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Ctpanuua 1

KOJINMErnda EBPASUMMCKOUN 9KOHOMUYECKOU KOMUCCUA
PELUEHUE
oT 7 ceHTAOpAa 2018 roma N 150
O knaccudukaTope eguHUL U3MepeHUsi AO3UPOBKU U KOHLIEHTPaLUUn eCTBYOLWMNX BELeCTB B
CcoCTaBe JileKapCTBEeHHbLIX npenapartoB
B cooTtBetcTBUM cO cTaTbei 30 [JoroBopa 0 EBpasninckom akoHoMMYeckom cotose oT 29 masa 2014 roga, nyHkTamm 4
n 7 lMNpoTtokona o6 nHopmMaLMOHHO-KOMMYHUKALWMOHHBIX TEXHOMNOMMAX U MHPOPMaLVMOHHOM B3aMMOAENCTBUMN B pamMKax
EBpasuiickoro akoHommyeckoro cotosa (npunoxenne N 3 k ykazaHHoMy [1OroBopy) M pyKOBOACTBYsiCb [lonoxeHvnem o
€0MHON CcuUCTEME HOPMaTUBHO-CNPaBOYHON WHopMauun EBpasnicKoro 9KOHOMWYECKOTO COH3a, YTBEPKAEHHbLIM
Pewenvem Konnerun EBpasuiickort akoHoMuyeckon komuccum ot 17 Hosiops 2015 . N 155, Konnerna EBpa3swuiickon
3KOHOMMWYECKON KOMUCCUU
pewuna:
1. YTBepauTb npunaraembli KnaccuguKkaTop eOuHWUL M3MEPEHMS LO3UPOBKU M KOHLEHTpauum OEeNCTBYHOLLMX
BeELLLeCTB B COCTaBe lekapCTBEHHbIX NMpenapaTtoB (ganee - knaccudukarop).
2. Bknouutb Kknaccudmkatop B COCTaB PeCcypcoB €4UHON CUCTEMbl HOPMaTUBHO-CMNPaBOYHOW WMHGopMauum
EBpasnickoro 9kKoHOMMYECKOro coto3sa.
3. YcTaHoBUTb, YTO:
a) knaccudukaTop NPMMEHSIETCH C AaTbl BCTYNNEHUs HacTosAwero PelueHust B cuny;
©) ucnonb3oBaHMe KOOOBbIX 0BO3HaYeHUM KraccudukaTopa SBMASETCA obs3aTenbHbIM Npy peanusaumn obLymx
npoweccoB B cdepe obpalleHns NekapCTBEHHbIX CPEACTB.
4. Hactoswee Pewwenve BcTynaer B cuny no uctedeHun 30 kaneHOgapHbIX OHEN C AaTtbl €ro odomumansHOro
onyo6nuKoBaHus.
Mpeacenarenb
Konnervm EBpasuiickon
3KOHOMUYECKON KOMUCCUU
T.CapkucsH
YTBEP>XOEH
Pewenvem Konneruu
EBpasuiickon 3KOHOMUYECKON KOMUCCUN
oT 7 ceHTs6psa 2018 roga N 150
KnaccuchKaTop eaAnHnY namepeHuns AO3NPOBKUN U KOHUEeHTpauunmn AeﬁCTByIOUJMX BelleCTB B
cocTaBe fieKapCTBEeHHbIX NpenapaToB
l. ,U,eTanVI3MpOBaHHbIe cBegeHus Knaccm*)MKaTopa eAUHNL naMmepeHns oO3NPOBKUN U
KOHLUeHTpauumn AEVICTByI-OLIJ,VIX BelleCcTB B COCTaBe NIeKapCTBeHHbLIX npenapatoB

Kop eguHu, Obo3HaveHve eanHnL, HanmeHoBaHne egnHu, YHUMUMPOBaHHbIN MpusHak
n3MepeHns n3mepeHust N3MepeHUs JO3MPOBKM U KoL, eqVHNLbI NPOU3BOSIbHON
A03UPOBKM 1 A03UPOBKM 1 KOHLeHTpauum namepeHus (UCUM) eavHULbI
KOHLIEHTpaLmm KOHLIEHTpaLmm
EouvHnubl, BKITHOYEHHbIE B MexXrocygapCTBEHHbIN KnaccudmkaTop eauHiy, namepenns n cdeta (MK 002-97)
028 OE onTudeckasa eguHuLa
051 KB.CM KBagpaTHbIN CaHTUMETP CT2
111 MI MUNUANTP mL
112 n nutp L
161 Mr MUnAaMrpamMm mg
163 r rpamm g
164 MKr MUKpOrpamm ug
166 Kr Kurorpamm kg
271 o KOy Nb J
273 KX KMNoaxoynb kJ
302 "Bk rurabekkepenb GBq
303 Kbk kunobekkepenb kBq
307 MBk merabekkepenb MBq
320 MOfb MOfb mol
323 Bk Gekkepernb Bq
796 wT LTyKa
BHecncTeMHble manyeckmne eguH1L bl N3MepeHnst
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001 Hr HaHorpamm ng
002 MK MUKPOSNNTP uL
003 HN HaHONUTP nL
004 Pa pesepdopa
005 Mp rpen Gy
006 pag pag RAD
007 KKan Kunokanopus kcal
008 MMOfb MUNIUMOSb mmol
009 MKMOJb MUWKPOMOJ1b umol
010 HMOJIb HaHOMOIb nmol
O11 Ocm OCMOIb osm
012 MOcm MWINIMOCMONb mosm
744 % npoLeHT %
014 %, m NPOLEHT MacCoBbIN
015 %, vol NPOLIEHT 0ObEMHbIN Y%{vol}
016 Kannsi Kannsi [drp]
O17 gons aons
018 Josa Josa
019 KrneTka KneTka {Cells}
020 MITH KINEeTOoK MITH KIETOK
021 MITpA KNeTokK MITPA KINeTokK
022 cnopa cnopa
023 Mrpa criop MITpA crop
024 r/mn rpaMm Ha MUNNUNUTP g/mL
025 mr/mn MUNUrpamMM Ha MANNUIUTP mg/mL
026 MKT/ M5 MWKPOrpaMM Ha MUINITAINTP ug/mL
0oz27 MKT/MKI MWKPOrpaMM Ha MUKPONUTP ug/uL
028 mr/r MUNNUrpamMm Ha rpamm mg/g
029 MKT/T MUKpOrpaMM Ha rpamm ug/g
030 MKT/MF MWKpOrpaMm Ha MUIITMrpamMm ug/mg
031 MMOIb/N MWINNIUMOSTb Ha NUTP mmol/L
Mpon3BornbHbIE EANHULLBI U3MEPEHMS
AO01 [03a 1U3ny4veHns KOIM4ecTBO 1
cpenHeadHeKTUBHBbIX
UMMYHU3MPYHOLLNX 0,03
A02 eanHMLa MyTHOCTU eanHMLa MyTHOCTU 1
A03 ME MexayHapoaHas eanHuua [1U] 1
A04 PFU ocrnoobpasyoLlas eguH1La [PFU] 1
(bnawkoobpasytoLee Yncno)
A05 Lf donokynupytoLwasa eamHuLa [Lf] 1
A06 Ph.Eur.U. egvHuLa oencTeus 1
EBponewickor hapmakoneun
AQ7 EO eavHuLa OencTBus 1
Bronornyeckon akTMBHOCTH
A08 PNU eavHuua 6enkoBoro asoTa [PNU] 1
A09 KOE KOnoHveobpasyLlas eguHiua [CFU] 1
A10 YE yCnoBHasi eguH1ua [arb'U] 1
All KUE KanmnuKpenH UHaKTMBMpYytoLLas 1
eguH1ua
A12 JIE eanHvLa nvnonpoTenHa- 1
nvnasbl
A13 AE aHTUreHHasa eguHuua 1
AH TE TUTPaLMOHHasA egvHMLA 1
A15 NE WHTEpHaUWoHarnbHas eanH1La [iU] 1
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A16 ATpE aHTUTPUNCUHOBAS eanHULa 1
A17 TY TybepkynmHoBasa eguHuLa [tb'U] 1
A18 NPAen eauHMLa UMMYHOMEPMEHTHOTO 1
aHanusa
A19 aHTn-Xa ME MexayHapogHas eanHuua [anti'Xa'U] 1
AHTUTPOMOOTMNYECKOTO
nencreus
A20 TUAa 50 50-npoueHTHas TkaHeBast 1
uMTonaTuyeckast 4osa
A21 1 50 euHULa nonynetansHOM 403bl 1
A22 ELU eanHnLa OencTBus [ELU] 1
Buonornyeckon aKkTMBHOCTHU
Onansa
A23 na 50 eguHULa nonymnHMLmpyoLLen [TCIrO_50] 1
Ao3bl
A24 anpa 50 eOVHULbI O03bl 1
nornynaTonioroaHaToOMM YeCKMX
N3MEHEHWI
A25 una 50 eavHvLa Oo3bl 1
nonyumTonaTn4ecKkoro
adpekTa
A26 M Oa MUHMManbHast MHULMPYoLLas 1
nosa
A27 EC evHu1La CcBsA3biBaHUA 1
A28 P WHOEKC peakTUBHOCTHU [IR] 1
(bronornyeckasa eguHMLa
CcTaHgapTusaumm)
A29 eVH1La aHTuUreHa eJuH1La aHTuUreHa 1
A30 eavHuula AnnepraH eovHuua Annepra 1
A31 JIEQ ndarywadbs eguH1ua gencTeums 1
A32 EO/Mn eavHuLa oencTeus 1
Ononornyeckor akTMBHOCTM Ha
MUNUANTP
A33 PNU/mn eamHMLa 6enkoBoro asoTta Ha [PNU}J/mL 1
MUNANAUTP
A34 NP/mn WHOEKC peaKkTUBHOCTU [IR)/mL 1
(6uonornyeckasn eguHiua
CcTaHgapTmM3aumn) Ha
MUNUANTP
A35 Ennnunua D-aHTureHa eavHuua D-aHTureHa [D'ag'U] 1
Il. MacnopT knaccudumkatopa
N O603Ha4eHne anemeHTa Onucanve
n/n
1 2
1 Kon 044
2 |Tun 2 - knaccugmkaTop
3 HanmeHoBaHue KnaccudurkaTop eauHnL U3MepeHnst A03NPOBKU U KOHLEHTpaLum
OEeVCTBYHOLLNX BELLECTB B COCTaBE JIEKAapCTBEHHLIX NpenapaToB
4 | ABGpeBmaTtypa KEMNOK
5 | O6o3HaueHne EK 044-2018 (pea.1)
6 PekBu3nTbl akta 0 NPUHATUK PelwweHune Konnerun EBpasninckoin SKOHOMUYECKOM KOMUCCUn OT 7
(yTBEpPXKOEHMM) CNIPaBOYHUKA ceHTa6psa 2018 r. N 150
(knaccudmkatopa)
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7 [aTta BBegeHus B gencrteue (Ha4ana C faTtbl BCTynnenus B cuny Pelwwenna Konnernm EBpasuiickomn
NPUMEHeHWs) CnpaBoYHMKa 9KOHOMUYECKOM Kommccum oT 7 ceHTsiopsa 2018 r. N 150
(knaccudmkaTopa)

8 |PekBun3nTbl akta 0 NpekpaLleHun -

NPVYMEHEHMS CMPaBOYHUKA
(knaccudmkaTopa)

9 |[aTta OKOHYaHWsA NPUMEHEHUSI -
cnpaBo4HMKa (KnaccudmkaTopa)

10 |Onepatop (onepaTtopsbl) RU, MnHuctepcTBO 3apaBooxpaHeHus Poccuinckon denepawmm.
YnonHoMmouyeHHasa opraHmnsaums: ®IrbY "HayuyHbin ueHTp akcnepTusbl
cpeacTs MeauLuHcKoro npumeHeHus" MuHsgpasa Poccumn

11 |HasHauyeHue npegHasHa4yeH 4ns npegcTaBieHnst CBeAEHWI O eQMHNLLaX NU3MEPEHNS
[03MPOBKM M KOHLIEHTpaUMM OENCTBYOLLMX BELLLECTB B COCTaBe
nekapcTBEHHbIX CPeACTB MPU ONUCAHUN KAYECTBEHHOTO U
KONM4EeCTBEHHOIO COCTaBa fekapCTBEHHbIX CPeacTB B
perncTpaumoHHOM JOChe NeKapCTBEHHbIX CPeacTB, PErncTpaLioHHOM
YOOCTOBEPEHUUN NEKAPCTBEHHBIX MPENapaToB, a Takke B MapKUpOBKe
neKapCTBEHHbIX NpenapaToB

12 | AHHOTauus NPUMEHSIETCSH MpU perynmpoBaHnmn obpaLleHns NnekapcTBEHHbIX
(obracTb NpUMeHeHNs) CpeacTB Ha eaMHOM pbiHKe EBpasuninckoro SKOHOMMYECKOro CoH3a, B

TOM 4ucrie gnsi obecneveHnsi MHOOPMAaLIMOHHOMO B3aMOOEeNCTBMS Npu
peanunsaumm oBLLMX NPOLIECCOB B pamMkax EBpasunmnckoro
3KOHOMMYECKOrO Cot3a

13 |Knto4eBble cnosa eQuH1La u3MepeHusi, 403MPOBKa, KOHLEHTpaLuus, nekapcTBeHHbIN
npenapat

14 | Cdpepa, B KOTOPOW peannaytoTcs TEXHUYECKOE perynmpoBaHne
nornHoMouYusi opraHoB Epasuiickoro
9KOHOMMYECKOro Co3a

15 [Wcnonb3oBaHve mexayHapoaHOM 1 - KnaccudUKaTop rapMOHU3MPOBaH C MEXOYHAPOAHbLIMM
(MexrocygapCTBEHHON, perMoHansHom) | (MexXrocyaapcTBeHHbIMU, perMoHanbHbIMK) KnaccudgmkaTopamm U
Knaccudgmkalmm (vnun) ctaHgapTammn: MexrocyaapCTBEHHbIN KIacCUUKaTop equHuL

namepeHus u cyeta (MK 002-97).
MeTopn rapmoHusaLmm:
3 - UCnonb30oBaHWe YacTu JOBEPEHHOIO NCTOYHMKA

16 |Hanuuume rocygapcTBEHHbIX 2 - knaccudukaTop He UMeeT aHaroroB B rocygapcTBax - YrieHax
CMpaBOYHMKOB (KnaccudmkaTopos) EBpasnnckoro skoHoMM4YecKoro cot3sa
rocyapcTB - YneHoB EBpasuiickoro
9KOHOMMYECKOro Co3a

17 | MeTtog knaccudmkalmm 4 - KOMOVHMPOBAHHbBIV METOA, NPUMEHSIEMbIV B COOTBETCTBUM C
(cuctemaTunsaumn) MeTogmkon knaccmdmkaumm 1 kKogupoBaHms MHopmauum B

KnaccudmkaTope eanHUL, U3MepeHns 4O3MPOBKM U KOHLIEHTpaLMK
OEeNCTBYHOLNX BELLECTB B COCTaBe NekapCTBEHHbIX NpenapaToB
COrNacHO NPUNOXEHUIO

18 |MeToguka BegeHus 1 - ueHTpanusoBaHHas npoueaypa segeHus. [lobasneHve, usmeHeHve
WNW NCKIMOYEHMEe 3Ha4YeHU knaccudmkaTopa BbINOMHSAETCS
onepaTopoMm B COOTBETCTBUU C akTOM EBpasnicKkon SKOHOMUYECKON
KkoMmuccun. B cnydvae ncknoveHns 3HayeHns 3annck Krnaccudukatopa
OTMeYaeTCH Kak HeleMCTBYOLWas C AaThl UCKIMIOYEHUS C yKa3aHUeM
cBedeHun 06 akte EBpasninckon SKOHOMMYECKON KOMUCCUN,
pernameHTUpyoLLeM OKOHYaHne AeNCTBUA 3annucu knaccudukartopa.
Kogbl eavHnL nsmepeHnst 4O3UPOBKU N KOHLEHTPaLUn SBNSATCS
YHUKanbHbIMK, MOBTOPHOE MCMONb30BaHMe KO4oB, B TOM YMCIe
HEeOEeNCTBYIOLLMX, HE AONyCKaeTcs

19 |CrpykTypa MHGOpMaLMSA O CTPYKType KnaccudukaTopa (CocTas nonen
Knaccudgmkatopa, 0brnactm ux 3Ha4yeHun 1 npasuna hopMMpoBaHUs)
npuBegeHa B pasaene |l HacToswero knaccudmkaTopa

20 |[CreneHb koHMDMOEHUNANBHOCTH cBefdeHus Knaccudumkatopa OTHOCATCS K MHGOPMaL MK OTKPbITOro
AaHHbIX aoctyna
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21 |YcTaHoBneHHas nepMoguyHOCTb He ycTaHoBreHa
nepecMoTtpa

22 [UN3meHeHus -

23 | Cchbinka Ha geTanvM3npoBaHHbIe JeTanuanpoBaHHble CBeeHNs N3 KrnaccudukaTopa npuseaeHsl B
CBe[leHNsi U3 crpaBoYHUKa pasgerne | HacTosLwero knaccudmkaropa
(knaccudmkatopa)

24 | Cnocob npencraBrnenns ceegeHvn n3 | onybnvkoBaHue Ha nHdopmauoHHOM noptane EBpaswuiickoro
cnpaBoYvHMKa (KnaccudukaTopa) 3KOHOMUYECKOro Coto3a

lll. OnnucaHue cTpykTYypbI KnaccudukaTopa

1. HacTosawmn pasgen yctaHaBnuBaeT TpeboBaHWsa K CTPYKTYpe knaccudmkaropa, obnactn 3Ha4eHun pekBU3nToB m
npasuna mx hopMmMpoBaHusi.

2. CTpyKTypa M peKBM3UTHbLIN COCTaB Kraccudukatopa npuBegeHbl B Tabnuue, B KOTOpon hopMMpyOTCS
cneaywowme nong (rpadbl):

"obrnacTb 3Ha4YEHUS PeKBM3UTA" - TEKCT, MOACHAIOLLMIN CMbICA (CEMaHTUKY) 3NIEMEHTA;

"NpaBuna opMMpPOBaHUA 3HAYEHUs] PEKBU3UTA" - TEKCT, YTOYHAIOLWMA Ha3Ha4YeHWe aremMeHTa U onpeaensoLwmn
npaswuna ero GopMMpPoBaHKS (3anorHeHNs), U CIIOBECHOE ONMUCaHNe BO3MOXHbIX 3HAYEHWIN 3M1EMEHTA;

"MH." MHOXECTBEHHOCTb PEKBM3UTOB (00A3aTeNbHOCTb (OMUMOHANBHOCTB) U KOMMYECTBO BO3MOXHbLIX NMOBTOPEHUN
peksMa3uTa).

3. nsa ykasaHusi MHOXXeCTBEHHOCTY PEKBU3UTOB NepeaaBaeMblx AaHHbIX UCMONb3YHTCA cregytoLime 0603Ha4YeHus:

1 - pekBM3uT obasarteneH, NOBTOPEHUS HE JOMYCKaTCS;

N - PEKBU3UT 0bA3aTeneH, AOIMKEH NOBTOPSATLCA n pa3 (n > 1);

1..* - pekBU3UT obsizaTeneH, MOXeT NOBTOPATLCS 6e3 orpaHNHEeHni;

*

Nn..* - pekBU3UT obsizaTereH, JOIMKeH NOBTOPATLCA He MeHee n pa3s (n > 1);
N..M - PEKBM3UT obA3aTeneH, AOMKeH NOBTOPATLCSA HE MeHee n pa3 n He 6ornee mpas (n > 1, m > n);
0..1 - pekBU3UT onuMoOHaseH, NOBTOPEHMS HE JOMYCKalOTCS;
0..* - pekBU3NT OMuUMOHaNeH, MOXXET NOBTOPATLCSA 6e3 orpaHNYeHui;
0..m - peKkBM3NT ONLMOHarEeH, MOXET NOBTOPSATLCA He Bonee m pa3 (m > 1).
Tabnuua
CTpyKTypa U peKBU3UTHbIN cOoCcTaB Knaccudukatopa
HaunmeHoBaHue peksmanTa O6nacTb 3Ha4YeHus1 pekBM3uTa MpaBuna dopmmpoBaHns MH.
3HaAYeHNs peKBM3UTa
1. CBegeHns o eanHuLLe N3MepeHns onpegensietcsa obnactsmu onpefenarnTcya npasunamm 1.%
O03MPOBKM M KOHLIEHTpaLMM OENCTBYIOLLMX | 3HAYEHWA BITOXKEHHbIX hOpMUPOBAHNS BITOXKEHHBIX
BELLECTB B COCTaBe NIEKAPCTBEHHbIX PEKBU3UTOB PEKBM3UTOB
npenapaTtos
1.1. Kog equHuubl namepeHust HOpMarM3oBaHHasi CTpoKa KogoBoe 0603Ha4YeHne 1
O03MPOBKM 1 KOHLIEHTpaL K CMMBOJIOB. dopmmpyeTcs ¢
LLla6noH: \d{3} ncnonb3oBaHNeM NopsaKoBOro
MeTO4a KOAMPOBaHMWS
1.2. KpaTkoe 0603Ha4eHre eanHuLibl HOpManMn3oBaHHas CTpoka COOTBETCTBYET KpaTKOMy 0..1
N3MepeHNss 403UPOBKM 1 CMMBOJIOB. 0003Ha4YeHNIo eanHULLbI
KOHLIEHTpaL MK MuH. gnuHa: 1. N3MepEHUS 4O3MPOBKM UMK
Makc. anuvna: 40 KOHLEeHTpaLun
1.3. HanmeHoBaHve eguHuLbl HOpMarnmM3oBaHHasi CTpoKa dopmmpyeTca B Buae 1
N3MepPEHUs1 4O3MPOBKM U CMMBOJIOB. CITOBOCOYETAHUSI HA PYyCCKOM
KOHLeHTpaLuum MuH. gnuna: 1. A3blKke
Makc. anuHa: 250
1.4. Tpy3Hak NPON3BONBLHON €AVHNLBI | Lieroe Y1UCcno yKasblBaeTcs npusHak, 1
onpeaensoLLni, SBnseTcs nu
eOuHMLAa U3MepeHust
NPOWN3BOSbHON:
1 - eguHMLA N3MEPEHUSI
ABMSIETCHA NPOU3BOSILHON;
0 - eanHULA N3MEPEHUsT He
SABNAETCA NPOM3BOSIbHOM
1.5. CBegeHust 0 COOTBETCTBUM onpeaensaeTcs obnactsiMm onpeaensarnTcA npasunamm 0..*
eguH1LEe OpYro CUCTEMbI 3HaYEHWIN BTOXKEHHbIX POPMMPOBaHMS BITOXEHHbIX
PEKBU3UTOB PEKBU3NTOB
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eauHuL

1.5.1. Obo3Ha4eHne cucTemMbl

HOpMariM3oBaHHasi CTpoKa
CMMBOJIOB.

MuH. gnuna: 1.

Makc. anvHa: 40

COOTBETCTBYET KpaTKOMy
0603Ha4YEHMIO CUCTEMBI €AVHML
n3mepeHust

N3MepeHusi

1.5.2. CBegeHus o0 eanHuLe

onpegensieTcsa obnactsiMu
3HAYEHUN BIOXEHHbIX
PEKBU3UTOB

onpenensloTcs npasunamm
hopMMPOBaHUS BIOXKEHHbIX
PEKBU3NTOB

*.1.Kon, eanHuubl

HOpMarM3oBaHHasi CTpoKa
CMMBOJIO0B.

MuH. gnuHa: 1.

Makc. anuHa: 40

COOTBETCTBYET KOLOBOMY
0003Ha4YeHno eguHULbl
n3mepeHusi

cootBetcTBMM ¢ TOCT NCO
8601-2001 B dhopmaTe YYYY-
MM-DD

OEeNCTBUS, YKa3aHHOM B aKkTe
opraHa EBpasuiickoro
3KOHOMMYECKOrO Co3a

*.2. HanmeHoBaHWe eanH1Lbl | HOpManmn3oBaHHas CTpoka COOTBETCTBYET KpaTKOMy 0..1
CUMBOJIOB. 0603HaYEeHNIO egUHNLbI
MuH. gnuHa: 1. N3MepeHust
Makc. anuna: 120
*.3.0603Ha4eHre eanHNLLbI HOpManun3oBaHHas CTpoKa COOTBETCTBYET KpaTKoMy 1
CUMBOJSIOB. 0603HaYEHMIO egnHMLbI
MuH. anuHa: 1. n3mMepeHusi
Makc. anuHa: 40
1.5.3. CBegenus o onpeaenseTcs obnactsiMm onpeaensarnTcs npasunamm 0..1
npeobpasoBaHun 3HaYeHUIN BMNOXEHHbIX POPMMPOBaHMS BIOXEHHbIX
PEKBU3UTOB PEKBM3UTOB
*.1. KoadbdomumeHT OencTeuTenbLHoOe Ynucno KO3 (ppULIMEHT NIMHENHOTO 0..1
npeobpasoBaHns npeobpasoBaHusa equHIL,
pa3nnYHbIX CUCTEM
*.2. Onncaxmne copmy bl HOpMarnu3oBaHHasi CTpoka COOTBETCTBYET KpaTKOMy 0..1
npeobpasoBaHns cumsonoB. MvH. anvHa: 1. 0603HaYEHMI0 eANHNLbI
Makc. gnvHa: 120 n3mepeHust
1.6. CBegeHusi 0 3anncy cnpaBoYHMKa |onpeaensieTcs obnactamm onpegensanTcs npasunaMmu 1
(knaccudpukatopa) 3HAYEHWIN BNIOXKEHHbIX hOpPMMPOBAHNST BIIOXKEHHBIX
PEKBU3UTOB PEKBM3UTOB
1.6.1. [Jata Ha4yana gencTeus 0bo3HayeHve aaTtbl B COOTBETCTBYET AaTe Hayana 1
cootBetcTBMM ¢ [OCT NCO OencTBuS, YKa3aHHOM B akTe
8601-2001 B dhopmaTte YYYY- |opraHa EBpasuiickoro
MM-DD 3KOHOMMYECKOro Cot3a
1.6.2. CBegeHus o6 akTe, onpegensieTcsa obnacTsiMu onpeaensarTcy npasunamm 0..1
pernamMeHTUpyLLEM Havyano 3HaAY€HWIN BMNOXEHHbIX POPMMPOBAHMS BIOXKEHHbBIX
OEeNCTBMA 3anncK crnpaBoYHUKa PEeKBU3UTOB pPEeKBM3NTOB
(knaccudmkatopa)
*.1. Bug akta HOpManun3oBaHHas CTpoKa kogoBoe 0603Ha4YeHNe akTa B 1
CUMBOISOB. COOTBETCTBUM C
LWabnoH: \d{5} KnaccudgmkaTopoM BULOB
HOpPMAaTMBHbIX NPaBOBbLIX aKTOB
MeXayHapogHoro npaesa
*.2. Homep akta HOpManun3oBaHHas CTpoka COOTBETCTBYET HOMEPY aKTa 1
cumBonoB. MuH. gnuHa: 1. opraHa EBpasuiickoro
Makc. anuna: 50 3KOHOMMYECKOro cotosa
*.3. Data akta 0bo3Ha4eHve faTbl B COOTBETCTBYET faTe NpUHATUSA 1
cootBetcTBum ¢ FOCT NCO akTa opraHa EBpasuiickoro
8601-2001 B dbopmaTe YYYY- | 3KOHOMUYECKOro Coto3a
MM-DD
1.6.3. [1aTa okOH4YaHuAa gencteusa | 0bo3Ha4YeHne gatbl B COOTBETCTBYET JaTe OKOHYaHWS 0..1
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1.6.4. CBegeHus 06 akTe, onpepnensieTcs obnactsiMu onpeaensTcy npasunamm 0..1
pernamMeHTUpYLLEM OKOHYaHNEe 3HaYEHUIN BITOXKEHHbIX POPMMPOBAHMS BIIOXKEHHbBIX
AENCTBUSA 3anMcKu CnpaBOYHUKA PEKBU3NTOB PEKBU3NTOB
(knaccudmkatopa)
*.1. Bupg akta HOpManmn3oBaHHas CTPoKa kogoBoe 0603Ha4YeHne akTa B 1
CMMBOJIOB. COOTBETCTBUM C
LWa6noH: \d{5} KnaccugmkaTopoM BULOB
HOPMAaTMBHbIX NPaBOBLIX aKTOB
MeXayHapogHoro npaesa
*.2. Homep akta HOpManun3oBaHHas CTpoka COOTBETCTBYET HOMEPY aKTa 1
CMMBOJIOB. opraHa EBpasuiickoro
MuH. gnuHa: 1. 3KOHOMMYECKOro coto3a
Makc. anuHa: 50
*.3. laTta akta obo3HaveHne gaTbl B COOTBETCTBYET AaTe NpuHATUSA 1
cooteetcTBum ¢ FOCT NCO akTa opraHa Espasuiickoro
8601-2001 B bopmaTte YYYY- | 3KOHOMUYECKOro coto3a
MM-DD
MpunoxeHue

K KnaccudukaTopy eavH1L, U3MepeHns
[OO03UPOBKU U KOHLIEHTPaLUM OENCTBYHOLLMX
BELLLECTB B COCTaBe NIeKapCTBEHHbIX
npenapatos
MeToauka knaccudukaumm n koguposaHusa nHopmaumm B Knaccudmkarope eauHUL, U3Me peHUs
AO3NPOBKU N KOHLUEeHTpaluu AeﬁCTByIOUJMX BeLleCTB B COCTaBe JiIeKapCTBeHHbIX npenapartoB
l. O6wue nonoxeHus

1. Hactoswass Metoguka paspabotaHa B COOTBETCTBMM CO CrEQYHOLUMM  aKTamu,
EBpa3suniickoro 9koHOMUYECKOro coto3a:

Pewenve Cosera EBpasuiickon akoHOMuYeckon kommccum ot 3 Hoabpsa 2016 . N 78 "O [NpasBunax peructpauum u
9KCNepTM3bl NeKapCTBEHHbIX CPEACTB ANA MEANLMHCKOrO NpUMEHeHUs";

Pewenve Konnernm EBpasuiickont akoHOMMYeckon komuccum ot 17 Hosiopa 2015 . N 155 "O eaguHom cucteme
HOpMaTMBHO-CMNpPaBO4YHON MHGOPMaL MK EBpasmMnckoro 3KOHOMUYECKOro corosa”;

Pewenve Konnernn EBpasuiickoii akoHOMuYeckon komuccum ot 19 ceHtabpsa 2017 r. N 121 "O6 yTBepxaeHun
MeTogonorun paspaboTku, BEAEHUS U MPUMEHEHUSI CPaBOYHUKOB W KINacCuuKaTopoB, BXOOSLLMX B COCTaB pecypcoB
€[JMHOW CUCTEMbI HOpMaTUBHO-CMNPaBOYHON MHpopMaLIM EBpasninckoro 9KOHOMMYECKOro coto3a”.

I.O6nacTb NnpumeHeHUs

2. Hactoswasa Meroguka paspaboTaHa B Lensx AeTanvsauun onnucaHus 1 onpeaeneHns cneunukn npuMeHeHns
MeToda Kraccudkaumm M MeToda  KoauMpoBaHua  MHAOpMaLuM, MNpUMEHsieMbIX Npu  paspaboTke W BedeHun
KnaccudmkaTopa eavHnL, U3MepeHns OO3VPOBKU M KOHLEHTpauuM OeACTBYIOLUX BELLECTB B COCTaBe feKapCTBEHHbIX
npenapartos (ganee -knaccudukaTop).

3. Hactoswasa Meroguka nprmeHsieTCcAa onepaTopoM KnaccudmkaTopa npu BHECEHUN B KnaccudmkaTop CBegeHun o
edVH1LE U3MEepEeHNsl, NCMOMNb3yeMon AN BbIPKEHWUS A03UPOBKW, KOHLEHTpaLUMN UNN aKTUBHOCTW BeLLEeCTB B COCTaBe
neKkapCcTBEHHOro npenapara.

BXOAALIMMA B MNPaBo

lll. OCHOBHbIE NOHATUA

4. Ina uenen HacTosilwern MeTtoaukm nog NpPOM3BOMbHOM eAMHULEN MOHUMAETCS MPOU3BOSIbHO onpeneneHHas
eovHULa M3MepeHus, Onsi KOTOPOM CBSA3b C  (PM3MYECKOM eaMHULEN WHTepHaLMOHarNbHON CUCTEMblI W3MEPEHUS
OTCYTCTBYET UM He yCTaHOoBIEHa.

WHble noHATWA, ncnonb3yemble B HacToswen Meroavke, NPUMEHSAIOTCA B 3HAYEHUsIX, ONPeaeneHHbIX PeLlEeHUsIMU
EBpasuicko 3KOHOMMYECKOW komuccun B cdiepe obpalleHusi fnekapCTBEHHbIX CPeAcTB, a Takke Mo Borpocawm,
KacatoLUMCs CO3daHusa N pasBUTUA WUHTErPUPOBAHHOM WMHAOPMALMOHHON CUCTEMbl EBpasuimckoro 3SKOHOMUYECKOTO
coto3a.

IV. MeToa knaccudukauuum

5. BKno4veHHble B KnaccudukaTop eavHuubl U3MepeHnst KnaccudmumpyoTca no NpUHaaIeXHOCTU K CreayoLwmnm
KnaccugmKaLMoHHbIM rpynnam:

a) eaVHULLbI UBMEPEHMS, BKITHOYEHHbBIE B HALMOHasbHbIE KraccudukaTopbl e4UHNL, UISMEPEHUS U CYETA;

0) BHECMCTEMHbIE €ANHULIBI U3MEPEHWS;

B) NPOM3BOJIbHbIE eANHULbI U3MEPEHWS.

V. MeToa KognpoBaHus

6. [na koOupoBaHMS 3NIEMEHTOB KrnaccudukaTopa, BKIOYEHHbIX B TPYnny eauHUL, M3MepeHusl, BXOASWMX B
HaUuMOHarbHble  KnaccudukaTopbl E€AVHUL,  M3MEPEHMS U CYETa, WCMOMb3YKTCA KoAbl B COOTBETCTBUMM C
"MexxrocyaapCTBeHHbIM KnaccudmkaTopoM eanHnL, namepenns n cyeta” (MK 002-97).
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7. Ansa koaMpoBaHWs 3NEMEHTOB KnaccudmkaTopa, BKMOYEHHbIX B rPynnbl BHECUCTEMHBLIX €4VHUL, U3MEPEHNs 1
NMPOU3BOSIbHLIX EAMHUL, U3MEPEHNS, UCMONb3YHTCHA OYKBEHHO-LMGPOBbIE 3-3Ha4HbIE KOAbI.

8. CTpyKkTypa Koga Ang rpynn BHECUCTEMHbIX €OUHUL, U3MEPEHUS U NMPOU3BONbHLIX eauHUL, n3meperus - SDD, roe S
- 3arnaBHas bykBa naTuHckoro andgasuta, a DD - yudpsl.

9. 1na npou3BOrbHbLIX €OUHUL, M3MEPEHMs 3ape3epBrpoBaHbl OykBeHHble cumMBonbl oT "A" oo "N" BKNHOYMTENBHO,
05151 BHECUCTEMHBIX - ByKBEHHbIE cumBONbI OT "O" o "Z' BKNIOYNUTENBHO.

10. LwndpoBble paspsabl kogoB (opMUPYHOTCS MNOPSOKOBBIM METOAOM MO XPOHOMOrMYECKOMY MPUHLMMY, Liar
KOOQMPOBaHUS MPUHUMAETCHA paBHbIM 1, cTapluve (neBble) paspsgbl opMUpyeMOro koda 3arofHsTCs Hynamu (npu
HeobxoaumocTw).

11. JonycTumasa eMKoCTb KraccudukaTopa coctaBnsaeT 3573 nosnuuii.

ONEKTPOHHBIN TEKCT AOKYMEHTA
nogrotosneH AO "Kogekc" n cBepeH no:
odmumanbHbI cant EBpasmmnckoro
9KOHOMUYECKOro Co3a
www.eaeunion.org, 12.09.2018
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