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«0 nepeyHe aTanos (CTaanin) NPOM3BOACTBA NIEKAPCTBEHHbIX CPEACTB»

NMpumeyaHue

Hayvano gencrteusa pokyMeHTta —12.10.2018. B cOOTBETCTBUU C MYHKTOM 4
OaHHbIA OOKYMEHT BCTYMNaeT B CUy No nctedeHmnn 30 KaneHgapHbIX AHeW ¢ gathl
odunumanbHoro onybnmkoBaHus (pasMeleH Ha odpuumanbHoM cante EASC
http://www.eaeunion.org/ - 12.09.2018).

KONMErnMa EBPA3NNCKON 9KOHOMUYECKOM KOMUNCCUU

PELWWEHWUE

oT 7 ceHTAabpa 2018 r. N2 149

O NEPEYHE
9TAMNOB (CTAOQMIA) NPON3BOACTBA JIEKAPCTBEHHbIX CPEACTB

B cooTtBeTcTBUM cO cTaTben 30 floroBopa 0 EBpa3aMinckoM 3KOHOMUYECKOM COolo3e OT
29 man 2014 ropa, nyHkTaMu 4 u 7 NMpotokona 06 nHpopMaLUOHHO-
KOMMYHUKaLMOHHbBIX TEXHONMOrnsxX u UHGopMaLMOHHOM B3aMMOAENCTBUM B paMKax
EBpa3uninckoro akoHoMmM4yeckoro coiosa (npunoxxeHune Ne 3 k [lorosopy

o EBpa3nincKoM aKOHOMUYECKOM colo3e oT 29 Masi 2014 rona) U pyKOBOACTBYSICb
MNonoxxeHnem 0 eauHON cUCTeMe HoOpMaTUBHO-CNpPaBoOYHON HPOpMaL UK
EBpa3ninckoro aKOHOMMYECKOro coio3a, yTBep>XaeHHbIM PelueHeM Konneruu
EBpa3uninckomn aKOHOMUYECKoi KomMuccum ot 17 Hos6psa 2015 r. N2 155, Konnerus
EBpa3ninckomn aKOHOMUYECKOI KOMUCCUU pelunna:


http://www.eaeunion.org/
https://bukva.ai/docs/dogovor-o-evraziyskom-ekonomicheskom-soyuze/statya-30#p100298
https://bukva.ai/docs/dogovor-o-evraziyskom-ekonomicheskom-soyuze/statya-118#p101785
https://bukva.ai/docs/dogovor-o-evraziyskom-ekonomicheskom-soyuze/statya-118#p101809
https://bukva.ai/docs/reshenie-155-2015#p100076

1. YTBEpauUTb NpuUnaraeMblii nepeyeHb 3aTanos (CTaauin) NponsBoacTea
neKapcTBeHHbIX CPeAcTB (fanee — nepeyeHb).

2. BKJIOYUTb NepeyeHb B COCTaB PecypCcoB efnUHO CUCTEMbl HOPMATUBHO-
cnpaBoyYHoli MH$opMaLumn EBpasmnitckoro 3KOHOMUUYECKOo COolo3a.

3. YCTaHOBUTD, YTO:

a) NacrnopT nepeyHs NPMMEHSIETCA C AaTbl BCTYNNIeHUS HacTosLero PelueHus
B CUNY;

6) ucnonb3oBaHUe KOAOBbIX 0603HaUYeHUIN NepeyHs ABNseTcs obsi3aTeNbHbIM NpuU
peanusauum o6LMX NpoLeccoB B paMKax EBpa3niickoro 3KOHOMUYECKOro colo3sa
B cdhepe obpalleHUsi NeKapCTBEHHbIX CPeAcTB.

4. HacTtosiwee PelieHure BCTynaeT B cuy No uctedeHuun 30 KaneHpaapHbIX gHeil
C paTbl ero opuLMnanbLHOro ony6IMKoBaHus.

Mpepcepatenb Konneruu
EBpasnMincKkomn aKOHOMUYECKON KOMUCCUU
T.CAPKUCSHAH

YTBepxaeH PeweHnem Konnernm EBpasmnckon akKoHOMUYECKON KOMUccum ot 7
ceHTabps 2018 . N2 149

NEPEYEHb 3TAMNOB (CTAOMUI) NPOU3BOACTBA JIEKAPCTBEHHbIX
CPEACTB

|. JeTanusunpoBaHHble CBeAeHUS NepeyHs

Kop atana HaumMeHoBaHve aTana (cTagum)

(cTagun)

05 Bbinyckatowmim KOHTPOsb KavyecTBa

10 KoHTponb KayecTBa NekapcTBEHHOro npenapara

15 KoHTponb KavyecTBa HepacdacoBaHHOro (6asnk) nponykrta

20 MpounssoanTens (BCe CTaamu, BKOYas BbiMyCKaloOLWWA KOHTPOSb
KayecTBa)

25 MpounssoouTens (rotoBas nekapcTeBeHHas ¢opma)



Kop atana

(cTtapgun)
30
35
40
60
75

99

HaumeHoBaHue 3Tana (ctagun)

MpounssoanTenb (MPOMeXYTOUYHble CTaauM NPON3BOACTBA)

MponsBoanTenb pacTBOPUTENS

MpounssoanTens GpapMaLeBTUYECKOMN CybCTaHLNM

YnakoBLWMUK (BTOPUYHas yrnakoBKa)

®dacoBLKK (NepBUYHAN ynaKkoBKa)

Opyroe

I. MacnopT nepeyHs

N2 n/
n

0603Ha4YeHNe 3fieMeHTa

2
Kon
Tvin

HanmMeHoBaHMe

Ab6peBuaTtypa
O6o3HaueHune

PekBM3UTbI akTa O NPUHATUMU
(yTBEPXOEHUN)
crnpaBoYHMKa
(knaccuoukaTopa)

[aTa BBEOEHUA B OenNcTBme
(Hayana NnpUMeHeHns)
CnpaBOYHMKa
(knaccuoukaTopa)

PekBM3NTLI aKkTa

O npekpaLLeHnn
NPUMEHEHNS CNPaBOYHUKA
(knaccuoukaTopa)

OnucaHve

3
018
1 — cnpaBoOYHUK

nepeyeHb 3Tanoe (CTagMi) NPOM3BOACTBA
NeKapCTBEHHbIX CpeacTB

nacnnc
EC 018-2018 (peq. 1)

PeweHnne Konnermn EBpasninckon aKOHOMUYECKOM
KoOMUccum ot 7 ceHTabpsa 2018 . N2 149

C paTbl BCTyrnieHnsa B cuny PeweHuna Konnerum
EBpasnimnckon aKOHOMUYECKOW KOMUCCUU OT 7
ceHTaAbpsa 2018 r. N2 149



N2 n/

10

11

12

13

14

15

16

0603Ha4YeHNe 3fieMeHTa

[laTa OKOH4YaHuA
NPUMEHEHNS CNPaBOYHUKA
(knaccuoukaTopa)

OnepaTop (onepatopsbl)

Ha3HauyeHune

AHHOTaumMs (obnacTb
npUMeHeHuns)

KntoyeBble cnoBa

Cdepa, B KOTOPOW
peannayloTcsa NoNHOMO4YNSA
opraHoB EBpasuninckoro
9KOHOMMYECKOIO COoto3a

Mcnonb3oBaHue
MeXayHapoaHoM
(MexrocynapcTBEHHOWN,
pernoHanbHom)
Knaccunukauum

Hannune rocygapcTBeHHbIX
CMpaBOYHMKOB
(knaccuopukaTopoB)
rocynapcTs — YIEHOB
EBpasunnckoro
3KOHOMMYECKOIo COolo3a

OnucaHue

RU, MnHmncTepcTBO 30paBooxpaHeHmnsa Poccuimmckon
depepaumun. YNonHOMoOYEHHAA opraHn3auns:
OIbY «Hay4uHbIN LEHTP 9KCNepPTU3bl CPEACTB
MEONLNHCKOrO MPUMEHEHUS»

nepevyeHb NpeaHasHa4yeH onas cucteMatTmsaumm
CBeOEeHMUI O CTEMNEHUN y4acTus B NPOM3BOACTBE
NEKapPCTBEHHbIX CPeacTB PasnYHbIX
NPOM3BOACTBEHHbIX MOLLAA0K, a TaKXe 06 aTanax
(cTapguMax) Npov3BOACTBaA JIeKapPCTBEHHbIX CPEACTB,
BbINOIHAEMbIX UMW

MCnonb3yeTcs npm GopMmnpoBaHum
npeacTaBnaeMbolx cybbekTaMu obpalleHms
NEeKapCTBEHHbIX CPencTB B rocyAapCcTBEHHbIE
OpraHbl rocyfapcTB — 4neHoB EBpasniickoro
9KOHOMMYECKOrO COl03a JOKYMEHTOB, B TOM Ynche
B 9/IEKTPOHHOM BUAE, a TakxXe ansa obecrneyeHms
MHDOPMALMOHHOIo B3aMMOLENCTBUS NMpU
peanusauunm obLwmx NpoLLECCOB B paMKax
EBpa3mMinckoro aKOHOMMYECKOro colo3a

npomn3BoACTBO JIeKapCTBEHHbIX CpencTB, aTar,
cTtagua, npon3sBoACTBEHHadA niaowankKa

TexXHMYeckoe perynmpoBaHme

2 — npwu pa3paboTKe cripaBoOYHMKA MeXOYHapoaHble
(MexkrocynapCTBEHHbIE, pernoHanbHbIe)
KnaccuoukaTopsbl U (MNIN) CTaHOAPTbI HE
MPUMEHANNCH

2 — CnpaBOYHUK HE MMeeT aHaloros
B rocygapcrtBax — 4vneHax EBpaSI/Il‘/]CKOFO
OKOHOMMYECKOIo COo3a



N2 n/

17

18

19

20

21

22

23

24

I1l. OnncaHue CTPYKTYpbl NepeyYHsa

0603Ha4YeHNe 3fieMeHTa

MeTop cuctemaTmsaunm
(knaccuopukaumnm)

MeToanka BegeHus

CTpykTypa

CrteneHb
KOHPUOeHUManbHOCTU
OaHHbIX

YcTaHoOBNEeHHas
nepnognyHoOCTb
nepecMoTpa

N3MeHeHns

Ccbifika Ha
OeTannsnpoBaHHbIe

cBegeHna n3 crnpaBo4vyHMKa

(knaccudwmkartopa)

Cnocob npepncraBneHuns

CBeOEeHNN N3 crpaBoOYHUKA

(knaccuoukaTopa)

OnucaHue

1 — NnopsaAaKoBbIM MeTof cMcTeMaTuU3auum

1 — yeHTpanmMaoBaHHaa METOOMKA BEAEHMS.
Hob6aBneHune, UaMeHeHne Unun UCKtYeHne
3HAYEHMIN CNPaBOYHKMKA BbIMOIHAETCHA ONEPaATOPOM
B COOTBETCTBUM C aKTOM EBpasumimnckon
3KOHOMMYECKOM KOMUCCUN. B cnyyae ncknoyeHuns
3Ha4YEeHMA 3aNnCb CNpaBOYHMKA OTMeYaeTCs Kak
HeOencTByoLada ¢ 0aTbl UICKJIIOYEHUSA C YKa3aHNEM
akTa EBpa3nMmncKom aKOHOMNYECKOM KOMUCCUMN,
pPEernaMeHTMpYIoLWEro OKOHYaHe OenCcTBMA 3anmcum
crnpaBoYHMKa. Koabl 3anmcen nepeyHs aBnsatoTcs
YHWKanbHbIMK, MOBTOPHOE MUCMOSIb30BaHME KOOO0B
3anmcen NepeYHs, B TOM YNCIE€ HEQENCTBYIOLWMX, HE
JornyckaeTcs

MHbopMaLMa O CTPYKTYpe NepeyHs (CoCcTaB nonemn
nepeyHs, obnacTu nx sHa4YeHUn U Npasuna
dopMumpoBaHuA) npuseneHa B pasgene lll
HaCcTOALLEro NnepeYHs

CBeOeHM s N3 CrpaBoYHNKa OTHOCATCS
K MHOPMaLMM OTKPBLITOro gocTyna

He yCTaHOBJieHa

LEeTann3npoBaHHbIe CBEOEHUA U3 CNPaBOYHMKA
npuBeneHsl B pasaene | HacTosWero nepeyHs

ony6nvKoBaHne Ha MHGOPMALIMOHHOM nopTane
EBpasninckoro aKOHOMMUYECKOro coto3a

1. HacToswwumn pasgen yctaHaBnuBaeT TpeboBaHUS K CTPYKTYpPE NEPEYHS, B TOM

Yncne onpependaeT peKBM3VITHbIl7I COCTaB CTPYKTYpPbI NepeyHA, o6nacTn X 3Ha4YEHUN



1 npaBuna GopMmnpoBaHms.

2. CTpyKTYypa 1 pPeKBMU3NTHbLIN COCTaB NepeyHda npuBeneHbl B Tabnuue, B KOTOpou
dopmMupytoTca cnepyowme nona (rpadobl):

«061acTb 3HAYEHUA PEKBU3NTA» — TEKCT, MOACHSIOWMIN CMbICN (CEMaHTUKY)
3NEMEHTa;

«npaBuna GoOpPMUPOBaHNS 3HAYEHUS PEKBU3UTA» — TEKCT, YTOUYHSAIOLLNIN Ha3HaYeHne
afieMeHTa 1 onpeaensaowmnii npasuna ero GopMMPoOBaHUS (3anofTHEHUS), UK
CNOBECHOE OMMCaHne BO3MOXHbIX 3HAYEHWUIN 3NIEMEHTa;

«&MH.» — MHO>XX€CTBEHHOCTb PEKBU3NUTOB (O6F|3aTeJ'IbHOCTb (onuMoHanbHOCTb)
N KONMNM4eCTBO BO3MOXKXHbIX I'IOBTOpeHVIﬂ pekBn3nTa).

3. [1na ykazaHUsa MHOXECTBEHHOCTU PEKBU3UTOB NnepenaBaeMbiX OaHHbIX
MCronb3yloTCd cneayuine o0603HaveHuns:

1 — pekBU3NT ob6A3aTeneH, NOBTOPEHUA He AOMYyCKaloTCS;
N — PeKBU3UT obA3aTeNieH, JO/KEH NOBTOPATLCA N pas3 (n > 1);
1..* — pekBU3NT ob6A3aTeNIeH, MOXET NOBTOPATLCA 6€3 OrpaHnyeHun;
n..* — PeKBU3NT obA3aTeNeH, NO/MKEH NOBTOPATLCA HE MeHee n pas (n > 1);

N..m — peKBM3NT obasaTeneH, JOMKEH NOBTOPATLCH HE MeHee N pa3 1 He 6onee m
pa3 (n>1, m>n);

0.1- PEKBU3NUT ONnumnoHasieH, NoBTOPEHNA HE OOMNYyCKaloTCA,

0..* — peKBU3UT ONuUUOHaNEH, MOXET NOBTOPATbCA 6e3 orpaHnyeHmnn; 0..m —
PEKBU3UT ONUMOHAaNeH, MOXXeT NOBTOPATLCA He 6onee m pas (m > 1).

Tabnuua

CTpyKTYypa 1 peKBU3NTHbIN COCTaB NepeyHs

HanMeHoBaHWe pekBU3nTa Ob6nacTb 3Ha4YeHus MpaBunna popmMupoBaHnd MH.
pekBu3nTa 3Ha4YeHUda peKBN3nNTa

1. Bup atana (ctagumn) onpependeTcs ornpenensaiTcd 1..*

rMpon3BoOACTBa ob6nacTsMu 3HaYEeHUN npasunamm

NeKapCTBEHHbIX CPencTB BJTOXXEHHbIX dopmMupoBaHma

PEKBU3NTOB BJTOXXE€HHbIX PEKBU3NTOB



1.1. Kop Bunpa atana
(cTagumn) npoussBoacTBa
neKapCcTBEHHbIX CPencTB

1.2. HauMeHoBaHKMe BUAa
aTana (ctagun)
npon3BoaCcTBa
NeKapCTBEHHbIX CPencTB

1.3. CBepeHuns o 3anmcu
crnpaBoYyHMKa
(knaccuoukaTopa)

1.3.1. JaTta Ha4ana
nencTteus

1.3.2. CBepeHuns o6
akTe,
pernamMeHTUpyoLweM
Ha4yano nencTeuns
3anmcu cnpaBoYHUKa
(knaccuoukartopa)

*.1. Bupg akTa

*.2. HoMep aKkTa

*.3. JaTa aKTa

HOpMann3oBaHHas
CTpOKa CMMBOJIOB.
LLa6noH: \d{2}

CTpOKa CMMBOJIOB.
MwH. gnuHa: 1.
Makc. nnnHa: 500

onpependeTcs

obnacTtaMm 3aHavYeHum

BNOXKEHHbIX
PEKBU3NTOB

0603Ha4vYeHmne gaThl
B COOTBETCTBUM

¢ FOCT MUCO 8601-
2001 B popmMaTe
YYYY-MM-DD

onpependaeTca

obnacTaMm 3HauYeHnm

BNOXEHHbIX
PEKBU3NTOB

HOpMannsoBaHHas
CTpOKa CMMBOJIOB.
LLa6noH: \d{5}

CTpOKa CMMBOJIOB.
MwH. gnuHa: 1.
Makc. gnuHa: 50

0603Ha4vYeHmne gaThl
B COOTBETCTBUM

¢ FOCT MUCO 8601-
2001 B popmMaTe
YYYY-MM-DD

KofoBoe 0603HayeHne
dopmMupyeTcs

C UCNOJIb30BaHNEM
nopsaaKoBOro MetToa
KOOMPOBaHUSA C LWarom
KoOupoBaHU4A, paBHbIM 5

dopmMupyeTcs B BUIE
CNoBOCOYETaHNA Ha
PYCCKOM 5A3blke

onpenensaTcs
npasuiamMm
dopMmMpoBaHuA
BJTOXEHHbIX PEKBU3NTOB

COOTBETCTBYET faTe
Hayana OencTeus,
YKa3aHHOW B aKTe opraHa
EBpasuiickoro
3KOHOMWYECKOrO COl03a

onpepensaTcs
npasunamm
dopMunpoBaHmna
BIOXEHHbIX PEKBU3NTOB

KogoBoe 0603HauYeHne
aKTa B COOTBETCTBUM

C KnaccudunkaTopom
BMOOB HOPMAaTUBHbIX
NpaBOBbIX aKTOB
MeXK[yHapOoaHOoro rnpasa

COOTBETCTBYET HOMeEpY
aKTa opraHa
EBpasunnckoro
39KOHOMMYECKOro Colo3a

COOTBETCTBYET faTe
NPUHATUA aKTa opraHa
EBpasunnckoro
3KOHOMWYECKOro COl03a



1.3.3. OaTa o603Ha4veHne gaThbl COOTBETCTBYeT AaTe

OKOHYaHUA OENCTBUA B COOTBETCTBUM OKOHYaHMA OencTeug,
c NOCT NCO 8601- YKa3aHHOW B aKTe opraHa
2001 B popmMaTe EBpasunnckoro
YYYY-MM-DD 3KOHOMMYECKOro cot3sa
1.3.4. CBepeHusa o6 onpepensaeTcs ornpegensaeTcsd npasunamm
aKkTe, ob6nacTaMmM 3HaYEHNI dopMmnpoBaHus
pernamMeHTUpyIoLEM BJTOXKEHHbIX BNTOXXEHHbIX PEKBU3NTOB

OKOHYaHue oencTeus PEKBU3NTOB
3anncu cnpaBoYHUKa

(knaccuopwukaTopa)
*.1. Bup akTa HopManunsoBaHHas KogoBoe 0603HaveHue
CTpOKa CMMBOJIOB. aKTa B COOTBETCTBUMA
LLlabnoH: \d{5} C KnaccmpukaTopom
BWOOB HOPMaTUBHbIX
NpaBOBbIX aKTOB
MeXayHapogHoro npaea
*.2. HoMep akTa CTpOKa CMMBOJIOB. COOTBETCTBYET HOMEPY
MuH. onuHa: 1. aKTa opraHa
Makc. onuHa: 50 EBpasunrickoro
9KOHOMMYECKOrO COolo3a
*.3. NaTta aKTa o603Ha4veHne gathbl COOTBETCTBYeT AaTe
B COOTBETCTBUM NPUHATMA aKTa opraHa
¢ FOCT UCO 8601- EBpasunnckoro
2001 B popmarTe 3KOHOMMYECKOro cotsa

YYYY-MM-DD



