BUAOB
BTOPHYHBIX (MMOTPEOHTENbCKHX) YIAKOBOK JIeKaAPCTBEHHBIX CPEICTB

[. O01me monoxeHus

1. Hactosimas  Mertoauka  pa3pabotaHa B COOTBETCTBUM €O
CIIEAYIOLMMH aKTaMH, BXOISIIUMHU B 1paBo EBpa3uiickoro 3KOHOMHUYECKOTO
coto3a (nanee — Coroz):

Pemenne Komnernu EBpasulickoii  3KOHOMHYECKOH  KOMHCCHUHU
ot 17 nost6ps 2015 r. Ne 155 «O enuHoit cucTeMe HOPMATHBHO-CIPABOYHOMN
nHpopmanun EBpa3uiickoro 53KOHOMHYECKOI'0 COK3a»;

Pemenne Kosernn  EBpasulickodf  3KOHOMHYECKOH  KOMHMCCHH
or 25 okrsi6ps 2016 r. Ne 122 «O TeXHOJIOTMYECKHX JOKYMEHTaXx,
PErIaMEHTUPYIOIIMX HMH(POPMALMOHHOE B3aUMOJICHCTBHE TMPH peaTu3aliu
CpeACTBAMU MHTETrPUPOBAHHOW HWHPOPMAIMOHHOW CHCTEMBI BHEIIHEH
M B3aMMHOH TOpProBiu obmiero mporecca «DopMUPOBAHUE, BeACHHE
U HCIOJIb30BAaHUE €IMHOI0 peecTpa 3aperucCTPUPOBAHHBIX JIEKAPCTBEHHEIX
cpencTB EBpasuiickoro 5KOHOMUYECKOI0 COI03a,

Pemenne  Coera  EBpasuifickoil  3KOHOMHYECKOH  KOMHCCHH
or 3 Hosdps 2016 r. Ne 78 «O IlpaBunax pervcTpaiuud ¥ SKCIEPTU3HI
JIEKapCTBEHHBIX CPENCTB ISl MEAUIIMHCKOTO MTPUMEHEHHS;

Pemwenne Kosmernn  EBpasuiickodl  9KOHOMHYECKOH  KOMUCCHU
or 30 wmrona 2017 r. Ne 79 «O TpebGoBaHusx K DIEKTPOHHOMY BHIY

3asBJICHUH M JOKYMEHTOB PErMCTPAaLAOHHOIO JOChE, MPEeCTABISIEMEIX MPH
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OCYIIECTBIEHUH PETHCTPALMY U DKCIEPTH3bl JIEKAPCTBEHHBIX MpernapaTroB
JU1s1 MEAUIIMHCKOTO MMPUMEHEHUSI»;

Pemenne Kosuterun  EBpazuiicko  9KOHOMHUYECKOM  KOMHCCHHU
or 19 centssops 2017 r. Ne 121 «O0 yTBepxaeHHH MeTom0IOIMH
pa3paOoTKH, BeleHWs] M IpPUMEHEHHUs! CIIPAaBOUYHUKOB U KiaccH()HUKATOPOB,
BXOJSIIMX B COCTAaB PECYpPCOB €IMHOH CHCTEMbl HOPMAaTHBHO-CIIPABOYHOI

uHpopmauu EBpazuiickoro 53KOHOMHYECKOTO COr03ay.
II. O6nacTh npUMeHeHUs

2. Hacrosimmasa Meroanka pazpaboTaHa B IEJsIX JeTaIu3alui OUCaHUs
U ONpeJeNIeHUsl CIeUU(DUKH TPUMEHEHUsT MeTo/1a KilaccuUKauu U MeTojia
KOJMPOBAHMUs, NPUMEHSIEMBIX IIpU pazpaboTke W BeAeHUM Kiaccudukaropa
BUIOB BTOPUYHBIX ([IOTPEOUTENBCKUX) YMAKOBOK JIEKAPCTBEHHBIX CPENCTB
(manee — kiaccupuKarop).

3. Hacrosas Meroauka npruMeHsieTcsl ornepaTopoM KiaccudukaTopa
IIPH BHECEHUU B HEro CBEJEHUU O BHUJE BTOPUYHON (MOTpeOUTEThCKOI)
YIIAKOBKHM JIEKAPCTBEHHOI'O CpEJCTBA, MPUMEHSIEMOM TpU IIPOHU3BOACTBE

JIeKapCTBEHHBIX MpenaparoB, JOMYIIEHHBIX K oOpaiieHuio B paMkax Coro3a.
I1I. OcHOBHBIE TOHSATHS

4. 1na ueneit Hactoseln MeToOOUKN UCIIONB3YIOTCS TIOHATHS, KOTOPhIE
03HAYaroT CIeAYIOIIEee:

«Monu(puUKalKs BHAA BTOPHUYHOU (MOTPEOHUTENLCKOH)  YIaKOBKH
JIEKApCTBEHHOI'O0  CPENCTBa» — OINHUCAaHHWE JOMOJHUTEIBHBIX CBOHCTB
OCHOBHOI'O BHJa BTOPUYHOM (MOTPeOUTENbCKON) YIAKOBKH JIEKAPCTBEHHOIO
CpeICTBa;

«MoJu(pUKalMs MaTepuaya, WCIOIb3yeMOro Jii  U3TOTOBJIEHHS

BTOPUYHOM (MOTPeOUTENBCKON) YHAKOBKH JIEKAPCTBEHHOTO CPEJCTBA» —
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ONUCaHHE JOMOJIHUTEJIBHBIX CBOMCTB MaTepuala, CYLICCTBEHHBIX ISl
M3rOTOBJIEHUS] BTOPUYHOW (MOTPeOHUTENbCKON) YIAKOBKU JIEKAPCTBEHHOI'O
Cpe/ICTBa, B TOM YHMCJIe CIIEIUAIBHBIX TEXHOJIOrHI 00paboTkn MaTepHana;

«OCHOBHOM  BHJ  BTOPUYHOH  (IOTpeOMUTENBCKOH)  YIAKOBKH
JIEKAPCTBEHHOI'O CPEJICTBA» — BUJl BTOPUYHOM (MOTPeOUTENBCKOM) YITaKOBKH
JIEKapCTBEHHOI'O CpelicTBa Oe3 yueTra ee KOHCTPYKTHBHBIX 0COOEHHOCTEH.

Muble  noHsATHs, UCHOJAB3yeMble B Hacrosimed  Meroauke,
NPUMEHSAIOTCS B 3HAYEHUSX, OIpeleNeHHbIX akTaMud EBpasuiickoi
5KOHOMHMYECKOH KOMHCCHU B cdepe oOpalleHus JIeKapCTBEHHBIX CPEJICTB,
a TakkKe KacaloIUMMHCS CO3JaHds U Pa3BUTHI  HMHTETPUPOBAHHON

THGhOopMaIHOHHOH crcTeMbl Coro3a.
IV. Merop knaccudukanuu

5. Buapl BTOpUUYHEIX (HOTPEeOMTENBCKUX) YHAKOBOK JIEKAPCTBEHHBIX
CPEACTB KJIACCH(PHULUUPYIOTCS B COOTBETCTBUM CO CJIEAYIOIIMMHE IIPU3HAKAMMU:

a) OCHOBHOM  BHJ  BTOpPUYHOW  (HOTpPeOUTENIbCKOR)  YIIAaKOBKH
JIEKapCTBEHHOTO CPE/ICTBA;

0) Marepual, U3 KOTOPOro H3roTOBJIEHA BTOPUYHAS (TTOTPeOHTEIHLCKAs )
yIaKoBKa JIEKAPCTBEHHOT'O CPeJICTRA.

6. Kaxnas wMomumukauus BuAa BTOPUYHON (TOTPeOHTENHCKOM)
YIIAKOBKH JIEKAPCTBEHHOI'O CPeCTBA KIacCU(DHUIMPYETCS] B COOTBETCTBHH C
NpU3HAKAMHM, YKa3aHHBIMH B IIyHKTe 5 Hacrosimeld Meroguku, #
IIPEJCTaBIISIETCS B BUJIE OT/IEJIBbHOM MO3UIIMU B KlIaccu(pUKaTOpeE.

7. CBenenuss 00 OCHOBHBIX BHIAX BTOPUYHOH (TOTPEOMTETHLCKOM)
YIIAKOBKH  JIEKAPCTBEHHOI'O  CpPEACTBA  CHCTEMATH3UPYIOTCA  IIyTEM
INPUMEHEHUS TMOPSAKOBOrO MeToja Mo anpaBUTHOMY MpPHUHIHUIY MU

YKa3bIBaOTCA B COOTBETCTBUM CO CIIPAaBOYHHUKOM OCHOBHBIX BHIOB
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BTOPUYHBIX (ITOTPEOUTENILCKUX) YIAKOBOK JIEKAPCTBEHHBIX CPEICTB (aee —

CIIPABOYHUK).
8. Marepuaiisl, M3  KOTOPBIX  M3rOTaBJIMBAETCS  BTOPHYHAs
(morpeduresbekast) YIIAKOBKA JIEKapCTBEHHOTO CpeicTBa,

KIaccU(PUUUPYIOTCA 110 BHAaM M YKa3bIBalOTCS B COOTBETCTBHH C
K1accupUKaTopoM  MaTepuasioB,  HCIOJB3YEMBIX JJISI  H3rOTOBIECHHS
BTOPUYHBIX  (TIOTPEOUTENBCKUX)  YMAKOBOK  JIEKAPCTBEHHBIX  CPEACTB
(manee — KaccU(pUKATOP MaTEPHAJIOB).

9. /lns onucaHusi KOMOMHALMP MaTepUanoB, HUCIOIb3YEMBIX JIJIsi
HU3TOTOBJICHHMST OJHOM M TOW K€ YIAKOBKHM JIEKAPCTBEHHOTO CpeJCTBa,
BBOJATCSL OTJE/bHbIE IMO3ULMU Kilaccu(ukaropa MaTepuanoB, B KOTOPBIX

YKa3bIBAIOTCSI CCBUIKM HAa MaTE€PHAIIbI, BXOJSIMINE B OTY KOMOHWHAIIHIO.
V. MeTobl KoOupoBaHUsl
1. Meton konupoBaHus AJsl Kiaccu(puKaTopa MaTepraion

10. KogoBoe 00o3HaueHne maTepuana BTOPUUHOM (MOTPeOHTENLCKOM)
YIAKOBKM JIEKAPCTBEHHOr'0 cpejacTtBa (OpMHUPYETCs IMyTeM ITPHMEHEHUs
CEpPUHHO-TIOPSAZIKOBOIO METOJa C HCIOJIb30BaHMeM apabckux uudp. JnunHa
KOJIa COCTABJISIET 5 3HAKOB.

IlepBele 3 3Haka Koja Marepualia MCHONB3YIOTCS I8 00O3HAUYECHUS
Marepuana 0e3 ydera MoAM(pUKALMM MaTEpPUATIOB, MCIOJIB3YEMBIX JIJIs
M3COTOBJIEHUS! BTOPUYHOM (MOTPEOUTENIbCKOM) YMaKOBKHU JIEKapCTBEHHOTO
CpeJicTRa.

Ilocnennue 2 3HaKa Koja Marepuayia UCIOJIB3YIOTCS Uil 0003HAYEHHUs
MaTepuala ¢ ydeToM MOAUGUKAIMK MaTepHaliOB, HCIOIB3YEMBIX IS

M3rOTOBJIEHUS] BTOPUYHON (MOTPeOUTENLCKOW) YMAKOBKU JIEKAPCTBEHHOTO

CpelcTBa.
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Jnig MarepuanioB, He o0JiaarOMX JOMOJIHUTEIFHBIMU CBOMCTBAMH,
paspsabl  KoJa Marepuarna, COOTBETCTBYIOIIME HOMepYy MOIU(DUKAIINH,
0003HAYaIOTCS HYJISIMHU.

11.Tlpu  xogupoBaHMM MNO3WMIMH  KJIAacCH(HUKATOpPA MaTepUasIOB
UCIIONB3yeTcs Iar 5 it 0003HaYeHns MaTepuanoB 0e3 yyera Moau(UKaALNY
MaTepuasoB, MCIOJIB3YEMBIX TSI M3TOTOBJICHHUSI BTOPUYHON
(moTpeOuTeNnsCKOM) yHMaKOBKM JIEKApCTBEHHOrO cpejicTBa, M Imar 1 s
o0o3Ha4YeHUus] MaTepualloB € y4eToM MOAW(HUKAIMKA  MaTepHasIoB,
KCIIOJIBb3YEMBIX JUIS U3rOTOBJIEHHUS] BTOPUUHOM (MOTPeOUTENBCKOM) yITaKOBKH

JICKAPCTBCHHOI'O CpeaACTBaA.

12. lonmyctumas €MKOCTh KjiacCH(HUKAaTOpa MaTepUAJIOB COCTABIISET

99 999 no3uIUi.

PesepBHas eMKOCTh Kiaccu(UKAaTOpa MAaTEPUATIOB  COCTABJISET

99 968 mo3uIuii.

2. Metol1 kogupoBaHus JIJIsl CIIPABOYHMKA

13. Konosoe 0003HauyeHHne OCHOBHOI'O BUIA BTOPUUYHOM
(moTpeOuTENBCKON) YHNAKOBKH JIEKAPCTBEHHOrO CpejicTBa (hopMHUpyeTCs
[IyTeM MPUMEHEHHUsI IOPSIAKOBOTO METOJla C HCIOJIb30BaHUEeM apadCKux
undpp. MHmuHa kojxa coctaBisier 3 3Haka. llo3umum  cripaBouYHMKA
CUCTEMAaTU3UPYIOTCS TI0 al(paBUTHOMY ITPHHITUITY.

14. IIpu KOAMPOBaHUH TTO3UITUH CIIPABOYHHKA UCITOJIB3YETCS [iar 5.

15. JlomycTumasi eMKOCTE CIIpaBOYHHKA cocTaBiisieT 999 mo3uimii.

Pe3epBHas eMKOCTh CIIPaBOYHHMKA cOCTaBIsieT 969 mo3uiuii.
3. Mertoz KogqupoBaHus JUIs Kaccu(puKaTopa

16. Kaxgoil mno3unuu  KiaccupukaTopa IPUCBAMBaeTCs 2  KoJja:

Ki1accu(PUKALMOHHBIM U TEXHOJIOTUYECKHA.
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17. TexHonornyeckuii Koa MO3ULMK KiacCHPHUKATOpPA IIPEICTABIISAET
coboil 1mHdpoBOi KOA, KOTOpHIH (opmHupyeTcs TMyTeM IpUMEHEHHs
IIOPSIIKOBOTO METO/1a ¢ arom 1.

18. KitaccupuxkaunoHHbIH KO TIO3UITUH Kjlaccudukaropa
(opmupyeTcs ¢ HCIONIb30BaHWeM apabckux mudp. JlmuHa Koma cocTasiser
10 3HaKoB.

19. Crpyktypa xiaccu(pHUKalMOHHOTO KoAa Kiaccu(pUKaTtopa HMEET
Bum: KKKMMMMMXX, rae paspsabsl KKK cooTBeTCTBYIOT OCHOBHOMY
BUIY BTOPHYHON (IOTpeOUTENBCKOM) YMAaKOBKH JIEKAPCTBEHHOI'O CpeICTBa
10 CIPaBOYHUKY, paspsael MMMMM coOTBETCTBYIOT KOy MaTepuaia 1o
KJIacCU(UKATOPY  MarepuasioB, paspsabl XX  HCIONB3YHOTCS s
0003HaYeHUs1 MOIM(PHUKAIIMY BHIa BTOPUUHOM (TOTPEOUTENHCKON) YITAKOBKH
JIEKapCTBEHHOIO0  cpeAcTBa ©  (QOPMHUPYIOTCS  MyTeM  IPUMEHEHHS
MOPSAJKOBOTO METOJa C IaroM | ¢ y4yeToM OYepeAHOCTH BKIIIOYEHHSI
MO3UIHH B KiTaccuGuKaTop.

20. JlomycTrMas eMKOCTh Kiaccu(pUKaToOpa 1Mo KIACCU(PUKAIMOHHOMY
Komy cocraBister 9 999 999 999 nosunui, Mo TEXHOIOTHYECKOMY -
999 no3urui.

21. PezepBHasi eMKOCTb KaccH(pHUKaTOpa IO KiIacCUDUKAIIMOHHOMY
kony cocrasiuser 9 999 999 661 mnosunuro, Mo TEXHOJOTHYECKOMY —

661 mo3uiuro.




[TPUJIOXKEHHME Ne 2

K [1aCIOpTy Kiaccupukaropa
BHUJIOB BTOPUYHBIX (MOTPEOUTETHCKHIX )
YHaKOBOK JIEKAPCTBEHHBIX CPEICTB

MHOPAAOK
BeleHHsl KIaccH(PUKATOPa BUAOB BTOPHYHBIX (IIOTPeOUTEILCKHX)
YINAKOBOK JIeKAPCTBEHHbIX CPeACcTB

[. O01Me nooXeHus

1. Hacrosmuii Ilopsimok paspaboTtan B COOTBETCTBUH CO CIIETYIOIIMMU
aKTaMM, BXOJSAIIMMU B IIpaBO EBpa3uiicKOro HSKOHOMHYECKOTO COH3a
(manee — Coroz):

Pewennie Kosnerun  EBpa3zuiickoli  SKOHOMHYECKOM  KOMMCCHU
or 17 nostOpst 2015 r. Ne 155 «O enuHo#t cucTeMe HOPMATHBHO-CIIPABOYHOM
uHpopmanuu EBpazuiickoro s3KOHOMUUECKOTO COI03ay;

Pemenne Komnernn  EBpasutickoli  SKOHOMHYECKOW  KOMHCCUHU
or 25 oktsabps 2016 1. Ne 122 «O TEeXHOJOTHYECKUX JOKYMEHTaX,
periaMeHTHpYIIMX HH(QOPMALMOHHOE B3aUMOJIEHCTBUE IPH peanu3alun
CpeACTBaMU HWHTETPUPOBAHHON WH(POPMALMOHHOW CHUCTEMBI BHEIIHEW U
B3aUMHON ToproBnmu obuiero mpouecca «®DopMupoBaHue, BeneHHE W
MCIIOJIb30BAHUE €IMHOI0 peecTpa 3aperucTpUpPOBAHHBIX JIEKAPCTBEHHBIX
cpencTB EBpasuiickoro SKOHOMHUYECKOTO COH3a;

Pemenne  Coera  EBpa3zuiickoif  3KOHOMHYECKOM  KOMHCCHH
or 3 Hos0pst 2016 r. Ne 78 «O IlpaBuyiax perucrpauvii ¥ SKCIEPTH3BI
JIEKAPCTBEHHBIX CPEJICTB AJIst MEAULMHCKOTO IPUMEHEHUS»;

Pewenne Komerun  EBpa3ubickoii 3KOHOMHUYECKOM  KOMHCCHH
or 30 wmroma 2017 r. Ne 79 «O TpeOGoBaHMSIX K 3JEKTPOHHOMY BHUIY

3asiBJICHUN U AOKYMCHTOB PETHCTPAHOHHOTO HOCHE, INPEACTABIISEMBIX TPH
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OCYLIECTBIEHUU PErHCTPALMM M HKCIEPTU3bl JIEKAPCTBEHHBIX IIperaparoB
JJI1 MEIULIMHCKOTO IIPUMEHEHUSIY;

Pemenne Kosuternn  EBpa3suiickoli  IKOHOMHYECKOH  KOMMCCHH
or 19 cenrsabps 2017 r. Ne 121 «O0 yTBepkaeHHH MeTOMOJOTMH
pa3pabOTKH, BEIEHHs M IPUMEHEHUs! CIMPABOUYHHKOB M KIIACCU(DUKATOPOB,
BXOJSIIMX B COCTAaB PECypcoOB €IMHOM CHUCTEMBI HOPMATUBHO-CIIPABOYHOM

MH(popMauuu EBpa3uiickoro 53KOHOMHYECKOT0 COFO3a».
II. O6nacte NpUMeHeHHUs

2. Hacrosmuit  ITlopsmok  ompepensieT  TPOLEAYPBl  BEJIEHUs
Kinaccuukaropa  BHIOB  BTOPUYHBIX  (HOTPEOMTENBCKUX)  YIAKOBOK
JIEKapCTBEHHBIX CPENICTB (J1ajnee — KilacCuukaTop).

3. Hacrosimuit Tlopsimok mpuMeHsieTcsl TpH BHECEHHH H3MEHEHUH B

NeTalM3UpPOBaHHbIE CBEEHUS KiaccuduKaropa.
[II. OcHOBHBIE TOHATHUSI

4.1lonaTus, ucnonb3dyeMble B HactosimeM [lopsijike, MpUMEHSIIOTCS B
3HAUEHUX, olpeneneHHbIX CoralieHueM 0 eIMHbIX PUHIIMIIAX U IpaBHiIax
obpallleHuss  JIEKapCTBEHHBIX  CpPEACTB B  pamkax  EBpasuiickoro
HSKOHOMMYECKOro coro3a oT 23 nexabdbpst 2014 roga u aktamu EBpaswuiickoit
5KOHOMHUYeCKOM Komuccun (manmee — Komuccusi) B cdepe obparenus
JIEKAPCTBEHHBIX CPEJCTB, a TaKKe KacalolUMHCS CO3/IaHUSl U Pa3BUTHS

MHTErpUpOBaHHON MH(DOPMALIHOHHOM crcTemMbl Coro3a.
IV. [lpuHuune! BeeHUs Kiaccupukaropa

5. O6pekTOM KilacCH(pUKALMK  SIBJISIFOTCS  CBEIEHHSI O BTOPHYHBIX
(moTpeOUTENBCKMX)  yHAKOBKAaX  JIGKAPCTBEHHBIX  CPEACTB,  KOTOPEIE

YKa3bIBAOTCA B PETUCTPALIMOHHBIX NOCHE JIEKAPCTBECHHLIX CPEACTB.
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6. BzaumozelicTBue oneparopa kiaccuukaropa ¢ aMUHHCTPATOPOM
OCYLIECTBJISIETCST B COOTBETCTBMM € JIOTOBOPOM  MEXKJY  HHUMH
(aytee — 0roBOD).

7. OTBETCTBEHHOCTh OlepaTtopa Kiaccu(puKaTtopa U aIMHHUCTPATOpA
ollpeleIsieTesl aKTaMM, BXOASIIUMME B 11paBo Coro3a, a Takike JI0rOBOPOM.

8. IlepBuuHOe HanoaHeHHe kiaccudukaTopa BeIMOAHSIETCS | pas mocie
Berymiiennss B cuiny Pemenns Kosuteruun Epaszuiickoll SKOHOMUYECKOH
KoMuccuu oT 15 ssuBapst 2019 r. Ne 6.

9. Cpox BBINOJHEHHUST MEPOMPHUSITHH [0 MEPBUYHOMY HAIOIHEHUIO
KJ1accu(pukaTropa OIpeessieTcs: yCI0BUsAMH JJOTOBOPA.

10. CBenenuss ayiss  NEpBUYHOrO  HAMOJNHEHHUs1  Kiaccuduxaropa
MepeatoTesl ONEPaTOPOM KilacCHPUKaTOpa aAMUHUCTPATOPY B COOTBETCTBHU
¢ myHkTamu 18 — 25 nactosiero [lopsika.

11. Tlozunun xiaccudukaTopa, He UCIOJIB30BAHHBIE B TEUEHHE 5 JIET
i (OPMUPOBAHUSl CBECHHNM O PErHCTPALMOHHBIX YIOCTOBEPEHHSIX
JEKapCTBEHHBIX  IIPEnapaTroB,  BKJIIOYEHHBIX B €IUHBIM  peecTp
3apETUCTPUPOBAHHBIX JIeKapcTBeHHbIX cpeacTB Coro3a, JOMKHBEL  OBITH
OTMEUYEHbl Kak HeJelcTBytomue (C yKa3aHWeM JaThl OKOHYAHHS HX
JIeHCTBUS).

12. B cayyae oTCyTCTBUSI HEOOXOIUMBIX CBElEHUI B Kiaccudukarope
3asiBUTENb, I[ONAIOLIMNA B  YIOJIHOMOYEHHBIH opraH (opraHH3aIdio)
rocymapcrBa — uinenHa Coro3a (majee —  yNOJHOMOYEHHBIM oprad
(opranuzanusi)) 3asiBJI€HHE O BBIOJHEHHH MPOIEAYP, MPEAyCMOTPEHHEIX
ITpaBunamMu perucTpalMu M SKCIEPTU3bl JIEKApCTBEHHBIX CPEACTB IS
MEAUIMHCKOTO  INpUMEHEeHMs, yTBepxkjeHHbiMM  Pemiennem  CopeTa
EBpasuiickoil sxoHOMUYecKOi Komuccuu ot 3 HostOpst 2016 r. Ne 78, momxen
IPEeJOCTaBUTh ONMCAHME IpeiaracMoil HOBOW TMO3WIMU B CBOOOIHOM

Gopme. CpenmeHust o mpenmaraeMbIX HOBBIX IO3MIMSX IEPEAIOTCs



orneparopy Kiaccudukaropa YIOJTHOMOYEHHBIMHU opraHamu
(opranmzauusMu)  pedepeHTHOro  TrocyAapcTBa,  OCYUIECTBIISIONIUMHU
PErucTpaltio JIEKAPCTBEHHOT'O Ipernapara.

13. ObpatueHue ML, HE SBISIONMXCS YIMOJHOMOYEHHBIMH OpraHamu
(opraHu3anMsaMK), HAMpsIMylOo K OIepaTopy KiaccHpUKaTopa Mo BOIPOCY
U3MEHEHHUs [TO3ULMHI KilaccupuKaTopa He J10MyCKaeTcsl.

14. Pemmienye 0 BO3MOKHOCTH BKJIIOUEHHS, U3MEHEHUS U UCKIIIOYCHUSI
OT/JIe/IbHBIX MO3ULIMH Kiaccu(uKaTopa MPUHUMACTCS YMOJIHOMOYEHHBIMH
opranamMu (opranusauusiMu) u Komuccuei.

15. AkTyanuzauuss  cBeleHMH — kiaccudukaTtopa  BBIOJHSETCS
orepaTopoM  kiaccuukaTopa TMpPU  BBISIBJEHHH  HOBBIX  OOBEKTOB
KjaaccupuKaumu U (WIK) Npyu HEOOXOAMMOCTH U3MEHEHHS! yiKe BKIIFOUEHHBIX
B KJIaCCU(PMKATOP CBEJIEHUH He pexe | paza B Mecsil.

16. UadopmupoBanre mojb3oBareieid Kiaccupukaropa, a TakiKe
YIIOJIHOMOYEHHBIX OpPraHoB (opraHu3anuil) o0 HM3MEHEHHUSX, BHECEHHLIX B
KJIacCU(pUKATOP, OCYILIECTBISIETCSl CpelcTBAMH MH()OPMAIMOHHOTO MopTaja
Cotoza 1o akTy onmyOJIUKOBaHUS H3MEHEHHIA.

17. 3ameHeHus,  CBsI3aHHBIE € KOPPEKTUPOBKOW  HAIHMCAHUs
HaMMEHOBAHUKA  BMJOB  BTOPUYHBIX  (MOTPEOUTENBCKHUX)  YNAKOBOK
JIEKapCTBEHHBIX CPENICTB, U (WIM) WHBIE U3MEHEHHs, HE MOJpa3yMeBaroNIHe
M3MEHEHUs KOJia TIO3ULIUU BBy IEepeolipe/iesIeHUs ee KIIacCu(PUKAIHOHHEIX
MPU3HAKOB,  CYMTAIOTCS  TEXHHUYECKUMH,  BHOCSTCS  OMEpPaTopoM
Klaccupukaropa 1O  OOpallleHWIO  BBISIBUBIIErO  HECOOTBETCTBHE
YIIOJIHOMOYEHHOI'O OpraHa (OpraHu3aliu) U NepesaroTcsl aMUHUCTPATOPY
B COOTBETCTBMM C IyHKTamu 18 — 25 mactosiero Ilopsijka B TeueHwme
5 pabounx AHe# co [HS MOJy4eHus TaKkoro oOpaieHust 6€3 CormacoBaHms ¢

YIIOJIHOMOYEHHBIMU OpraHaMu (opranuzanusaMu) u Komuccuei.,
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[IpaBuna nepenauu cBeleHU OT oneparopa KiaccupukaTopa
aJIMUHUCTPATOPY

18. CBemenns W3 KinaccupukaTopa, a Takke KiaccudukaTopa
MaTEPUAJIOB, UCIOJb3YEMbIX Il M3rOTOBJICHUS YMAKOBOK JICKAPCTBEHHBIX
CpencTB (Hanee — KiIacCH(PUKATOp MATePUAIOB), U CIPABOYHUKA OCHOBHBIX
BUJIOB BTOPHYHBIX ([IOTPeOUTENBCKUX) YMAKOBOK JIEKAPCTBEHHBIX CPENICTB
(fasee — CpaBOYHHUK) MOATOTABIMBAIOTCSl OMEPATOPOM KiacCHPUKaropa u
IPeACTABIAIOTCS aIMUHUCTPATOPY B COOTBETCTBUH ¢ ONMCaHUEM CTPYKTYPEI
K1accu(ukaropa BUIOB  BTOPUYHBIX  (TIOTPEOUTENBCKUX)  YIAKOBOK
JIeKapCTBEHHBIX cpeAcTB (mpuiokeHue Ne 3 k macrnopTy Kiaccudukaropa
BUJIOB BTOPUYHBIX (IOTPeOUTENICKUX) YIMAKOBOK JIEKAPCTBEHHBIX CPENCTB,
yrBepxKaeHHoOMy Pemenuem Konnermum EBpasuiickoli  3KOHOMHYECKOM
komuccuu oT 15 suBaps 2019 r. Ne 6) (manee — Onucanue) B BUJE OJHOIO
WU HECKOJBKUX clenyromux XML-10KyMeHTOB:

a) dhai,  comepXkalMii  cBegeHWss O  BHUAAX  BTOPHYHBIX
(moTpeOUTeNbCKUX) YMAKOBOK JIEKAPCTBEHHBIX CPEICTB, (HOPMHUPYEMBIi
B COOTBETCTBUH CO CTPYKTYpOIi coryiacHo Tabnuie 1 Onucanus;

0) dails, comepykalluil cBeleHHs O MarepHaiax, UCIOJIb3YEeMBIX JIIst
M3rOTOBJICHUSI  YIIAKOBOK  JIEKAPCTBEHHBIX  CPEACTB,  (HOPMHpPYEMBIi
B COOTBETCTBUU CO CTPYKTYpPOMU coriacHo Tabnuue 2 Onucanus;

B) (paiin, conepxaimuii cBefeHUss OO0 OCHOBHBIX BHIAX BTOPHUHBIX
(MOTpeOUTENBCKUX) YMAKOBOK JIEKAPCTBEHHBIX CPENCTB, (OPMUPYEMBIi
B COOTBETCTBUHU CO CTPYKTYpPOil coryiacHo tabmuiie 3 Onucanusl.

19. @aiinel, ykazaHHble B NOJMNYHKTax «0» W «B» TMyHKTa 18
Hactosero [lopsinka, mpencTaBisAIOTCS  OMEpaTopoM  KiaaccuduraTopa
aIMUHUCTPATOPy [JS1 NEPBUUYHOTIO HAIOJHEHMsS KjacCHU(PUKATOpa, a TaKiKe
B cllydyae HaJMYusg M3MEHEHWH B  JIETAIM3UPOBAHHBIX  CBEJEHUSAX

KiIaccuukaropa, KjaccuPpuKkaTopa MaTepUaioB U CIIPAaBOYHMKA.
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20.B cnywyae pn00aBieHMs HOBBIX MO3ULMH B Kiaccudukarop,
KJIacCU(pUKATOp MaTepuasioB WM CIOPABOYHUK B  COOTBETCTBYIOLIHI
XML-10KyMeHT [0JKHBl OBITH BHECEHBI CBEJCHHUS O HOBOM MO3UIHH C
yKa3aHueM JaTbl Hayajga ee JeiictBust (0e3 ykKazaHMsi JaThl OKOHYAHMS
nericreus). [pu hopmupoBaHum cBeAeHHI 0 HOBOH IEeMCTBYIOLIEH MO3UIIUN
Kinaccudukaropa, KiaccupuKaTopa MaTepHalioB WM CIPABOYHHKA €€ KOJ
(GopMupyercst B COOTBETCTBUU € MOJIOKEHUAMH MeTOMTUKH KIacCH(DUKAL|K
M KOAMPOBaHWS HMHpOpMaLMH KilaccH(pUKAaTOpa BHAOB BTOPUYHEBIX
(MOTPeOUTENBCKUX) YIAKOBOK JIEKApPCTBEHHBIX cpejicTB (mpuitokenne Ne 1 k
nacropTy Kjlaccu()UKaTopa BHI0B BTOPUYHBIX (IOTPEOUTEIILCKHX) YITAKOBOK
JEeKapCTBEHHBIX  CpelcTB,  yTrBepKaeHHoMy  Pemennem — Kosueruu
EBpasuiickoii dkOHOMHYecKOW Komuccuu ot 15 smEBaps 2019 .
Ne 6).

s popmMupoBaHMs KOIOB MO3UIUI KiTaccuPUKaTOpa HE JOMYCKAETCs]
MCTIOJIb30BAHUE KOOB BBIBEINEHHBIX U3 JEUCTBUS MO3MLMK KiaccupuKaTopa
MaTepHaJiOB U CIIPABOYHUKA.

21.1lpn BHeceHMM UW3MEHEHHH B cBeleHUs Kiaccu(UKaTopa,
Knaccuukaropa MaTepuaroB MM chopaBouHuka B XML-gokyment
BKJIIOUAIOTCSl CBEAECHHUS O JCHCTBYIOLIEH NO3WIMU ¢ YKa3aHHEM JaThl
OKOHYaHUsl ee JACHCTBUs, a TAaKKe HOBas pelaKkiusl MO3UILHUU C yKazaHWeM
JaThl Havyasa ee JeiicTBus (06e3 yka3aHus JaThl OKOHYAHUS JCHCTBYS).

22. Ilpn He0OXONMMOCTH MCKIIIOUEHHUS CBEIEHUH M3 KiaccuukaTopa,
Knaccuukaropa MaTepuasioB WM cnpaBouHuka B XML-gokyment
BKJIIOUAIOTCS CBELEHUS O JCHCTBYIOIIEW MO3UIMK C YKa3aHHEM JaThbl
OKOHYAHMSI €€ JIeHCTBHUSI.

23. Onepatop  kjiaccu(uKaTopa  HalpaBisieT  aJMHHUCTPATOPY
OOKYMEHTHI, TIpeJyCMOTpeHHble IyHKTOM 18 Hacrosmero [lopsika,

COJACpiKalluMe aKTyaJlbHbIE Ha MOMEHT IIepeiadd JICTAJIHU3MPOBAHHLIC
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CBEIIEHHUs U3 Kiaccu(ukatopa, Kiaccupukaropa MaTepHalioB  HIIH
CMPaBOYHHKA.

24. AnMuHHMCTpaTOp  NMOATBEpIXkJaeT MOJyuYeHHe U YCHEIIHYIO
00paboOTKy CBeIEGHUI IIyTeM HampaBieHHs OIeparopy KiacCH(pHUKATopa
NPOTOKOJa 0OPadOTKHM MOTyUEHHBIX CBEICHUN Ha PyCcCKOM si3bike. B ciayuae
OTCYTCTBHS OIIMOOK aJIMUHUCTPATOP MPUHUMAET MPE/ICTABICHHEBIE CBEIECHMUS
1 obecrieunBaeT ux onyOnnKoBaHue Ha MHPpopMarEoHHOM ropraiie Corosa
He 1o3jHee 3 pabouux AHEH co HS MOJTyYeHHUSI.

25. B ciydae eciu B npoToKoie 0OpabOTKH COAEPIKUTCS OIMCAHUE
omMOOK, omnepaTop Kiaccudukaropa ycTpaHsSeT OLIMOKA W TOBTOPSET
mpolecc — Iepedadyd  JOKYMEHTOB,  COJAEpIKAIMX  CBEIEHHUS U3
KlaccupuKaropa, Kilaccu(pukaropa MaTepualoB WM  CIPABOYHHUKA,

aJIMUHUCTPATOPY.
V. Meponpustus, He0OX0AUMBIE JIJIsl BeJIleHUs Kiaccupukaropa
1. Ilepeuenb MeponpusiTUii

26. JIns  BenmeHus  KiaccHU(HUKaTOpa  peanu3ylroTCs  CIEAYIOLIHE
MEPOTPUATHSI:

a) MOArOTOBKA YIIOJIHOMOYEHHBIMHU OpraHamMu (OpraHu3alusiMK ) 3asiBKH
Ha BKJIIOYEHHE HOBBIX T[IO3UIUH WM HA BHECEHWE HW3MEHEHHUH B
Knaccuukarop,  opopmisiemod  mo  dopwme, NpeLyCMOTPEHHOM
npunoxkenueM Ne 3 xk Merononoruu pa3zpaOOTKH, BeJeHHS W NPUMEHEHHUS
CIIPAaBOYHUKOB M KJIacCH(UKATOPOB, BXOJSIIMX B COCTAB PECYPCOB €IHMHOM
CUCTEMBI HOPMAaTUBHO-CIIPABOYHOM HHGMOpMaIHN EBpazuiickoro
SKOHOMHUYECKOI0 cOr03a, yrBepkaeHHo Pemennem Konnernu EBpazmiickoii

SKOHOMHYECKOH KOMUCCHH OT 19 cenTsiOpst 2017 r. Ne 121 (manee — 3asiBka);
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0) moAroToBKa OmepaTopoM KiaccHu(pUKATOpa MpoeKTa H3MEHEHH
JETAIU3UPOBAHHBIX  CBeleHUN  Kkiaccudukaropa (namee —  MPOEKT
M3MEHEHHI) C YyUEeTOM MOCTYUBIIUX 3asBOK;

B) pacCMOTpPEHHUE MPOEKTa M3MEHEHUH YMOJTHOMOYEHHBIMH OpraHaMu
(opranmzanusmu) 1 Komuccuei;

T') yperyJupoBaHue pa3HOTIIacHiH;

1) BHECEHHE  OlepaTopoM  KiaccH(puKaTopa  H3MEHEHHH B

JACTATU3UPOBAHHBIC CBECICHH S KH&CCH(bI/IKaTOpa.

2. [loaroToBka yrnoJIHOMOUYEHHBIMH OpraHaMH
(opraHu3anusIMu) 3asiBKU

277. AHanu3 3asBlieHUll, MOJAHHBIX B COOTBETCTBUU ¢ IlpaBuiaamwu
PETUCTPAallUd U BKCIEPTU3Bl JIEKAPCTBEHHBIX CPEACTB ISl METUIIMHCKOTO
IpUMeHeHHus,  yrBepkaeHHbiMu  Pemenuem  CoBera  EBpasuiickoii
SKOHOMHYECKOH Komuccuum oT 3 Hosiops 2016 r. Ne 78, Ha mpeamer
BBISIBJICHHUSI HOBBIX OOBEKTOB KJACCU(UKAIMKU [JIs1 TeNed BKIIIOUEHHUs
CBEIEHMI O HUX B KIACCHU(PUKATOP MPOBOJUTCS YMOJHOMOUYEHHBIMH
opraHaMu (opraHu3alusMHu), KOTOPbIE YKa3aHbl B 3asBIECHUSIX B KayeCTBE
YIIOJIHOMOYEHHBIX OPraHoB (OpraHu3saiyii) pegepeHTHOTO rocyapcTBa.

28. HoBble 00BEKTH KiaccH(PUKAIMKM BKIIOYAIOTCS B 3asBKY B TOM
Cllydae, €CJIH COOTBETCTBYIOLIECE 3asiBiEHHE O BBINOJHEHUH MPOLEAyp,
npenycMoTpeHHblX IlpaBuiiamMu, ykazaHHBIMM B TyHKTe 27 HACTOSIIETO
Ilopsinka,  mpeaBaputelibHO  0400peHO  (BBINIOJHEHA  BaJHMAALlis
PEruCTPALMOHHOTO JI0ChE), HO HE IMO3/IHee UeM 3a 2 Mecsla JI0 3aBeplleHHs!
TaKUX MPOLEeayp.

29. ChopmupoBaHHasi  3asBKa  TeEpeJlaeTcs  YMOJHOMOYEHHBIMH

opraHaMu (OpraHu3alUsIMH) orepaTopy KiaccudukaTtopa eKeMecsSyHO, He

nosauee 20-ro yucja.
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3. IloaroroBka oneparopom KiaccH(pHKaTOpa MPOEKTa H3MEHEHH I
C YY€TOM MOCTYIHUBILHUX 3asIBOK

30.Ha ocHoBe noydeHHbIX OT  YMNOJHOMOYEHHBIX  OpraHOB
(opranusauuii) 3asBOK omnepaTop Kiaccupukaropa MOATOTABIMBAET MPOEKT
U3MEHEHU N B COOTBETCTBUM ¢ bopmoii, IIPENYCMOTPEHHOM
npuwioxkenueM Ne 3 k MeTonosoruu, yka3aHHOH B IyHKTe 26 HACTOSIIETO
ITopsinka.

31. Oneparop kiaccuukaropa exxeMecsuHo, He To3aHee 25-ro yuca,
HaIpasJjsieT MPOEKT U3MEHEHUH YIIOJHOMOYEHHBIM OpraHaM (OpraHu3aIism )
1 B Komuccuro odpunuanbHBIMI THCEMaMU, a TakxKe B pabodyeM MOpSAKe Ha
ajzipeca dJIEKTPOHHOM IMOYTHl KOHTAaKTHBIX JIUL], OIpPEIEJEeHHbBIX MMPOTOKOJIOM
COBEIIIaHMUs TpPeJCTaBUTENEH YIIOJHOMOUYEHHBIX OpPraHoB (OpraHu3amuii) B
cepe oOpallleHHsI JIEKAPCTBEHHBIX CPEJCTB rocyaapcte — wieHoB Corosza
(majee — coBeIlaHHWE), HA OCHOBAaHMM ITHUCEM YIMOJHOMOYEHHBIX OPraHoB
(opranuzanuit), HanpasjieHHbIX B KoMuccuro.

32. IToAroToBIEHHEIN IPOEKT U3MEHEHUI MPe/ICTaBIISIETCS] ONEePaTOPOM

KJ'[aCCH(l)HKaTopa HJ1s pPacCMOTPEHUA  YIIOJIHOMOYCHHBIMH opraHaMu

(opranmzauusivu) u Komuccueit.

4. PaccMOTpEHHUE POEKTa U3MEHEHUH YIIOJIHOMOYEHHBIMHU OpraHaMu
(opranuzauusmu) u Komuccueit

33. YnonHoMmoueHHble  opraHbl  (opranmzanuu) u  Komuccus
oOecrevynBalOT ~ pacCMOTpPEHHME  TpOeKTa  H3MEHEHHH B TeueHHe
30 xaneHmapHBIX JHEW CO THS €ro MOJy4YeHHUs MO dJIEKTPOHHOHU MouTe.

34.B ciyyae Hanuuus BO3PAXKEHUH YIOJIHOMOYEHHBIE OpraHbl
(opraHM3alyu) HANpaB/sIOT COOTBETCTBYIOUIYIO HH(MOPMAIMIO ONEPaTopy
Knaccupukaropa u B KoMmuccuio B Te4eHHe CpPOKa PAaCCMOTPEHHS MPOEKTa
U3MEHEHNH oQuIuaieHO U B pabodeM MoOpsiKe Ha ajpeca 3JIEKTPOHHOM

[NOYTHI KOHTAKTHBIX JIMI, OTIPCAC/ICHHBIX ITPOTOKOJIOM COBEIIAHH].
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35.B cinyyae ecid B TeYeHHME CpOKa pacCMOTPEHHUs IPOeKTa
U3MEHEeHUH HH(OopMalusi O HAJIWYHUK BO3PAKEHUH OT YNOJTHOMOUYEHHBIX
opraHoB (opranuzaumil) u KoMmuccum He mocTymuia, MPOEKT HM3MEHEHH
CUUTAETCS COIIAaCOBAHHBIM.

36. IToaroToBiieHHBIH ~ omepaTopoM  KiaccudukaTtopa  TPOEKT
U3MEHEHMH 110 pe3yJibTaTaM €ro pPacCMOTPEHHUs YIOJIHOMOYEHHBIMU
opraHamMu (OpraHuzalusiMH) TepeaeTcs agMUHHCTpaTopy. Ilpn Hammuuu
pa3HOIVIACHI OHM  MOJUIeKAT YpPeryJupoBaHHIO B COOTBETCTBUH C

MOJpa3AesioM 5 HACTOSIILEro pa3jena.

5. ¥YperynupoBaHue pa3HOrIacui

37. PazHornacuss B  OTHOIIEHMM OT/AEIBHBIX TO3UIHK TMPOEKTa
M3MEHeHUH KilaccuuKaTopa MoAekar yperyJIupoBaHUIO Ha COBEIIaHUH.

38. IIpoBenenre coBelIaHus B LESIX yPeryJIupOBaHUsI Pa3HOTIACHH B
OTHOIIEHHHM  OTHENIBHBIX  MO3ULMH  Kiaccudukaropa  OpraHusyercs
nenapramMeHToM Komuccnu, B KOMIIETEHLHIO KOTOPOTO BXOIST BOINPOCHI
peryiupoBaHus 00palleHusl JIeKapCTBEHHBIX cpeicTB B pamkax Coroza.

39. Konust npoTOKOJIa COBELIAHMsI HAMpapisieTcsl JenapTaMeHTOM
Komuccuu, B KOMMIETEHIMIO KOTOPOrO BXOMAST BOIPOCH PEryJIHpPOBAHUS
oOpallleHMsl JIeKapCTBEHHBIX CpefAcTB B pamkax (orosa, ormepartopy
kiaccudukaropa opuIHaIbLHO U B pabodeM MopsiJiKe Ha aJpec MIEKTPOHHOM

IIOYTHI, YKEL":ElHHbe;I B IIPOTOKOJIC COBCHIAHUSI.

6. Buecenue onepatopom kinaccudukaTopa U3MEHEHUH
B JeTAJIU3UPOBAHHbIE CBEJACHUS KaccuuKaTopa

40. Oneparop kiaccupukaropa BHOCUT M3MEHEHHUsI B KJacCH(MUKATOP
B CJIydae OTCYTCTBHS BO3PXKEHUH 110 MPOEKTY U3MEHEHUH B TEUEHHE CPoKa
ero paccMOTpeHus MO0 1o (HakTy MOJyUeHHUs: KOMTMU MPOTOKOJIA COBEIIaHMS,

(uKcHpyroIIero yperyaupoBaHie pa3HorIacHi.
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41. Oneparop KjgaccudukaTopa B COOTBETCTBUU e
nyHkramu 18 — 25 Hactosmero Ilopsinka mnpencraBisieT agMHHUCTPATOPY
CBeJIeHHss 00 M3MEHEHHUsX, BHECeHHBIX B  Kkiaccudukarop, s
onyOIuKoBaHMs Ha HHpopManuoHHOM mopraine Cor3a B TedeHHE
10 pabounx jHel co [HS OKOHYAHHMS CpPOKa pAcCMOTPEHHs IPOeKTa
M3MEHEHUH WM B TedeHHe 5 pabouyux JAHeH ¢ JaThl MOJYyYeHHS II0
SJIEKTPOHHOM  I10YT€ KOINMHM TMPOTOKOJA COBEIIAHHUs, (DUKCHUPYIOIIEro
yperyJinupoBaHKie pa3HOTIacHii.

42. PesynbratoMm BBITIOJIHEHUSI MEpPONPUSTHI SIBJISIETCS
aKTyaJu3UPOBAHHBIN KJ1accu(pUKaTop, OIyOJIMKOBaHHBIN Ha

uH(popmamonHoM noptaie Corosa.




ITPUJIOXKEHHME Ne 3

K [acrnopry Kjiaccupukaropa
BUJIOB BTOPUUYHBIX (IOTPEOUTENIbCKHIX )
YIIaKOBOK JIEKAPCTBEHHBIX CPEJICTB

OIMNCAHHUE
CTPYKTYPBI KJIacCH(PHKATOPA BUAOB BTOPHYHBLIX (OTPeOUTENbCKHX)
YHAKOBOK JIeKAPCTBEHHBIX CPEACTB

1. Hacrosimee OnucaHue ycTaHaBIUBaeT TPeOOBaHUS K CTPYKType
Kl1accu(pUKaTopa BHIOB  BTOPUYHBIX  (MOTPEOUTENBCKUX)  YIIAKOBOK
JIEKapCTBEHHBIX CPEACTB (Hanee — Kilaccu(GUKaTop), B TOM YHCIIE OIPeIeIseT
PEKBHU3UTHBIA COCTaB U CTPYKTYpY Kiaccudukaropa, 0o0JaCTH 3HAYECHHI
PEKBU3UTOB U IIpaBuiia UX GOPMUPOBAHHSI.

2.CrpykTypa M PpeKBM3UTHBIH cocTaB Kiaccu(ukaTopa BHJIOB
BTOPUYHBIX (IOTPEOUTENBCKUX) YIIAKOBOK JIEKAPCTBEHHBIX CPEJICTB, a TAKKE
ki1accudukaropa  MaTepuajoB,  HCIOJb3YEeMBIX  JUII  HM3TOTOBJIEHHUS
BTOPUYHBIX (IOTPEOUTENBCKUX) YMAKOBOK JIEKAPCTBEHHBIX CPEACTB, H
CIIPaBOYHMKA OCHOBHBIX BHIOB BTOPUYHBIX (TMOTPEOUTENLCKUX) YITAKOBOK
JIEKapCTBEHHBIX CPEACTB MpUBeAeHbl B Tabimmmax 1 — 3, B KOTOPEHIX
(popMupyroTes caeayrouue noJs (rpadui):

«00acTh 3HAYEHHs] PEKBU3UTA» — TEKCT, MOSICHSIOMMNA CMBICIT
(ceMaHTHKY) DJIEMEHTa;

«npaBuiia GOpMHUPOBAHUS 3HAUSHHS] PEKBU3UTA» — TEKCT, YTOUHSIFOIIMH
Ha3HAa4YeHWe DJIEMEHTa, OIpede/Ioluid  npaBwia ero GopMHPOBAHHS
(3armoHeHus), UK CJIOBECHOE OMHMCAHNE BO3MOYKHBIX 3HAUEHUN dIIEMEHTA;

«MH.» — MHO>ECTBEHHOCTB PEKBU3UTA: 00s3aTeNbHOCTD
(ONIMOHANBHOCTD) U KOJMUYECTBO BO3MOMKHBIX MIOBTOPEHUH PEKBU3HTA.

3. /111 yKka3aHWsT MHOMKECTBEHHOCTH pPEKBH3UTOB TI€pe/aBaeMbIX

JTAHHBIX UCTIOIB3YIOTCS CIIEIYIOIIHe 0003HAUEHHS:
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1 — pexkBH3UT 00s13aTENIeH, MTOBTOPEHHS HE TOMYCKAFOTCS,

N — PEeKBU3UT 00si3aTesieH, T0/DKeH MOBTOPSATHECS n pa3 (n > 1);

1..* — pexkBHU3UT 00s13aTENEH, MOKET MTOBTOPSATHCS 03 OrpaHUYEHHUIA;

n..* — peKBU3UT 00s3aTeleH, OJIKeH IOBTOPSAThCS HE MeHee n pas
(n>1);

N..m — PeKBU3UT 00s3aTeNeH, JOJDKEH MOBTOPSTHLCS HE MeHee N pa3
He Oosiee m pasz (n > 1, m > n);

0..1 — pexkBU3WUT ONLMOHAJIEH, MOBTOPEHHUS HE JOIYCKAIOTCH;

0..* — peKBU3UT ONMLUOHAJIEH, MOKET MOBTOPSTLCS 0€3 OrpaHUYEHHU;

0.m — pEeKBU3UT ONLUOHAJIEH, MOXET IOBTOPSTLCS He Oosiee m pa3s
(m>1).
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