EBPA3UNCKAS DKOHOMHWYECKASI KOMUCCHUS
KOJLIEI'uA

PEIMEHUE

«17» cenrsidps 2019 r. Ne 158 r. Mocksa

O HoMeHKIAType JIEKAPCTBeHHBIX (GOPM H CNIPABOYHHKE MyTei
BBe/eHA JeKapcTBeHHBIX MTpeNapaToB

B cootserctBum co cratheli 30 [loroopa o Espasmiickom
9KOHOMMYECKOM coto3e oT 29 mas 2014 roxa, nynkramu 4 u 7 [Iporokona o6
HHOOPMAIIMOHHO-KOMMYHHKAIIHOHHEIX TEXHOIOTHIX M HH(POpPMALHOHHOM
B3aUMONEHCTBHH B paMkax EBpa3suiickoro 5KOHOMHYECKOTO COI03a
(mpunoxenue Ne 3 Kk ykasaHHoMy J[IoroBopy) H PYKOBOJACTBYSCH
IMonoxenneM o emuHON CcHCTEME HOPMAaTHUBHO-CNIpaBOYHOH WH(popMammu
EBpasuiicKoro  9KOHOMHYECKOro COK03a, YTBEpXKAeHHBHIM PemeHuem
Kosuternu Eppasuiickoii skoHOMHUYecko#l koMHccHH oT 17 HosiOps 2015 r.
Ne 155, Komnerus EBpazuiickoil 5KOHOMUYECKOH KOMUCCHH P eI HJIa:

1. YTBepmuTh mpunaraeMole:

HOMEHKJIATYPY JIeKapcTBeHHHBIX $OpM (Hanee — HOMEHKIIATypa);

CTIPaBOYHMK IyTell BBEJEHUS JIEKAPCTBEHHHIX IIpeNapaToB (nanee —
CIPaBOYHUK);

Topsimok  BemeHHs HOMEHKJIATYpBl JICKapCTBEHHBIX dopM |

ClIpaBOYHHUKA HyTeﬁ BBEJICHUA JICKAPCTBEHHBIX IIPETIapaToB.
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2. BrtounTh HOMEHKIIATYPy H CIIPAaBOYHHK B COCTAB PECYPCOB €AHHOM
CHCTEMEL HOPMAaTHBHO-CIIPaBOYHOMH uadopManuu Espasuiickoro
3KOHOMHYECKOTr0 COr3a.

3. YcTaHoBUTS, UTO:

HOMEHKJIaTypa Y CIPAaBOYHHK MPUMEHSIOTCS C MATHl BCTYILICHHS
Hacrosuiero Perenus B cuiy;

HCIONb30BaHHUE KOAOBEIX 0003HAUeHHII HOMEHKIATYPH M CIIPABOYHHKA
SBNSeTCA 00A3aTENbHBIM TIPH peaM3allii OOUIMX MPONECCOB B paMKax
EBpasuiickoro 3kOHOMHYECKOTO CO103a B cepe oOpaleH s IeKapCTBEHHBIX
CPEICTB.

4. Hactosmee Pemenuwe BCTymaeT B CHIY MO  HCTEUCHHH

30 xaneHaapHBIX JHEH ¢ JaTHl ero OGHIMANIBHOrO OIyoIu

Ipencenarens Konneruu
EBpasuiickoil 5kOHOMHUECKOH KOMUCCUI



YTBEPXJEHA

Pemiennem Kosnernu
EBpazuiickoll 5KOHOMUYECKOH KOMUCCHU
or 17 ceurs6ps 2019 r. Ne 158

HOMEHKJIATYPA
JieKapcTBeHHBIX (popm

I. ITacopT HOMEHKIATYpBL

Ne

/i O6o3HaueHue 3MeMEHTa Onucanne

1 2 3

1 | Kon 057

2 | Tan 2 — knaccuduxarop

3 | HaumenoBauue HOMEHKNIATYpPa JIEKapCTBEHHEBIX GopM

4 | AbGpesuarypa HJI®

S | OGo3nayenue EK 057-2019 (pen. 1)

6 | PexBH3UTEHI aKkTa O MPUHATHH Pemenue Konnernu EBpasniickoll s3xoHOMHYECKOH
(yTBEpXOEHUH) CIIPaBOYHUKA xomucend 0T 17 centabps 2019 r. Ne 158
(xnaccudukaropa)

7 | Nara BBezmenms B neficTHe ¢ JaTel BCTYTUICHHS B cuily Pemenns Konnernu
(Hauana MpUMeHEeHHS) Espasuiickoil 5KOHOMHYIECKOH KOMUCCHAY
cnpaBo4HEKa (KnaccHpukaropa) | or 17 centa0pa 2019 r. Ne 158

8 | PekBH3HTHI aKTa O IPEKpaALIEHHH | —

TIPUMEHEHHUS CIIPABOUHMKA
(xnaccudmkaropa)
9 | Nara okOH4YaHHS MPHMEHEHHUs -
CIpaBOYHHKA (KNAacCH(pUKATOPa)
10 | Onepatop (oneparopsr) RU, MununcrepcTeo 3apaBooxpanerus Poccuiickoi

Depepanyy. Y IOMHOMOYEHHAS OPraHH3aIs:
¢enepanbHOe rocyqapcTBeHHOE GIOMKETHOE
yapexaenne «Haydrbri IeHTp SKCTIEPTU3BI
CPEJICTB MEUIIMHCKOTO IPUMEHEHHS»
MunucrepeTsa 3apaBooxpaneHns Poccuiickoit
ODenepanuu J




OG6o3HaueHHE SNIEMEHTA

Onucague
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HasuaueHnue

KIacCHGUKATOP MpefHA3HAYeH Uit yHAGUKaUH
HAaHMEHOBaHHH TEKapCTBEHHBIX GOpM,
HCIIOJB3YEMBIX IIPH MapKHUPOBKE JTEKAPCTBEHHBIX
NPenaparoB, COCTABIECHHH PETHCTPALOHHOTO
JIOCBE JICKaPCTBEHHBIX IIpenapaToB, GOpMHUPOBAHHH
€IIMHOTO PEECTPa 3aperHCTPHPOBAHHEIX
IeKapCTBEHHEIX cpencTs EBpasuiickoro
SKOHOMHMYECKOTO COI03a U HH(OPMAMOHHEIX (a3
JaHHBIX B cepe 0OpalieHns TeKapCTBEHHBIX
CpELCTB

12

AHHOTaMs
(obmacThk NprMEHEHH)

HCHOJE3yeTCs MPH HOPMUPOBAHHH
IIPeJCTaBIAEMEBIX CyObeKTaMy obpatneHus
JIEKapCTBEHHBIX CPEACTB B YIIOMIHOMOYECHHEIS
oprassl rocyfapcTB — wicHOB EBpasuiickoro
SKOHOMHYECKOTO COI038 IOKYMEHTOB, B TOM YHCIIE
B 3NIEKTPOHHOM BHJE, a TAKXKe I o6ecHeueHust
r“H(pOPMAIOHHOTO B3aUMO/ICHCTBHS IIPH
peanm3aiuy 06X IPOLECCOB B PaMKax
EBpa3uiickoro 5KOHOMHYECKOT0 COI03a

13

KiroueBkie croBa

nexapcTBeHHas GopMa, IeKapCTBEHHBIH mpemnapar,
JIeKapCTBEHHOE CPEACTBO, IYTh BBEACHHUS, CIIOCOD
BBEACHHA, MOAU(HUKAIIA BEICBOOOKACHUS

14

Cdepa, B KOTOpOIt peanuzyroTes
MOJIHOMOYHS OPTaHOB
EBpazuiickoro 3KOHOMHYECKOTO
cor3a

TEXHHYECKOE PETYNHPOBAHIE

15

Hcnons3oBaHue MeXIyHApORHON
(MeXroCyNapCTBEeHHOIM,
PEerHOHABHOM) KIIacCH(PHKALAN

1 — knaccupuKaTOp rapMOHA3UPOBAH C
MEXAYHAPOIHBIM (MEXTOCYAAPCTBEHHBIM,
peruoHansHbIM) cTarzaproM UCO 11239
«Undopmaruzanns 3popoesst. Unentudukanps
NEeKaPCTBEHHEIX CPENICTE. DNEMEHTHI AAHHBIX ¥
CTPYKTYPbI Ul YHHKAIBHOH HESHTHGUKAIMY 1
obmena uapopManeil 0 perHCTPHPYyeMEIX (hopMax
JIO3UPOBKH, THHUIIAX NPEACTABICHUSA, Y TAX
BBCJICHHS H YITAKOBKE»




Ne
i OGo3HaueHHe dTeMEHTa Omnucanue
1 2 3

16 | Hanuuue rocynapcTBEHHBIX 2 — kaccH(PUKATOp HE HMEET aHAJIOTOB
CTIPaBOYHHKOB B rocyznapcTBax — wieHax EBpasuiickoro
(xnaccutukaTopoB) SKOHOMHYECKOT0 COX03a
rOCyapCcTB — WICHOB
EBpasuiiCKOro 3KOHOMHYECKOTO
cor3a

17 | Meron cucTeMaTH3aIMK 4 — KOMOMHHpOBAHHBI! METOZ KiaccH(UKaLUK B
(knaccubuxanym) COOTBETCTBUM ¢ MeTomuKoH KnaccubuKauu u

KoaupoBanus HHbOPMALHH B HOMEHKIATYpE
JeKapcTBEHHBIX HOPM COTNIACHO MPUIIOMKEHHIO

18 | Meronuxa Benexus KJjaccH(QUKaTOpP BEAETCS B SNEKTPOHHOM BHJE B
cootBercTuu ¢ [lopsakoM BeneHUs
HOMEHKJIATYPBI JIEKapCTBEHHBIX OpPM 1
CIIpaBOYHHKA ITyTeH BBEACHHS JIEKAPCTBEHHBIX
TIpenaparor, yreepxaeHHbM Pemennem Komnernu
EBpazuiickoii 3KOHOMUYECKOH KOMHUCCHI
ot 17 centabps 2019 r. Ne 158

19 | Crpyxrypa urbOpMAIUA 0 CTPYKTYpe Kiaccupukaropa
(cocrar nonel KiaccudrxaTopa, 061ACTH UX
3HAYECHUH M NIpaBHiIa (HOPMHPOBAHHSA) NPHBEACHA B
pasgene I HacTosmIeTO0 MOKYMEHTA

20 | Crenenp xoHOHACHIMANBHOCTE | CBEAEHHUS M3 KIACCHHEKATOPA OTHOCATCS
JaHHbBIX k HH(OPMALHHA OTKPHITOro A0CTYNA

21 | YcraHoBNeHHAS NEPHOANYHOCTE | €XKEMECTIHO
TiepecMoTpa

22 | Uamenenus -

23 | Ccrlika Ha ICTATH3UPOBAHEBIE | AETANM3MPOBAHHBIC CBSNCHUA U3 Knaccudukaropa
CBEJIEHHA H3 CIIPABOTHHKA IIPHBEACHBI HAa HHPOPMALEOHHOM [IOpTAie
(wraccudukaropa) Eppasniickoro 5KOHOMHYECKOTO CO03a

24 | Coocob npencraBienus

CBEJICHHH M3 CIIpaBOYHHKA
(xnaccudukaropa)

onyGnrKoBaHue Ha NHOOPMAIMOHHOM TTOPTaNE
EBpazniickoro 5KOHOMHYECKOTO COI03a
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II. Onucanue CTPYKTYpPHI HOMEHKIATYPBI

1. Hacrosmuii  paspen ycTaHaBiuBaeT TpeGOBaHHS K CTPYKType
HOMEHKNIATYpPEL, B TOM YMCJI€ OUPEAeNsieT PeKBU3UTHEIM COCTaB U CTPYKTYPY
HOMEHKJIATYphl, 00OnacTd 3HaueHWMHd pPEeKBU3WTOB W  IpaBUia HX
¢$hopmupoBaHHs.

2. CTpyKkTypa U peKBH3UTHHI COCTaB HOMEHKJIATYPHl TPEACTABISIOT
co60ii COBOKYHMHOCTb CTPYKTYP M PEKBM3HTHBIX COCTABOB HOMEHKIATYpPHI
JIEKapCTBEHHBIX ~ (OpM, CNpPaBOYHMKA BHAOB  MOIAUGHIMPOBAHHOTO
BHICBOOOM/IEHHS. JIeHCTBYIOIIMX BEILECTB M  CIIPaBOYHHKA CIOCOGOBR
BBEJICHHUs JIEKAPCTBEHHBIX NPENapaToB, MPUBEICHHEIX B Tabmuuax 1 — 3,
B KOTOPBIX (pOpMHpYIOTCS cliemyomue mons (rpader):

«o0nacTh 3HAYEHHs pEKBH3UTa» — TEKCT, MOSICHAIOIMN CMBICI
(ceMaHTUKY) pEeKBH3UTA;

«npaBuiia GOPMUPOBAHUS 3HAUESHHS PEKBU3UTAY — TEKCT, YTOUHSIOIMI
Ha3HaueHHE pEKBU3WTA, Ompefiefdiomuit mpasmina ero (GOpMHPOBaHUS
(3amoJHEHH S ), WM CIIOBECHOE OLHMCAHNE BO3ZMOXKHEIX 3HAYEHHUH PEKBU3HTA,

«MH.»  —  MHOXECTBEHHOCTH  pekBu3uTa  (00S3aTeNBHOCTE
(ONIMOHANBHOCTE) M KOJIMYECTBO BO3MMKHBIX MIOBTOPEHHH PEKBU3UTA).

3.0ns  yka3aHMA MHOXECTBEHHOCTH pPEKBH3HTOB HEpPeJaBacMBIX
JAHHBIX HCIOIB3YIOTCA CASAYIOMHMe 0003HAYECHHS:

1 — pexBu3uT 00s3aTeNeH, MTOBTOPEHHS HE JOILYCKAIOTCS;

N — peKBU3MT 00s3aTeNeH, JIOIDKEH IOBTOPAThCA n pas (n > 1),

1..* — peKBH3UT 00s3aTENEH, MOXKET MTOBTOPATHCA 0e3 OrpaHuyeHHIA;

n.* — peKBU3MT OOs3aTeNleH, NOJDKEH NOBTOPATHCA HE MEHEE h pas
(n>1);

N..M — PEKBHU3UT OOA3aTENEH, NOJDKECH NOBTOPATHCS HE MEHee n pa3 u
He Oonee m pa3 (n > 1, m > n);

0..1 — pexkBU3HWT ONIHOHANEH, IOBTOPEHHUS HE HOIMYCKAIOTCH,
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0..* — PeKBU3WT OMLMOHAJIEH, MOXKET IIOBTOPSTHCS 03 OrpaHuteHuH;
0..m — peKBU3UT OMIMOHAJIEH, MOXET IIOBTOPAThCS He Ooyiee m pa3s

(m>1).



Tabnuua 1

CTpyKTypa U peKBHU3UTHBIN COCTaB HOMEHKIATYPHI JIEKAPCTBEHHAIX HOpM

HaumeHOBaHHE pCKBU3HTA

OGnacte 3HaYEHHS PEKBH3HTA

IMpasuna hopMupoBanms
3HaYeHUS PEKBH3UTA

1. CBeneHus 0 COCTOSHUHA onpezensercd oOnacTAMU 3HAUeHHH ONpEIENSIOTCS MpaBuiIaMy GOPMHPOBAHHUS BIIOXKEHHBIX 1.*
NIEKApCTBEHHOH (OpPMEI BJIO’KEHHBIX PEKBU3HUTOB PEKBU3HTOB
1.1. Kox cocrosuus HOPMaJIM30BaHHAs CTPOKA CHMBOJIOB. | GOPMHpYETCS ¢ HCIONB30BAHAEM HOPSIAKOBOrO METO A 1
NeKapCTBEHHOM HOpMEI Ma6mon: \d{2} KOJMpPOBaHMA ¢ 1marom 1
1.2. HamMeHOBaHHe COCTOSHUS HOPMAaJIM30BaHHAS CTPOKA CUMBOJIOB. | GOpMHpYeTcs B BIIE CIIOBOCOUETAHHS Ha PYCCKOM SI3bIKE 1
JIEKapCTBEHHOM GopMBI MuH. pusa; 1.
Makc. gnuna; 500
1.3. CpeneHus 06 0cHOBHOH ornpepeinsercs obracTAMU 3HaUCHHH ONIPEAENAIOTCA NPaBUIIaMH HOPMUPOBAHHS BIOKEHHBIX 1.*
JIEKapCTBEHHO hopme BIIOXKECHHBIX PEKBH3HTOB PEKBH3HTOB
1.3.1. Kox ocHoBHOM HOPMaJIM30B4HHAS CTPOKA CHMBOJIOB. | GOPMHUPYETCs ¢ HCIIONB30BAHUEM HOPAIKOBOIO METOAA 1
JIEKApCTBEHHOMN GopMBI Mabson: \d{4} KOJHPOBaHHA ¢ marom 1
1.3.2. HaumeHoBaHNe OCHOBHOH | HOPMaJH30BaHHAS CTPOKA CHMBOJIOB. | OpMHpYETCS B BUAE CIIOBOCOMETAHUS HA PYCCKOM S3BIKE 1
JIEKapCTBEHHOM HOpMBI Mpumn. pnmuHa: 1.
Maxkc. anuna: 500
1.3.3. Onucanue OCHOBHOH HOPMAaJIM30BaHHAs CTPOKA CHMBONOB. | GOpMHpYETCs B BUIE CIIOBOCOUETAHUA HA PYCCKOM S3bIKE 0.1
JIEKAPCTBEHHOMH (POpPMEI MuH. qana: 1.
Maxkc. mimnHa: 4 000
1.3.4. Cpenenns o omnpenenaercs oONacTAMY 3HAYCHHA OIpeAeNAIOTCS NpaBHIaMH GOPMHPOBAHHS BIIOXKEHHBIX 1.*
NeKapcTBeHHOMH dopMe BIOKEHHBIX PEKBH3UTOB PEKBH3HUTOB
*.1. Kox nexkapcTBeHHOMR HOpMaJIM30BaHHas CTPOKA CUMBOJIOB. | GOpPMHPYETCS ¢ HCIONB30BAHHEM METOAA KOUPOBAHHS 1
thopMEI [a6non: \d{10} cornacHo Mertouke kiacCHpUKaLuy 1 KOAAPOBAHUS
HHGOPMALIHH B HOMEHKIIATYPE IEKapCTBEHHBIX (GopM,
[peayCMOTPEHHOM NPHIIOXKEHUEM K HACTOAIIEMY
JOKYMEHTY
1

* 2. ITonmsoe HaMMeHOBaHNUE
nexapcTBeRHOU GopMEL Ha
PYCCKOM SI3BIKE

HOpMaJIH30BaHHas CTpOKa CHMBOJIOB.

MuH. pusa: 1.
Makxe. mymua: 1000

¢opMupyeTcs B BUAE CIIOBOCOYETAHUSA HA PYCCKOM S3bIKE




Ipasuna hopMHpOBaHUS

HammeHoBaHHE pEKBH3UTA O6nacTh 3HaYeHNS PEKBU3UTA M=.
3HaYeHUs PEKBH3HUTA
* 3. [TonHoe HaMMEeHOBaHHE HOPMaNHM30BAHHAS CTPOKA CHMBOJIOB. | GopMEpYyeTcs B BUZE CIIOBOCOYETAHHS Ha aHTIHIICKOM 0..1
JeKkapcTBeHHOM dopMBl Ha Mpus. ggna: 1. S3BIKE
AHTTIMACKOM sA3bIKE Makc. pnuna: 500
* 4. KpaTkoe HauMeHOBaHHE | HOpPMaM30BaHHAA CTPOKA CHMBOJIOB. | (popMHpyeTcs B BUAE CIIOBOCOYETAHHA HA aHTJTMHCKOM 0..1
JiekapcTBeHHOH (opMBI Ha MpuH. pnana: 1. SI3BIKE
PYCCKOM sI3bIKE Makc. auna: 500
*5. Kog Buna HOPMaJIH30BaHHas CTPOKa CHMBOJIOB. | KOZIOBOE 0003HaYeHHE (POPMHPYETCS B COOTBETCTBUH 0.1
MoAUGHIEPOBAHHOTO a6mon: \d{2} €O COPaBOYHMKOM BHIOB MOAU(PHLIHPOBAHHOTO
BHICBOGOKICHHS BEICBOGOXIEHHA NEHCTRYIONIMX BEIECTB
JeHCTBYIOIMX BEHIECTB
*.6. Koz cnoco6a BBeieHuA HOPMAIH30BaHHas CTPOKa CHMBOJIOB. | KOZI0BOE 0003HadeHHe (hOPMHPYETCS B COOTBETCTBHH 0.1
JiexapcTBeHHON HOpMEL Iabnon: \d{2} CO CTIPABOYHMKOM CIIOCOOOB BREAECHUS JIEKAPCTBEHHBIX
IpenaparoB
*7. Kox nytu BBeneHus HOPMAaIH30BaHHad CTPOKa CHMBOJIOB. | KOJOBOe 0003HaueHHE POPMHPYETCS B COOTBETCTBHH 0.1
JIEKapCTBEHHOM (hOpMBI IMa6non: \d{3} CO CIIPaBOYHHKOM IyTeiH BBEACHHUA JIEKaPCTBEHHAIX
IpeapaToB
*.8. Kox (opMp! mpuMeHEHMS | HOPMaM20BaHHAd CTPOKA CHMBOJNOB. | KOZOBOE 0003Ha4YEHHE TTOTyYaeMOii B PE3yIIbTaTe 0..1
ITa6mon: \d{10} peoOpa3oBaHus TeKapceTBeHHON GOpMBI (s hopm,
HE TOTOBBIX K IPUMEHEHHUIO)
*.9. CpeneHus O 3aIucH ompezensercs o6nacTAMH 3HaYCHHH OIIpEeNENAIOTCS IpaRMIaMy GOPMHUPOBAHHS BIOXKEHHBIX 1
CNIpPaBOYHHKA BJIOYKEHHBIX PEKBH3UTOB PEKBH3UTOB
(xnaccudukaropa)
* 1. Jllata navana meiicTBug | o60o3gaueHue OaThl B COOTBETCTBHH COOTBETCTBYET JaTe Hayaya AeHCTBUS, YKa3aHHOM B aKTe 1
¢ 'OCT HCO 8601-2001 B dopmare | oprasa EBpasmifCKoro 5KOHOMEHUYECKOTO COO3a
YYYY-MM-DD
OIIPEAEIIAIOTCS IPaBHIIaMu HOPMHUPOBAHKS BIOXKEHHBIX 0.1

* 2. Cpenenus o6 axre,
perJaMeHTHPYIOIEM
Ha4ano AeHCTBUA 3aIUCH
CIIPaBOYHHKA
(xnmaccudukaropa)

ompenenseTca oOnacTAMH 3HaYeHuH
BJIOYKEHHBIX PEKBH3HUTOB

PEKBH3KUTOB




Ipasuna popmuporanus

* 4.3, Jlara axTa

¢ I'OCT HCO 8601-2001 B opmate
YYYY-MM-DD

IKOHOMHYCCKOI'O COKO3a

HaumMernoBanue peKBU3UTA O06nacTh 3Ha4YEHHA PEKBHU3NTA M=n.
3HAYCHUS PEKBHU3HTA
*.2.1. Bun akta HOpMalH30BaHHask CTPOKa CHMBOJIOB. | K0JJ0BO€ 0003HaUeHHE aKTa B COOTBETCTBHH 1
[MTa6non: \d{5} € KI1acCHGHUKATOPOM BHJIOB HOPMAaTHBHEIX IIPAaBOBBIX
aKTOB MEXIyHApOAHOrO IpaBa
*2.2. Homep axra HOPMAJM30BaHHASA CTPOKa CHMBONOB. | COOTBETCTBYET HOMEDY aKTa opraHa Espasuiickoro 1
Mus. mna: 1. 3KOHOMHYECKOTO COI03a
Makec. mna: 50
*2.3. Hara akta 0003HaYeHNE OaThl B COOTBETCTRHH COOTBETCTBYET ZaTe NPUHATHS aKTa oprana EBpasuiickoro 1
¢ TTOCT UCO 8601-2001 B popmare | IKOHOMHYECKOTO COIO3a
YYYY-MM-DD
*.3, Mara oxoH4YaHuS 0003HaYeHHE faThl B COOTBETCTBHH COOTBETCTBYET JaTe OKOHYAHHS ACHCTBUSA, YKa3aHHOH B 0.1
ACHCTBHSA ¢ 'OCT MICO 8601-2001 B popmate | axte oprana EBpasmiicKoro 3KOHOMHYECKOTO COKO3a
YYYY-MM-DD
*.4. Cpenenus o0 axTe, omnpeaenstercs 061acTAMH SHAUCHUM onpenessIoTCd NpaBiaaMi GOPMHPOBAHHUS BIOYKEHHBIX 0.1
PErNnaMeHTHPYHOLIEM BIIOXXEHHBIX PEKBU3UTOB PEKBU3UTOB
OKOHYaHHe JeHCcTBUS
3alucCH CIIPaBOYHUKA
xnaccudukaropa)
*4.1. Bun akra HOpPMaIM30BaHHAas CTPOKA CHMBOJIOB. | KOJOBOE O003HAYEHHE aKTa B COOTBETCTBHU 1
NTa6non: \d{5} ¢ KJIacCH(HKaTOPOM BHIOB HOPMATHBHBIX MIPABOBBIX
aKTOB MEXIYHAPOJAHOTO ITpaBa
*.4.2. Homep akTa HOPMAaJM30BaHHAs CTPOKa CHMBOJIOB. | COOTBETCTBYET HOMeEpY akTa oprana Espasumiickoro 1
Mug. mmmHa: 1. 3KOHOMHYECKOr0 COI03a
Maxkc. anuna: 50
0003HauEHNE AaThl B COOTBETCTBHH COOTBETCTBYET JaTe NPHHATHS axTa oprana Espasuiickoro 1




Tabnuna 2
CTpykTypa ¥ pEeKBH3HTHBIN COCTaB CIPaBOYHHKA BHJIOB
MOJM(PHULUPOBAHHOTO BEICBOOOXAEHHS AEHCTBYIOMIHX BEIIECTB
HauMmeHoBaHWe pexBH3HTA O6nacTs 3Ha4eHUsA PEKBH3UTA Tipasuna dopmuposarms M=.
3HAYCHHSA PEKBH3UTA
1. Cseznenns 0 BHAE MOAUUIPOBAHHOTO | ONpencieTcs o6IacTsIMH 3HaUeHHUH OMPEAENAIOTCA MPaBIIaMH (HOPMHUPOBAHUA 1.%

BBICBOOOMCICHHS ASHCTBYIOIUX BEWIECTB

BJIOKCHHBIX PEKBU3UTOB

BJIOJKCHHBIX PEKBU3UTOB

1.1. Kon Buma MoguduuupopaHHoro
BBICBOOOXICHHAS NEHCTBYIOIIUX BELLECTB

HOpPMAJTM30BaHHAA CTPOKAa CHMBOJIOB.
IMa6mon: \d{2}

¢$opMHpYeTCs C HCTOIB30BAHHEM IIOPAAKOBOTO
MeTOJa KOAUPOBAHH C 1uarom 1

1.2. Haumenosanue Buga
MOIUGHUIHPOBAHHOIO BEICBOGOXKACHHS
JCHCTBYIOMKX BEINECTB HA PyCCKOM
A3BIKE

HOPMAIM30BaHHAs CTPOKA CHMBOJIOB.
MuH. paHa: 1.
Makc. anuna: 500

¢dopMupyercs B BHAIE CIOBOCOYETAHHS HA PYCCKOM
A3BIKE

1.3. HaumeHoRaH¥e BUAA HOPMAITM30BaHHAS CTPOKA CHMBOJNIOB, | (hOpMEpYeTcs B BUAE CIOBOCOYETAHMA HA 0.1
MOI¥(HUIHPOBAHHOTO BEICBOGOXKIECHM Mun. pmana: 1. AHIHACKOM S3BIKE
JeHCTBYIOIINX BEILIECTB HA aHTNIHIECKOM Make. amana: 500
A3bIKe
dbopMupyeTcs B BHJIE TEKCTA HA PYCCKOM S3BIKE 0..1

1.4. Onpenenenue Buga

MO (PUIEPOBAHHOTO BHICBOOOKICHHS
JEHCTRYIOIHX BEIIECTB Ha PYCCKOM
SI3BIKE

HOPMAITA30BaHHast CTPOKa CHMBOJIOB.
Mun. gmana: 1.
Make. amuua: 4 000

1.5. Ceenenus o 3aIIlCH CIPABOYHUKA
(xnaccuduxaropa)

onpezensercs o0nacTsIMH 3HaYCHUH
BIIOKEHHEIX PEKBH3HTOB

ONpPEACIAOTCS NpaBUIIaMH d)Ole/IpOBaHI/IH
BJIOKCHHBIX PCKBH3HTOB

1.5.1. Jlara Hadana JeHCTBUA

0603HayueHne NaTHl B COOTBETCTBHH
¢ F'OCT HUCO 86012001 B popmare
YYYY-MM-DD

COOTBETCTBYET JATE Haualla AeHCTBUS, YKa3aHHOM B
akTe oprana EBpasuiickoro 5KOHOMHYECKOTO COKO3a
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ITpaBu:1a hopmMupoBaHus

HauMmeHoBaHHE peKBU3HMTA OO6nacTb 3Ha4eHHA PEKBH3HTA MH.
3HAYCHHs PEKBU3HNTa
1.5.2. Csenenuns o6 akre, onpeznensercs 061acTAMU 3HaYCHAH OIIPENENSAIOTCS NIpaBHiIaMe GpopMEPOBaHHs 0..1
PErIaMeEHTUPYIOLIEM HAYaNIO nefcTBHA | BIOXKEHHBIX PEKBH3UTOB BIIOXXEHHbBIX PEKBU3HUTOB
3aMUCH CIIPABOYHUKA
(xnaccudukaropa)
*.1. Bunakta HOPMAaJIH30BaHHAs CTPOKA CHMBOJIOB. | KOZOBOE 00O3HAYEHHE aKTa B COOTBETCTBHH 1
[a6non: \d{5} ¢ KITacCH(HKATOPOM BHIOB HOPMATHBHEIX IPABOBBIX
aKTOB MEXIYHapOAHOIO NMpaBa
*.2. Homep axra HOPMaJIM30BaHHAas CTPOKA CUMBOJIOB. | COOTBETCTBYET HOMEpY akTa oprana Eppasuiickoro 1
Mun. gnana: 1. 3KOHOMHYECKOTO CO3a
Makc. xmuna: 50
*.3. Hara axta 0003HaueHHE JAaTHl B COOTBETCTBHH COOTBETCTBYET JaTe MPHHATHS aKTa Oprasa 1
¢ FOCT HICO 8601-2001 B dopmare EBpasmiickoro 3KOHOMHYECKOT0 €Ol03a
YYYY-MM-DD
1.5.3. Jlara oxoHYaHUS ACHCTBHSA 0003HaYeHHE TATHI B COOTBETCTBHH COOTBETCTBYET AATE OKOHYAHUS AeHCTBHS, 0.1
¢ TOCT UCO 86012001 & popmare | ykasamHol B axTe opraga Espasuiickoro
YYYY-MM-DD SKOHOMHYECKOT'O COI03a
OIpeAENSIOTCS NpaBHIaMi (GOPMUPOBaHHS 0.1

1.5.4. Ceenenus o0 axre,
peTNIaMEHTUPYIOEM OKOHYAHKE
JefiCTBUSA 3allMCH CIIpaBOYHUKA
(xmaccuduxaropa)

OIIPEIEIIACTCA obnacTaAMH 3HaYEHHUT
BJIOXKEHHBIX PEKBH3HTOB

BJIOKCHHBIX PEKBH3UTOB

*1. Bun axra

HOPMAIU30BaHHaA CTPOKA CUMBOJIOB.

IIa6non: \d{5}

KOZI0BOE 0603HAUEHHE aKTa B COOTBETCTBHH
¢ KJIaCCH(MHMKATOPOM BUAOB HOPMATHUBHBIX IIPABOBBIX
AKTOB MEXIyHapOIHOTO IpaBa
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IpaBuna popMrpoBaHus
HaunmenoBanue pexBu3uTa OGnacTs 3HaYEHUS PEKBH3UTA p bopuup Ma.
3HAYeHHA PEKBU3HTA
*.2. Homep akra HOPMAJH30BaHHAs CTPOKA CUMBOJIOB. | COOTBETCTBYET HOMepY akTa oprana Espasuiickoro 1
Mun. amana: 1. 3KOHOMUYECKOTO COM03a
Makc. pnuna: 50
*3. Jlara akTta 0003HAUEHUE aThl B COOTBETCTBHU COOTBETCTBYET JaTe IPHHSATHS aKTa opraHa 1
¢ 'OCT HUCO 86012001  hopmare | ERpasuificKOro SJKOHOMHYECKOTO COK03a
YYYY-MM-DD
Tabnuna 3
CrpyKTypa ¥ pEKBU3UTHBIN COCTaB CIIPABOYHHKA CIIOCOOOB BBEICHHUS JIEKAPCTBEHHBIX NTPENapaToB
TIpaBuna popmuporanus
HauMenoBaHHe peKBH3HTA ObnacTs 3Ha4YEHUS PEKBH3HUTA P popmnp MHu.
3HAYEHNS PEKBU3HTA
1. Csezenus o criocobe BBEAECHHS omnpeensercs 06IacTAMH 3HaUCHHH | OTIpe/ieIAI0TCsS NpaBHIaMy (JOPMHPOBAHHS BIOKEHHBIX 1.*
TeKapCTBEHHOTO MpenapaTa BJIO)KEHHBIX PEKBH3HUTOB PEKBH3UTOR
1.1. Koz crniocoba BeeneHUs HOPMAaJIM30BaHHAs CTPOKA CHMBOJIOB. | K0Z0BOE 0603HaYeHHE (POPMHUPYETCS C HCIIONB30BAHHEM 1
JIeKapCTBEHHOTO Mperapara Ma6mon: \d{2} MOPSIKOBOrO METOAA KOAWPOBAHHA C 11arom 1
1.2. HammeHnoBarue cnocoba HOpMaJH30BaHHA] CTPOKA CHMBOJIOB. | (POpMHpPYETCS B BUJIE CIIOBOCOYETAHUS HA PYCCKOM SI3BIKE 1
BBEJICHHUS JIEKApCTBEHHOTO Mun. pmana: 1.
npenapaTa Ha PyCCKOM SI3bIKe Makc. anmuna: 500
1.3. HaumeHnoBanue crnocoba HOPMaJIM30BaHHAA CTPOKA CHMBOJIOB. | GOpMHpYETCS B BUAE CIIOBOCOYETAHUS HA aHTIHHCKOM 0..1
BBEICHUS JICKAPCTBEHHOTO Mun. mmasa: 1. S3BIKE
npernaparta Ha aHDTHHCKOM s3BIKE Make. amana: 500
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Ilpasuna bopmupoBanus
HaumeHoBaHue pexBH3HTA O6nacTh 3HaYeHHS PEKBU3HTA P Gopmup MH.
3HA4YEHHSA PEKBH3HUTA
1.4. Onpenenenne cnoco6a BBEACHNS | HOPMAIH30BAHHAS CTPOKA CHMBOJIOB. | (hOPMHpYETCS B BHJIE TEKCTA HA PYCCKOM A3BIKE 0.1
JIEKapCTBEHHOTO IIpenapara Ha Mus. mmna: 1.
PYCCKOM sI3BIKE Makc. anuna: 4 000
1.5. Ceenesus o 3amucu onpenenaeTca 061acTAMY 3Ha4CHHN | oHpeAensroTcs IpaBUIaMy GOPMHPOBAHHA BIOKCHHBIX 1
CTIpaBoyHHKa (K1accuduxaropa) BJIOJKECHHBIX PEKBU3HTOB PEKBHIHTOB
1.5.1. Mara nHavana gedcTBus 0003HaYEHKE JATE] B COOTBETCTBHH | COOTBETCTBYET AaTe Hadana NeHCcTBHS, YKA3aHHOM B aKTe 1
¢ FOCT HCO 86012001 & popmare | oprama EBpasuiickoro SKOHOMHYECKOTO COK03a
YYYY-MM-DD
1.5.2. Csenenus o6 axre, ONpeNeNAeTCs 001acTsAMHU 3HaYEHHH | ONpeAeILIOTCS MpaBrIaMy pOPMUPOBAHKS BIOKEHHBIX 1
PernaMeHTHPYIOLEM Hayajo BJIOXKEHHBIX PEKBU3HTOB DEKBU3UTOR
JeHCTBHSA 3AIUCH CIIPABOYHHKA
(xmaccutuxaropa)
*.1. Bun akta HOPMANH30BaHHas CTPOKA CHMBOINOB. | KOZOBOE 0G03HAYEeHHE aKTa B COOTBETCTBHH 1
[a6mon: \d {5} ¢ KIacCu(PUKATOPOM BHZIOB HOPMATHBHBIX [IPABOBBIX
aKTOB MEXIYHAPOIHOTO IIpaBa
*.2. Homep axra HOpPMaNM30BaHHAA CTPOKA CHMBOJIOB. | COOTBETCTBYET HOMEPY aKTa opraHa Espasutickoro 1
Mun. mmna: 1. 3KOHOMHYECKOTO COI032
Makc. gmuHa: 50
*.3. Jara axta 0603HaueHKE JAThl B COOTBETCTBHH | COOTBETCTBYET Jare NPUHATHA akTa oprana Espasuiickoro 1
¢ TOCT UCO 8601-2001 B c])opma're SKOHOMHYECKOI'O COIO3a
YYYY-MM-DD
0003HaYEHHE JaThl B COOTBETCTBHU COOTBETCTBYET JIaTe OKOHYAHHUA AeiiCTBHA, YKa3aHHOI B 0..1

1.5.3. ara okoH4UaHMs OEHCTBUA

¢ 'OCT HCO 86012001 B popmaTte
YYYY-MM-DD

axTe oprana EBpazuiickoro 53KOHOMHUeCKOTO COI03a
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HaumenoBanune PEKBH3UTA

O6nacTh 3HaYEHNS PEKBH3HTA

IlpaBuna ¢opMupoBanus
3HAYCHHS PEKBH3UTA

1.5.4. Csepnenus o0 akre,
PperaMeHTHPYIOIEM OKOHYaHHe
JefCTBHS 3aIKCH CIPaBOYHHKA
(xnmaccuduxaropa)

onpenenderca obnacTaMH 3HaYEHUA
BJIOKCHHBIX PEKBU3IUTOB

OITpeIeIIIIOTCS IPaBHIaMH GOPMHUPOBAHHUS BIOKEHHEIX
PEKBH3HTOB

0.1

* 1. Bug akta

HOPMAJIM30BaHHAS CTPOKA CHMBOJIOR.
[Ta6mom: \d{5}

KOZI0BOE 0603HAYEHIE KT B COOTBETCTBUM
¢ KaccHMKATOPOM BH/IOB HOPMATHBHEIX IIPABOBBIX
AKTOB MEXIYHAPOJHOIO IpaBa

*2. Homep axta

HOpMaJIH30BaHHAasA CTPOKA CUMBOJIOB.
Mux, poeHa: 1.
Maxe. pmana: 50

COOTBETCTBYET HOMeEpY akTa oprana Eppasuiickoro
9KOHOMMYECKOTO COI03a

*.3. Jlata akta

0003HAYEHHKE NaTh! B COOTBETCTBHA
¢ T'OCT UCO 8601-2001 B popmare
YYYY-MM-DD

COOTBETCTBYET Jare NPHHATHA akTa oprana EBpasuiickoro
SKOHOMHUYECKOr0 CO032




YTBEPXEH

Pemennem Konerun
EBpasuiickoii 53KOHOMIUYECKO KOMHCCHHI
ot 17 centa6ps 2019 r. Ne 158

CIIPABOYHHUK
nyTeil BBeJCHHS JIEKAPCTBEHHBIX NpenapaTos

I. IlacnopT cripaBoYHHKa

No
I /; O06o3Ha4eHHE 3EMEHTA Omnucanne

1 2 3

1 | Kox 029

2 | Tun 1 — copaBO9YRHK

3 | HanmeHoBaHHE CIIPABOYHUK NyTeH BBEIACHHS EKaPCTBEHHBIX

TIpenapaToB

4 | AGOGpermarypa CIIBJIIL

5 | Obosnauenue EC 029-2019 (pez. 1)

6 | PexBH3NTE aKTa O IPUHATHH Pemenue Konnernn Eppasuiickoii sxoHOMEYECKOH
(yTBepXX/IeHHH) CTIpaBOYHHKA Komucenu ot 17 centabps 2019 r. Ne 158
(knaccupukaropa)

7 | Nara BBenenus B OeHCTBEE 19 oxta6ps 2019 r.

(Ha4aIa MPHMEHEHMS)
cripaBo4HHKA (KIaccHdHKaTOpa)

8 | PeKBH3HTHI 2KTa O IPEKPALICHHH | —
TIPEMEHEHHS CTIPAaBOYHHUKA
(wraccuguxaropa)

9 | Mara OKOHYaHHs PUMEHEHUS -
CIIpaBOYHHKKA (KiIaccupuKaTOpa)

10 | Oneparop (omeparopsr)

BY, Munuctepctso 3npaBooxpancHus Pecrybnuku
Benapycs. YnonzoMoueHHas opranusanus:
Pecmybnukanckoe yHUTapHOE IPEIIPHITHE
«IleHTp 3KCIEPTH3 ¥ UCTIBITAHUH B
3APaBOOXPaHEHUH »




0O603HaYEHHE ITEMEHTA

Onucanne

3

Hasunauenue

CIIPABOYHUK IpeNHA3HAYEH I YHU(DHKALMH
HauMeHOBaHUIT myTelt BBE/ICHHA TeKapCTBEHHBIX
TpenaparoB, HCIONb3YEMBIX IIPH MapKUPOBKE
JIEKAPCTBEHHbIX PENApPaTOB, COCTABICHUH
PETHCTPALIOHHOTO IOChE IEKAPCTBEHHAIX
IpenapatoR, GOpPMUPOBAHNM €IHHOTO PeecTpa
3apETHCTPUPOBAHHBIX JIEKAPCTBEHHEIX CPEACTB
EBpasuifcKoro 9KOHOMHYECKOTO COI03a 1
uHpopMaHOHHEIX 6a3 FaHHEBIX B chepe
obpalleHHs NeKapCTBEHHEIX CPEACTR

12

AHHOTaNMsA
(o6nacTb npUMEHEHHUS)

HCTIOJIB3YeTCA IpH (HOPMUPOBAHAH
HPeOCTaBNIeMEIX CyObeKTaMH OGpaleHAs
NEKAPCTBEHHBIX CPEJCTE B YIOMHOMOUCHHEIE
Opransl roCyJapcTB — WieHoB EBpasuiickoro
SKOHOMHYECKOTO CO03a IOKYMEHTOB, B TOM YUCIIE
B BNIEKTPOHHOM BMJE, a TaKxKe I o0ecnedenns
MHGOPMAMOHHOTO B3AHMOACHCTBUS IPH
pean3aruy o6IMX TPOIIECCOB B paMKax
EBpasniickoro 3K0HOMHYECKOTO COI03a

13

Kmoyerrple cnoBa

nexapcTBeHHas hopMa, IyTh BBEACHHUS

14

Cioepa, B KOTOPOI peamu3yloTcs
TIONTHOMOYHS OPTaHOB
Erpa3suiickoro 3KOHOMHAYECKOTo
cor3a

TEXHMYECKOE PEryHPOBaHHE

15

Hcnone3oBanue Mex I yHapoRHOH
(MeXTrocyapcTBEHHOM,
PpETHOHABHO#M) KIaccHpHKALMA

1 — cipaBOYHMK rapMOHU3UPOBAH C
MEXIYHAPOAHBIM (MEXIOCY JapPCTBEHHBIM,
permonaiipHEIM) cTangaprom MUCO 11239
«MadopmaTn3anug 300poBbs. MnerTuduxanms
JIEKapCTBEHHBIX CPECTB. DIEMEHTHI JaHHBIX U
CTPYKTYpBI Ul YHHKAJIbHOH HACHTHGUKALIHH H
obmena nrdopMayeli 0 perucTPAPYeMbIX GopMmax
JO3MPOBKH, SOUHUIAX TIPe/ICTABIEHN, TIYTAX
BBEJICHHS U YIIaKOBKE)

16

Hasrgde rocyapeTBeHHBIX
CIIPaBOYHHKOB
(knaccH(pUKaTOPOB)

roCYnapCTs — YICHOB
Egpasniickoro 3x0HOMUYECKOro
coro3a

2 — CpaBOYHMK HE UMEET aHaIOT0B
B rocygapcTBax — wieHax Epasuiickoro
3KOHOMMYECKOTO COr03a




Ne
n OGo3HaueHHE INEMEHTA Omnucanye
1 2 3
17 | Meron cucTeMaTu3anum 1 — DOPAAKOBEIH METOX CHCTEMaTU3aHK
(xnaccubuxaym)
18 | MeroauKa BeeHHS CIIPAaBOYHHK BEETCS B SNCKTPOHHOM BHIE
B cOOTBeTCTBHY ¢ [TopsaaKoM BemeHHs
HOMEHKJIATYpPHI JIEKAPCTBEHHBIX hOpM H
CIIpaBOYHMKA HyTel BBEACHHUS JIEKAPCTBEHHBIX
IpenapartoB, yTeepxaeHHsM Pemennem Konnernu
EBpasniickoli 5KOHOMUYECKOH KOMACCHH
or 17 centabpsa 2019 r. Ne 158

19 | CtpykTypa CTPYKTYpa U PEKBH3UTHBIH COCTAB CIIPABOYHHKA
(cocTaB nonei cIpaBo4HYKA, 00IaCTH X 3HaYEHUH
M IIpaBuna (hopMEpOBaHHS) NPHBENEHEBI
B pazzene 1l HacTosIuero CnpaBoYHrKa

20 | CremeHb KOHQUACHIHAILHOCTH | CBEJICHHS W3 CIPABOYHUKA OTHOCATCS
IAHHBIX K HH(pOPMANHE OTKPHITOr0 AOCTYIa

21 | YcraHoBneHHad HEPHOAMYHOCTE | He yCTaHOBJICHA
repecMoTpa

22 | Usmenenus -

23 | Ccplika Ha IeTaNH3MPOBaHHBIE | ACTATH3UPOBAHHBIC CBEICHHS M3 CTIPABOYHHKA
CBEACHHUS U3 CIIPABOYHHKA TpHBEEHH! Ha UHPOPMALOHHOM HOpTase
(xaccubukaropa) EBpasuiickoro 3kx0OHOMHYECKOr0 C0103a

24 | Croco6 mpencTaBleHHS onmy0nuxoBanye Ha HHGOPMAHOHHOM NOpTaJle

CBeIEHUY K3 CIPABOYHUKA
(xmaccudukaropa)

EBpasuiickoro 3K0HOMHUYECKOTO COI03a
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II. Onncanvie cTPyKTypH! CHPaBOYHMKA

1. Hacroamuii pasfen ycTaHaBIMBaeT TpPeOOBaHHS K CTPYKType
CIpaBOYHHKA, B TOM UHC/E ONpEAeNseT PeKBU3HTHBINA COCTaB H CTPYKTYDY
CIIPaBOYHHKA, 00JIACTH 3HAYEHUH PEKBU3HTOB U IPaBMiIa UX (GOPMUAPOBAHMS.

2. CtpykTypa M peKBH3WTHEI!l COCTaB CIpPABOYHHKA IIPUBEAEHHI B
tabunuie, B KOTOPOo# hopMUpPYIOTCA cleayronue nons (rpadsl):

«o0JiacTh 3HAUSHHS pEKBU3UTA» — TEKCT, MOSACHSIOLIMH CMEICI
(ceMaHTHKY) PEKBU3UTA;

«npaBuia GOPMHPOBaHHUS 3HAUCHHSI PEKBHU3UTA» — TEKCT, YTOUHSIOLIHA
Ha3HAYeHWE pEKBU3WTA, OIpeNessomui mpaBiia ero (GopMHUPOBAHUA
(3amONHEHNST), WITH CJIOBECHOE OIIMCAaHUE BO3MOYKHEIX 3HAYEHUH PEKBH3UTA,

«MH.»  —  MHOXECTBEHHOCTb  pexBu3MTa  (00S3aTEIBHOCTH
(ONMIMOHANBEHOCTS) M KOIMYECTBO BO3MOXKHEIX TIOBTOPSHUH PEKBH3UTA).

3.Ana yKka3aHMs MHOXCCTBEHHOCTH DPEKBHU3UTOB IepeqaBaeMbIX
JAHHBIX HCTIONB3YIOTCA CIeAyIomue 0603HaueH s

1 — pekBH3HT 00s3aTeNeH, MOBTOPEHUS HE JOIYCKAIOTCS;

N — PEeKBHU3MT 00sI3aTelIeH, JOJDKEeH HOBTOPATHECS 1 pa3 (n > 1);

— PEKBH3HT 00sI3aTeNIeH, MOXKET MOBTOPATECS 6€3 OrpaHNYCHHiIA;

n.* — pekBU3UT 00Os3aTeNieH, JOIDKEH MOBTOPATHCS HE MEHee n pas
>1);

n.Mm — peKBU3UT obs3aTeNneH, JOIDKEH MOBTOPSTHCS HE MEHee N pas u
He 6osiee m paz (n> 1, m > n);

0..1 — pexBHM3UT ONIMOHAJIEH, IOBTOPEHHUS HE [0y CKAIOTCS,

0..* — PexBU3HT ONLHOHAJICH, MOXET HOBTOPSTHCS Ge3 OrpaHuyueHumit;

0..m — peKBU3WT ONIIMOHANEH, MOXET IOBTOPSTHCS He Goyiee m pas
(m>1).



Tabnuua
CTpyKkTypa ¥ peKBU3UTHEIH COCTAB CIIPaBOYHUKA
HanMenoBaHue pexBH3UTA OO6nacTh 3HAYSHUS pEKBH3HTA Tlpasuna hopmuposanus M=,
3Ha4YeHHS PEKBU3HNTA
1.*

1. CBeneHus o myTH BBEIEHHS
JIeKapCTBEHHOTO Iperapara

ompezenseTcsa obnacTIMu 3HaYeHuR
BIIOKEHHBIX PEKBH3HTOB

OTIpEZENAOTCS IpaBHIaMi GOPMHUPOBAHHS BIIOKEHHBIX
PEKBH3HUTOB

1.1. Koz nytu BBeneHNS
JIeKapCTREHHOTO Npenapara

HOPMaJH30BaHHasA CTPOKA CUMBOJIOB.
Ma6mon: \d {3}

GbopMHUPYETCS ¢ HCIONB3OBAHHEM MTOPSNKOBOT0 METONR
KOQMPOBaHUSA ¢ maroM 1

1.2. HauMeHOBaHuE ITyTH BBEACHHA
JIEKapCTBEHHOTO NpenapaTa Ha
PYCCKOM S3BIKE

HOpMaJ'II/I30BaHHaSI c*rpoxa CHMBOJIOB.
Mus. nnaaa: 1.
Make. uaa: 500

dbopMupyeTCs B BHIE CIIOBOCOYETAHHAS Ha PYCCKOM SI3bIKE

1.3. HammeHOBaHHE MyTH BBEASHUS
JIEKapCTBEHHOTO IIpenapaTa Ha
AHTTIHHCKOM S3bIKE

HOpMAaJH30BaHHAas CTPOKAa CUMBOJIOB.
Mus. xmHa: 1.
Makxkc. nnuHa: 500

dopMEpyeTCs B BHIE CIIOBOCOYETAHUA HA aHTJIHICKOM
SI3BIKE

0.1

1.4. Onpenenenue myTH BBEICHHS
JIEKapCTBEHHOT0 NpenapaTa Ha
PYCCKOM S3bIKE

HOpPMaJI30BaHHadA CTPOKA CHMBONOB.
Mumn. nrHa: 1.
Maxc. mmuHa: 4 000

¢dbopMupyeTcs B BUAE TEKCTa HA PYCCKOM SA3BIKE

0..1

1.5. Cpenenus o 3anmucu
cHpaBOYHHKA (KIaccuduraropa)

OIIpenenaeTcs 06IacTAMK 3HATCHHUI
BJIOKEHHBIX PEKBU3HTOB

ONpeieNIsUOTCA NpaBUiiaMi GOPMHUPOBAHHS BIOXEHHBIX
PEKBU3HTOB

1.5.1. Jara pavdana nqefcTBUA

0603HaYEHHE NaThl B COOTBETCTBHHA
¢ TOCT MICO 86012001 B dopmare
YYYY-MM-DD

COOTBETCTBYET JiaTe Hayalia JEHCTBUA, YKa3aHHOM! B aKTe
oprada EBpa3uiickoro 3KOHOMHYECKOTO COI03a

1.5.2. Csenenus o6 akre,
PErTaMeHTUPYIOLIEM HaYalo
ZIEeUCTBHS 3aIIICH CIIPaBOYHHIKA
(kaccudukaTopa)

onpeznensercs 0671acTAMU 3HAYEHHH
BIIOXXEHHBIX PEKBH3ATOB

onpenendroTCs NpaBIiIaMu GOPMUPOBAHMS BIIOKEHHBIX
PEKBU3HTOB

0.1




Ilpasuna hopMupoBasus

HanmenoBaHne peKBH3MTA O6nacTh 3HaYeHUs PEKBU3NTA M=u.
3HAYCHNS PEKBU3UTA
*.1. Bupg akta HOPMAaIH30BaHHAas CTPOKA CHMBOJIOB. | KOJOBOE 0003HAYEHHE aKTa B COOTBETCTBUH 1
1laGnon: \d{5} ¢ KnaccubUKaTOpOM BHIOB HOPMATHBHBIX NPABOBBIX
8KTOB MeXIYHApOIHOI'O IIpaBa
*2. Homep axta HOpMAaJIM30BaHHAad CTPOKA CHMBOJIOB. | COOTBETCTBYET HOMEDY aKTa oprana Espasutickoro 1
Mus. qnuna: 1. 3KOHOMHYECKOTO COI03a
Maxkc. anuna: 50
*3. [Mara axta 0603HaueHne AaThl B COOTBETCTBUH | COOTBETCTBYET JaTe NIPHHATH akTa opraHa Espasuiickoro 1
¢ 'OCT HCO 86012001 B popmare | SKOHOMHYECKOTO COKO3a
YYYY-MM-DD
1.5.3. Jlata oxoHuaHHs AefictBus | 0603HaueHHeE JaThl B COOTBETCTBMH | COOTBETCTBYET JaTe OKOHYAHMS JEHCTBHS, YKa3aHHOM B 0.1
¢ 'OCT UCO 8601-2001 & dpopmare | akTe opraa EBpa3Hiickoro SKOHOMUYECKOTO COI03a
YYYY-MM-DD
1.5.4. Crenenus o6 akre, ompenensgerca oONacTAMH 3HAUYCHUH | ompeaenoTcs NpaBmiIaMy GOpPMHPOBAHUA BIIOKEHHBIX 0.1
PErIaMeHTHPYIOIIEM OKOHYaHUe | BIOXEHHBIX PEKBU3HTOB PEKBH3HUTOB
JeHCTBYS 3alllCH CIPaBOYHHUKA
(xnaccugukaropa)
*.1. Buxakra HOPMAaJIM30BaHHAs CTPOKA CHMBOJIOB. | KOZOBOE 0603HaYCHHE aKTa B COOTBETCTBHH 1
Ia6non: \d{5} ¢ KJacCHGHUKAaTOPOM BHIOB HOPMATHBHBIX PABOBHIX
aKTOB MEXIYHApOTHOrO mpaBa
COOTBETCTBYET HOMEpPY akT1a opraHa Eppasutickoro 1

*.2. Homep axta

HOPMaJIM30BaHHAs CTPOKA CHMBOJIOB.
Mun. nmisa: 1.
Makc. munaa: 50

3KOHOMHYCCKOI0 COX03a




Haumenosanue PEKBU3HUTA

O6nacTb 3HaYEHUS PEKBH3UTA

[paBuia hopmMupoBasus
3HAYCHHS PEKBH3UTA

* 3. ata akra

ofo3HaYeHNe JaTsl B COOTBETCTBHA
¢ 'OCT UCO 8601-2001 » popmate
YYYY-MM-DD

COOTBETCTBYET JaTe NPHHATHA aKTa oprasa EBpasuiickoro
KOHOMHYECKOTO COI03a




ITPUJIOXKEHUE

K HOMEHKJIaType
JIeKapcTBEHHBIX HopM

METOJIHKA
KIaccHpUKanAH B KOAHPOBaHMs HH(OPMAIHA B HOMEHKJIAType
JieKapcTBeHHBIX opM

I. O6ue MosjoKeHus

1. Hacrosimass Meroauka pa3paboTaHa B COOTBETCTBHH €O
CNCAYIOIINMH aKTaMH, BXOJAMIUMH B IIpaBo EBpasuiickoro 5SKOHOMHYECKOro
coro3a:

Pemienne Koyneruu EBpasufickoli 3KOHOMHMYECKOH  KOMHCCHH
ot 17 Hos16ps 2015 r. Ne 155 «O enuHO# cucTeMe HOPMATHBHO-CIIPABOYHON
uHopmanuu EBpazuiickoro 5KOHOMIUIECKOTO COI03a»;

Pemerne Komnerun Espasuiickoli  3KOHOMHYECKOH  KOMHCCHH
or 22 pexabps 2015r. Ne 172 «06 yrBepxnmennu HomeHKmaTyprl
JIeKapCTBEHHBIX (GopM»;

Pemienne Komnermn EBpasuiickoii 3KOHOMHYECKOH  KOMHCCHH
or 25 oxtsbps 2016 r. Ne 122 «O TeXHONOrHYECKHX [NOKYMEHTax,
PernaMeHTHPYIONNX HHPOPMAMOHHOE B3auMOJEHCTBHE NpU pean3ainuu
CpeNCTBAaMH HHTETPHUPOBAHHONH HH()OPMAIMOHHOM CHCTEMBI BHEINHEHR
U B3aUMHOIl ToproBmm obmero nponecca «®dopMupoBaHHe, BeieHHE
U HCIIONIB30BaHHE EIMHOTO PEecTpa 3aperdHCTPHPOBAHHEIX JIEKAPCTBCHHBIX
cpeacTB EBpa3zuiickoro 5kOHOMHYECKOI0O COI03a»;

Pemuennie  Comera  EBpasuifickoil  3KOHOMHYECKOH  KOMHCCHM
ot 3 HostOps 2016 r. Ne 78 «O IlpaBmiax perucTpaudyd M SKCHEPTH3EI

JICKApCTBEHHBIX CPENCTB Il MECAULIMHCKOro IPAMEHECHU S,
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Pemenne Komnerun EBpasuiickoll 3KOHOMHYECKOW  KOMMCCHH
oT 30 mons 2017 1. Ne 79 «O TpeboBaHusx K 3NMEKTPOHHOMY BHAY
3asBIEHHM H JOKYMEHTOB PETHCTPAlIOHHOrO JOChE, MPEICTaBIAEMBIX IPH
OCYIIECTBIICHHH PETUCTPallUM M 3KCHEPTH3Hl JIEKApCTBEHHBIX IIPENapaToB
JU1sL METULIMHCKOTO IPHMEHEHU;

Pemenne Komnerun EBpasuiickoli 9KOHOMHMYECKOH KOMMCCHH
or 19 ceursbps 2017 r. Ne 121 «O6 yreepxnmennd MeTOmOIOTHH
pa3paboTku, BelAeHUS M NPHMEHEHHS CIIPAaBOYHHKOB M KIACCH(HKATOPOB,
BXOJSIIMX B COCTaB PECYPCOB €IMHOH CHCTEMBI HOPMATHBHO-CIIPABOYHOMN

uapopmannu Eppazuiickoro 5KOHOMHYECKOTO COI03a.

II. Obnacts npuMeHeHHs

2. Hacrosmas Meronyika paspaboTana B HessIX AeTaIU3aliH ONHCAHUs
U OTIPENeNeH s CueluQUKH NTPUMEHEHNS METOMA KiTacCH(UKALMN ¥ METOA
KOJUpPOBaHus, NPUMEHAEMEIX NPU pa3paboTKe W BeAEHHH HOMEHKIATYDHI
JeKapcTBEHHBIX GOpPM (Ianee — HOMEHKIATYpa).

3. Hacrosmas Metoauka NpUMEHSETCS ONEPaTOPOM HOMEHKJIATYPHI

[py BHECEHHH B Hee CBeJIEHHH O JIEKapCTBEHHBIX opMax.

III. OcHOBHBIE HOHATHS

4. IloHATHs, WCTIONb3yeMBle B Hactosied MeToauke, NPUMEHIIOTCS B
3HAYEHHUSX, ONPEACSICHHEIX aKTaMu EBpasuiickoit SKOHOMHYECKOM KOMHCCHI
B cepe oOpaleHus eKapcTBEHHbIX CPEACTB, a TakKe B cdepe co3manus 1

pa3BUTHsI HMHTEIPUPOBaHHOM HHOpMaLMOHHOH cucteMbl EBpasuiickoro

3KOHOMHYECKOro Coxo3a.
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IV. Merox xnaccupuxanay HOMEHKIATypBI

5. Undopmarus B HOMEHKIIAaType KJiaccHpUIupyercs
KOMOWHHPOBAHHEIM METOHOM.

6. ITo3unuy HOMEHKIAaTyphl 00OpasyloT TPEXypOBHEBYIO MHEpapXuio.
ITepBoii cTyneHbIo KaccH(HMKaUK SBIISETCS COCTOSHHE BellecTBa. Bropoii
CTYTICHBIO KITaCCH(UKAIIMH ABJISETCS OCHOBHON BHJ JICKAPCTBEHHOH (OpMEL.
Tpeteell cTyneHpl0 KiIaccUQHKAIMN SBISIOTCS JIEKAPCTBEHHBIE (OPMEL,
KTacCH(pUIIPOBAHHEIE N0 CNEAYIOLIUM [IPU3HAKAM:

TOTOBHOCTB JIEKAPCTBEHHOU (GOPMBI K IPUMEHEHHIO;

BUJ MOAUGHUIIMPOBAHHOTO BEICBOOOXK/IEHUSI IeHCTBYIOLIMX BEIIECTB;

[IyTh BBEICHHS JIEKAPCTBEHHOTI'O NIPENapaTa;

Crocob BBeeHHs JIEKapCTBEHHOTO Mpenapara;

bopMa puMeHEeHMS.

HOnsi  xaxmoro Habopa HOMOJHHUTENBHBIX —KIACCU(PUKALMOHHBIX
MPU3HAKOB HAa BTOpOH CTYNMEHH HMepapXu¥M B HOMEHKIatype Qopmupyercs
OTJENBHAs TIO3UIIHSL.

7. CripaBOYHHK ~ BHIOB  MOJU(UUMPOBAHHOIO  BBICBOOOXKHEHUs
JeliCTBYIOIMUX BEMECTB H CIPABOYHHUK CIIOCOOOB BBEACHHS JICKAPCTBEHHBIX

[pEnapaToB CUCTEMAaTH3UPYIOTCA NOPSIIKOBEIM METONOM.

V. Meton koxupoBaHUs

8. Konosoe 06o3HaueHune nexapcTBeHHOM GopMEl GopMHpYyeTCs myTem
TIpUMEHEeHHs KOMOMHMpPOBAHHOTO METOXA C HCHONb30BAHMEM apabCKuX
nu¢p. Jlnuaa xoxa cocrasaser 10 3HakoB.

9. IlepBeic 2 3HaKa KOAA MCTONB3YIOTCA MU 0003HAUCHHUSA COCTOSHHS
BellleCTBa, MOCIeAyIoUye 2 3Haka — A o0o3HaueHHs BUAA OCHOBHOM

nekapctBeHHOW Qopmel. TIATBIE 3HaK cojepxkuT 3HaueHwe «0» mis
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JeKkapcTBeHHHIX hopM, TpeOyromux npeobpaszoBanus, U «1» — UL FOTOBBIX K
IIPMMEHEHUIO JIEKapCTBEHHEIX dopM. Ocrapmmecss 5 3HaKOB HOPMHUPYIOTCS
HyTeM NpUMEHEHHUs MOPSAKOBOrO MeTofa ¢ IuaroM 1 Ajs KaXAoro HOBOTO
COYeTaHUs JOTIONHMTENBHEIX KinaccH(pHKalHOHHBIX IPU3HAKOB
nexapcTBeHHOH QopMel. [To3HIMH HOMEHKIATyphl CHCTEMAaTH3UPYIOTCH IO
XPOHONOTHYECKOMY ~ NpuHnmmy.  Hesmauamue  crapmme  paspsnsl
(hOpPMEpPYEMOTO KO/Ia 3aIIONHSAIOTCS HYJISIMH.

10. IloBTOpHOE HCHOJIB30BAaHHE KOAOB HOMEHKJIATYPEI, B TOM HYHCIE

IIOCJIE HCKIIOUYECHMUA COOTBETCTBYIOIHHUX H03I/I].II/II7’I, HE TOIMyCKacTCd.

VI. EMrocTs K1accupukaropa

11. Jonyctumas eMKoCTh Kiaccuduxaropa cocraBmser 999 999 999

HO3UIINIL.

12. PesepBHas eMKOCTE Koa cocTasiieT 9 999 999 159 nosunuii.



YTBEPXJIEH

Pemenuem Konnernu
EBpasufickoil 5JKOBOMUYECKOH KOMKHCCHH
ot 17 centsa6ps 2019 r. Ne 158

HOPAAOK
BeJieHHSI HOMEHK/IATYPbI JIEKAPCTBEHHBIX GOPM H CHPABOYHHKA
nyTeli BBeJeHNAs JIEKAPCTBEHHBIX NPeNapaToB

1. O6mme nonoxeHus

1. Hacrosmuii ITopsimok pa3paboTaH B COOTBETCTBUM CO CNEIYIOMUMHI
aKTaMM, BXOIAUIMMHM B IpaBo EBpasuiickoro 3KOHOMHYECKOro CO3a
(manee — Coto3):

Pemenve Komnerun Espasumiickoli 5SKoHOMHYecKOoM  KOMHCCHH
ot 17 sosi6ps 2015 r. Ne 155 «O enusoii cucTeMe HOPMATHBHO-CIIPaBOYHOMN
uHbOpMaiuK EBpa3niickoro SKOHOMHYECKOTO COI03ay;

Pemrenne Komnerun . Eppasuiickoi  3KOHOMHYECKOH — KOMHCCHH
or 22 pexabps 2015r. Ne 172 «O6 yrBepxuenun HomeHxmarypsl
JeKapCTBEHHBIX GOopM»;

Pemenvie  Komnmernu  EBpazuiickoll 3KOHOMHYECKOH  KOMMCCHU
or 25 oxtsaopa 2016 r. Ne 122 «O TeXHONOrMYEeCKHX JOKYMEHTaX,
perNaMeHTHPYIOIHX HHGOPMAIMOHHOE B3auMoJeiicTBHE NpPH peaiu3aliu
CpeCTBAMU HHTETPUPOBAHHOH HHPOPMALMOHHON CHCTEMBl BHEWIHEH W
B3aMMHOM Toprosmu ofmero mnporecca «PopMmMupoBaHue, BeeHHE M
HCIIOJIb30BaHME €AMHOTO peecTpa 3apPErHCTPUPOBAHHBIX JIEKAPCTBEHHBIX
cpencts EBpasuiickoro 5JkKOHOMMYECKOTO COI03a»;

Pemennie  CoBera  EBpasuiickolf  9KOHOMHYECKOW  KOMHUCCHH
ot 3 Hosi6ps 2016 r. Ne 78 «O IIpaBunax perucTpanyy M SKCIEPTH3BI

JICKAPCTBCHHBIX CPEACTB ISt MEAUITMHCKOTO IIPUMCHEH WS
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Pemenne  CoBera  EBpa3suiickoif ~ 3KOHOMMYECKOH  KOMHCCHH
ot 3 Hos6ps 2016 T. Ne 84 «O nopsiaxax GOpMUPOBAHUS U BENCHHUS €HHOTO
peecTpa 3apeTHCTPHUPOBAHHBIX JIEKAPCTBEHHBIX cpeacTB Espasmiickoro
SKOHOMMYECKOro COro3a M HHOOpManMOHHBIX 6a3 maHHBIX B cdepe
ofpallieHus JICKapCTBEHHBIX CPEACTBY;

Pemenue Komnerun EBpasmiickoifi 3KOHOMHYECKOH  KOMHCCHH
ot 30 wrors 2017 r. Ne 79 «O TpebOoBaHHSX K 3NeKTPOHHOMY RBHIY
3asBJ€HUI U JOKYMEHTOB PErHCTPAIIOHHOrO JOChE, [IPE/ICTABIAEMbIX MPU
OCYILECTBIICHUH PETUCTPAlM¥ M SKCIEPTU3El JIEKAPCTBEHHBIX NpENapaTroB
JUISL MEIULITHCKOTO IIPMMEHEHHUS;

Pemenne Komrerum EBpasuiickoli 5KOHOMHMYECKOM KOMMCCHH
or 19 cenrsops 2017r. Ne 121 «O6 yreepxaeHun MeTonoNoOrHI
pa3paboTKu, BeleHUs M NPUMEHEHHS CIPABOYHHKOB H KJIACCH(HKATOPOB,
BXO/SIIMX B COCTaB PECYpCOB €IMHOH CHCTEMBI HOPMaTHBHO-CIIPaBOYHOMN

I/IH(I)OpMaIII/II/I EBpasnﬁcxoro OKOHOMHYECCKOI'O COXo3an.

I1. O6nacts npUMeHEHUsI

2.Hacrosmmit  Ilopsamok  ompepenseT — NpoLeIyphl  BEACHUS
HOMEHKJIATYPEI JIEKapCTBEHHHIX (opM (mamee — HOMEHKJIATypa) H
CIIpaBOYHHKA myTer BBEJICHHS JIeKapCcTBEHHBIX IpenapaToB
(masnee — CIpaBOYHHK MyTeH BBEICHUS).

3. Hacrosmmuit Ilopsimox NpuMeHsieTcss NpH BHECEHMM WU3MEHEHui B
NeTanu3UpOBaHHEIE CBENEHMS H3 HOMEHKIATyphl M CIIPaBOYHUKA IyTeH

BBCICHHUA.

I1I. OcHOBHEIE TOHSTHS

4, TTousatus, ucnoib3dyeMble B HactosmeM [lopsake, mpuMeHsIOTCS

B 3HAYCHHUAX, ONPENCICHHBIX CornamenneM o €IUHBIX MNOpHHOUIAX
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W mpaBwiax oOpallleHHs NEKapcTBeHHBIX CPEACTB B paMkax EBpasuiickoro
KOHOMHYECKOro coro3a oT 23 nexabps 2014 roga u akramu EBpasuiickoit
SKOHOMHYeckoi komucchHu (mamee — Komuccusi) B cdepe obpameHus
JIEKapCTBEHHBIX CPEACTB, 4 Talkke B cdepe CcO3MaHUA M  PasBUTHSA

HHTErpUPOBaHHOM HH(popMaoHHO# cucTeMbl Coro3a.

IV. IlpuHIMNOE! BeleHHs. HOMEHKIIATYPhI
U CIpaBOYHUKA IyTeit BBEIEHYS

5. O6bexToM Kinaccu(HKaluu B HOMCGHKJIAType SBISIOTCA CBEAEHUS O
JICKapCTBEHHOU (OpMeE JIEKapCTBEHHEBIX MPENapaToB, KOTOPHIE YKa3LIBAIOTCS
B PETHUCTPALIHOHHBIX JOCHE JIEKAPCTBEHHEBIX CPEJICTB U COACPIKATCS B €THHOM
peecTpe 3aperHCTPUpPOBAHHEIX JIeKapCTBEHHEIX cpeacte Eppasmiickoro
3KOHOMHYECKOTO COI03a (anee — peectp).

6. s ykazamus cBedeHMH O KiaccHGMKAIlMOHHBIX MPH3HAKAX
JeKapCTBEHHOH (OPMBI  OTEPaTopoM HOMEHKIATYPEl OCYILECTBISETCS
BeJICHHE CIPaBOYHMKA BHIOB MOJUGHIMPOBAHHOTO BBICBOOOXKAESHUS
JeHCTBYIOIMX BEIECTB U CIPAaBOYHUKA CIIOCOOOB BBEJEHMHS JEKAPCTBEHHBIX
npenapaToB. CBelNeHHsT O NyTH BBeJeHUs JIEKapCTBEHHOIO Ipemapara
(mamee — myTh BBEIEHMS) YKA3BIBAIOTCS B COOTBETCTBHU CO CIPABOYHHKOM
MyTeH BBEAEHUSI.

7. OObeKTOM CHCTEMaTH3allUM B CHOPaBOYHHMKe ITyTell BBENEHHS
SBISIOTCS CBElNEHHMS O IYTAX BBEICGHHS, KOTOPHIE YKa3pIBAlOTCA B
PErHCTPALMOHHBIX JOChE JIEKAPCTBEHHBIX IIPENapaToB M COAEPXKATCS B
peecTpe WIH HCIONB3YIOTCA A KiaccubUKAlUU JeKapCTBEHHBIX (HOpM,
BK/JIIOYEHHBIX B HOMEHKJIATYPY.

8. BzauMopeiicTBue olepaTopa HOMEHKJIATYPHl ¢ aJMUHHCTPATOPOM
OCYLIECTBJISETCSI B  COOTBETCTBHM C  JOTOBOPOM  MeXIy  HHMH

(nanee — JOTOBOP O BeICHUH HOMEHKIIATYPEI).
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9. B3auMogeiicTBie omeparopa CIpaBOYHMKA INyTell BBEACHHS C
AIMHHNCTPATOPOM OCYILIECTBIISIETCS B COOTBETCTBHM C IOTOBOPOM MEXIY
HHEMH (Zjajiee — JOTOBOP O BeJEHUH CIPABOYHUKA IyTEi BBENCHHUS).

10. OTBeTCTBEHHOCTE  OmEpaTopa  HOMEHKJIATYpHl,  omeparopa
CMpaBOYHHKA NMyTell BBEJCHHS W aJMHHHCTPATOpPA OIIPEIEISIETCs aKTaMH,
BxozsmuMu B mpaBo Coio3a, a TakKe JOrOBOPOM O BEJICHHH HOMEHKJIATYPEI
U IOTOBOPOM O BEJICHAU CIIPABOUHMKA ITyTell BBENSHUS.

11. IleppuuHoe HamoJNHEHHE HOMEHKNATYpPH M CIpPaBOYHHKA ITyTeii
BBeJleHus BEINoNHsieTcs 1 pa3 mocie Beryiuiedus B cuty Pemtenns Konnernu
EBpazuiickoii sxoHOMHIYecKkoi koMuccuu ot 17 centsiops 2019 r. Ne 158.

12. Cpok BHIIONHEHHS MEPONIPHATHI M0 NEepBUYHOMY HAIOIHESHHIO
HOMEHKJIATYphl U CIIPaBOYHHKA IyTeH BBeJEHHs ONPEHENAETCSA YCIOBHIMHU
JOTOBOpa O BeJEHUM HOMEHKJIATYpHl ¥ JOroBOPa O BENEHHH CIIPaBOYHMKA
IyTeii BBEAEHHUS COOTBETCTBEHHO.

13.Ceenenuss I TNEPBUYHOIO  HANONHEHHS  HOMEHKJIATYPHI
nepeJanTes ONepaTopoM HOMEHKIIATYphl afMHHHCTPATOPY B COOTBETCTBUH C
nyHkTamu 24 — 38 mactosmiero [opsaka.

14. CBenenus [l NEPBUYHOTO HANOJHEHHs! CIPABOYHMKA MyTei
BBEJICHHS IMepefaloTCsA  ONEepaTopoM CNPAaBOYHAKA IyTell  BBeleHHS
aJIMHHHCTPATOPy M OIEpaTropy HOMEHKIATYpH B COOTBETCTBHH C
myHKTaMu 24 — 38 Hactosmero [Topsika.

15.B cimyyae OTCYTCTBHS CBeICHHH B HOMEHKIatype u (iin)
CIpaBOYHHKE MyTeil BBEJCHHS 3asBUTEINb, NOJAIOMHUKA B YIIOIHOMOYEHHBIH
opran (opranuzanuio) B cdepe oOpaimeHHs JeKapCTBEHHBIX CpEICTB
rocynapctea — wuneHa Coro3a (manee — YIOJHOMOYEHHBIH Oprad
(opranuzanus)) 3asBICHHE O BBITOIHEHWH IPOLENYpP, NPeAyCMOTPEHHBIX
IMpaBunamu perucTpalid M SKCIIEPTU3bl JICKAPCTBEHHBIX CPEICTB JUIs

MEOUITUHCKOIO NPpHMEHEHN, YTBEPXKICHHBIMA Pemennem Cosera
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EBpasuiickoii sxoHOMHUYecKoii komuccu oT 3 Hos6pst 2016 r. Ne 78 (manee —
3asBJIeHUE), JIOJDKEH [PEJCTaBHTh OIMCAaHHE IpeAsiaraéMoil HOBOH
JeKapcTBEHHOH (OpMEI U (HJIM) HOBOTO IyTH BBEAEHUS B CBOOOHOH dopme.
CBenieHHsl O NpearacMbix HOBEIX JIEKAPCTBEHHBIX (OpMax IepenaroTcs
onepaTopy HOMEHKJIATYPH YIIONTHOMOYEHHBIMH OpraHaMi (Oprasu3alisiMu)
pedepentHOrO rocyAapcrsa, OCYIIECTBIIAIOIIMH PErHuCTpaLHio
JIeKapCTREHHOTO Mpenapara.

CBemeHusi O mpejularaeMbIX HOBBIX IIYTSIX BBEJCHHS INEPENAKOTCS B
COCTaBe CBEIEHHUIT O HOBOII IeKapCTBEHHOM opme.

16. ObpalnieHue UL, He SBISIFONIAXCH YIOJNHOMOYEHHEIMH OpraHaMu
(opraHusanmsaMm), HaNpPsAMYIO K ONEpaTopy HOMEHKIIATYPHI HIIHM ONepaTopy
CIIpaBOYHHKA IIyTeH BBeJEHHMS IO BONPOCY M3MEHEHMs [O3HIHI
HOMEHKJIaTyphl ¥ (¥MJIM) CIIPaBOYHHKA IIyTeH BBEACHNS HE JOYCKACTCS.

17. Peuienue 0 BO3MOXHOCTH BKIFOYCHMS, HA3MEHCHHS
U MCKIIOUEHHS OTAENBHEIX NMO3ULHE HOMEHKIATYypH M CHpaBOYHMKA MyTeit
BBEJIEHUs] MPHUHHAMAETCS YIOJHOMOYEHHBIMH OpraHaMH (OpraHH3alusIMu)
u Komuccueit.

18. AKTyanusanust CBeNEHMIt U3 HOMEHKIATYPH  BBHINOJHACTCS
OlepaTopoM  HOMEHKNIAaTyphl TIpH  BBEIABIEHHM  HOBBIX  OOBEKTOB
KnaccuuKanuu 1 (HIM) Ipy HeoOXOAUMOCTH U3MEHEHHUS Y)Ke BKIIOYEHHBIX
B HOMEHKJIATypy CBeIEHMI1 He pexke | pa3a B Mecsll Ha OCHOBaHUU:

a) obpallleHH# YIIOJHOMOUYECHHBIX OpraHoB (OpraHu3aluii);

6) IPOTOKOJIOB  COBeIaHuiH ¢ ydJacTuem npecTaBuTENEH
YIOJHOMOYEHHBIX OpraHoB (opranuzanuii), OpraHH30BaHHEIX
JenapramedToM KoMmuCCHM, B KOMIICTEHIIHIO KOTOPOTO BXOIST BOIIPOCHI
PperynupoBaHHs 00palleHHs JIEKapCTBEHHBIX cpelicTB B pamkax Corosa.

19. Akryanu3anusg CBeJleHHH U3 CHpaBOYHHKA TyTeHl BBeJeHHUSA

BBINOJIHAETCSA OIIEPpaTOpPOM CHpPaBOYHHKa nyTeﬁ BBC€ACHHS MNPH BEISBJIICHUH
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HOBBIX 0OBEKTOB CHCTEMATH3alMU U (WIIH) MU HEOOXOOUMOCTH U3MEHEHHs
y)Ke BKIIFOUSHHBIX B CIPaBOYHHK IyTell BBeZEHUs CBeleHuil He pexe 1 pasa
B MeCSI] HA OCHOBaHHUM:

a) oOpallleHu#t yNOJHOMOYEHHBIX OpraHoB (opraHuzauui) u (HiH)
oliepaTropa HOMEeHK/IaTyphl;

6) IpOTOKOJIOB ~ COBEIAHMH ¢ ydacTHeM  MpejcTaBHUTeNedt
YIOITHOMOYEHHBIX OpraHor (oprauuzauuit), OpTaBH30BaHHBIX
nemapraMeHToM KomHccHM, B KOMIETEHIMIO KOTOPOTO BXOIST BOHPOCHI
perynupoBaHus obparieHus JIeKapCTBeHHEIX CpeacTB B pamkax Corosa.

20. CBeteHrss O NO3HIMAX HOMEHKJATYpPHL, HE MCIONB30BAHHEIX B
TedyeHHe 5 &eT Ani (QOPMUPOBAHHS CBENCHHH O PErUCTPALMOHHBIX
YHOCTOBEPEHUSIX JICKADCTBEHHBIX MpENaparoB, BKIIOYEHHBIX B peectp,
MOAJIEKAT HCKITIOUEHHIO U3 HOMEHKIIATYPhl.

21.Ceemenrss O mNO3WIMAX CIPaBOYHWKA TMyTell BBCOCHUA, He
HCIIONB30BAaHHBEIX B TeYeHHE 5 JeT 1ns (GOpMHpOBAHHS CBEJICHMH O
PErHCTPALMOHHBIX  YJOCTOBEPEHMSAX  JIEKAPCTBEHHHIX  IIPenaparos,
BKIIIOYEHHBIX B DEECTp, a Takke JJI OINKCAHWUSA BKIIOYEHHBIX B
HOMEHKIIATypy JIeKapCTBEHHBIX (OpM, TOANEXAT HCKIHOYEHHIO U3
CHpaBO‘-IHHKa l'IyTCﬁ BBCACHUA.

22. I3MeHeHHS, CBSI3aHHBIE C KOPPEKTHPOBKOM HAMMEHOBAHHS
JIEKapCTBEHHOH (OpMbI WK ee KIACCHPUKALUOHHBIX MPU3HAKOB, K (HJIH)
MHBIE U3MCHEHHU, HE IIPEAyCMaTPUBAIOLINE H3MEHEHHE KOAa TO3HIMH BBUAY
nmepeonpeieNieHust KnaccupUKALMOHHBIX MPU3HAKOB, CUMTAIOTCSH
TEXHAYCCKMMH, BHOCHTCA ONEpPaTOpOM HOMEHKIATYphl HA OCHOBaHMH
ofpailleHusi BBIBHBIIETO HECOOTBETCTBHE YIIOJHOMOYEHHOTO OpraHa
(opraHuzallid) W TepelaloTCs aJMUHHCTPATOpPY B COOTBETCTBHH C

myHKTamu 24 — 38 nactosmero Ilopsaka B TeueHue 5 pabounx jgHe#t co AHS
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NoJyYeHHs Takoro obpamieHHss 6e3 cOINacoBaHUs € YIOIHOMOYEHHBIMH
opraHamu (opranmsauusaMiu) 1 Komuccueit.

23. iadopMupoBaHHe MOJIb30BATENCH HOMEHKIIATYPB! M CIPABOYHUKA
nyTeil BBe/ICHUS, a TaKXKe YHONHOMOYEHHBIX OpraHoB (opranusanmii) o0
U3MEHEHHsIX, BHECEHHHIX B  HOMEHKIATYpy, OCYIIECTBISAETCS  C
UCTIONB30BaHMEM CpPeACTB MH(pOopMamuoHHoro moprana Coioza mo ¢akry
OnyONUKOBAHHUS U3MEHEHMIA.

24. Cenenus u3 HOMEHKJIaTypHI, CTpaBOYHUKA BUJIOB
MOAN(UIMPOBAHHOTO  BHICBOOOXIEHHS  JEHCTBYIOIIMX  BEUIECTB U
CIIPaBOYHMKA  CIOCOOOB  BBEJGHMS  JIEKapCTBEHHBIX  IIPEIlapaToB
[OATOTaBNUBAIOTCS  ONMEPATOPOM  HOMEHKIATYphl H  [PEACTABISIOTCS
aJMHHHCTPATOPY B COOTBETCTBHH C ONMCAHMEM CTPYKTYPH HOMEHKJIATYpBbI,
NpeAyCMOTPEHHBIM paznenoM [ HOMEHKIATypel, B BHAE OAHOTO MJIH
HECKOJIBKUX M3 cnenyronux XML-nokymeHnTos:

a) XML-10KkyMeHT, coflepkallinii CBeIeHHUs O JIEKapCTBECHHBIX (hopMax,
(popMupyeMEIi B cooTBeTCTBIY C Tabnuueil 1 pazaena Il HomeHKIATypbI;

6) XML-noxyMeHT, coJiepKantuit cBeJeHUsA 0 BHJIAX
Mo (ULHPOBAHHOTO BBICBOOOXK/ICHUSI JIeHcTByomux BEILECTB,
(dopMupyeMslit B COOTBETCTBHH ¢ Tabnumel 2 pasnena Il HoMeHKNaTypHL;

B) XML-I0KyMeHT, CoAepXalluii CBEJEHHS O CHoco0ax BBEICHUS
JIEKapCTBEHHBIX MpernaparoB, (OPMUPYEMEIH B COOTBETCTBHH ¢ Tabauueit 3
pasaena Il HoMeHKIaTypEI.

25. CeefieHNd W3 CHpaBOYHWKA IyTeH BBEACHHS IOJTOTABIHBAIOTCS
ONEpaTopoM  CHPAaBOYHMKA IIyTeld  BBEJIGHHS W IPEJCTABISIOTCS
aJIMHHHCTPATOPY M ONEpaToOpy HOMEHKIATYPHl B COOTBETCTBHH C OIMCAHHUEM
CTPYKTYpHI CIIPaBOYHMKA MyTeil BBEAEHUS, NPEXyCMOTpEHHBIM pazaenoM 11

COpaBOYHHUKA MyTel BBefeHM s, B Buie XML-10KyMeHTa.
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26. Kaxcppiik  XML-gokymenT  GoOpMHpyeTcs B COOTBETCTBHH
CO ClIeAYIOIINMH IIpaBUIaMu:

a)B ciydae J00aBNeHHsi HOBHIX MO3ULHH B COOTBETCTBYIOINMI
XML-I0KYMEHT BKJIIOYAIOTCS CBEJEHHS O HOBOH IO3ULUH C YyKasaHHEM
JiaThl Hauana ee JeiicTBus (6e3 yKasanusi JaThl OKOHYAHUS NeHCTBHS);

6) B ciyyae H3MEHEHHUA O3UIMH B coOTBETCTBYIOIM XML-n0KyMeHT
BIUTIOYAIOTCSI CBeJEHHS O AecTByioliel MO3UIUM C YKa3aHWeM JAThl
OKOHYaHMA ee JEHCTBHS, a Talke HOBAs PEJAKLHMs MO3UIHHU C yKa3aHHEM
JiaThl Hayana ee JelictBus (6e3 ykasaHus naThl OKOHYAHHS ACHCTBUA);

B) B ClIy4ae HCKIIOUYEHHS HO3MLMH M3 HOMEHKIATYpPHl, CIIPABOYHHMKA
BUJIOB MOJH(HUIMPOBAHHOTO BHICBOOOXKIEHHS JNEHCTBYIOIMX BEILECTB HIIH
CIIPaBOYHHKA CIIOCOOOB  BBENECHHS JIEKAPCTBEHHBIX  MpENapaToB B
cooTBeTCTBYIOmuUH XML-IOKYMEHT BKIIOYAIOTCS CBENCHHS O AeHCTBYIOmEH
HO3ULINH C yKa3aHHWeM JIaTHl OKOHYAHUS €€ JACHCTBUS.

27.CgejieHuss O TOTOBBIX K IIPUMEHCHHIO JIEKapCTBEHHBIX (opMax
(bOPMUPYIOTCSt B COOTBETCTBHH CO CISAYFOLIAME IPaBHIaMHU:

a) cBeeHNs 00 OTHOM MIIM HECKOJIBKUX IyTSIX BBEASHUS 3allOJHAKOTCS
00s13aTeNbHO, 3HaYeHHs BRIOHPAIOTCs U3 CIIPABOYHNKA IIyTel BBEICHHUST;

6) cBefieHHs 00 OIHOM WM HECKONBKMX CIHOCO0aX BBEIACHUS
3aTONHAOTCS  00s3aTebHO, 3HAYEHMS BBIOHpAIOTCS U3  CIPaBOYHHKA
crioco60B BBeICHHUS IEKAPCTBEHHEIX MPENaparoB;

B) CBeJICHHs O MOJU(UKAINH BEICBOOOXIEHHUS NeHCTBYIOLINX BENIECTB
yKa3bIBAIOTCS 005A3aTENBHO, 3HAYEHMs] BBIOUPAIOTCS U3 CIPABOYHMKA BUIIOB
MO GHIMPOBAHHOTO BEICBOOOKISHUS IeHCTBYIOIIUX BELIECTB;

T) cBefieHus O (hopMe IPUMEHEHHsI He YKa3bIBAIOTCH.

28. Ceenenus 0 JIEKapPCTBEHHBIX ¢bopmax, Tpebyromux
npeobpazoBanus, (GOPMHPYIOTCS B COOTBETCTBHH CO  CIIEAYIOIIUMH

npaBUJIaMH:
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a) CBeJICHHA O MyTAX U cnocobax BBEACHHMS, a TakXKe O MOJU(UKALUK
BBICBOOOXICHIS ACHCTBYIOIMK BEIlleCTB He 3aMOMHSIFOTCS,;

6) ceemeHuss o (opMe IpUMEHEHHsS BBHIOUPAIOTCS U3 TO3HLHUMH
HOMEHKIIATYpHI, COOTBETCTBYIOIUMX  TFOTOBHIM K  NPHMEHCHHIO
JIeKapCTBEHHBIM (hOpMaM, KOTOPHIe JOJDKHbL OBITH PeABAPUTENFHO BHECCHEI
B HOMEHKJIATypy.

29. Vcnionp30Banne I yKa3aHWs KINACCH(QUKAIMOHHBIX NPH3HAKOB
JeKapcTBeHHOM (GOPMBI MO3MLIKIN CIIPABOYHHKA BHIOB MOJH(PUIIHPOBAHHOTO
BHICBOOOXKIEHHS AEHCTBYIOIMX BELIECTB, CIIPABOYHMKA CIIOCOO0OB BBEICHHUS
JIeKapCTBEHHBIX NPENapaToB, CIPaBOYHMKA ITyTel BBeJIEHUS ¢ 3al0JIHEHHOM
JlaTof OKOHYaHHs JEHCTBUS He NOIIyCKaeTCs.

30.IIpu QpopmupoBaHUY CBefeHHII O HOBOH MO3UIMH HOMEHIJIATYPbI
ee KOX (opMmupyeTcss B COOTBETCTBHH ¢ MeToaukoll Kilaccuuxamuu U
KOIAMPOBaHHA HWHPOpManMy B HOMEHKJIAType JIGKapCTBEHHEIX (opM,
npeycMOTPeHHOH IPUIIOKEeHHEM K HOMEHKIIAType.

31. Jlonyckaercss oTMedaTh IO3WIMH CIIPABOYHMKA IyTel BBeACHHUA,
CIIPaBOYHHUKA BH/IOB MOAU(HIMPOBAHHOTO BBICBOOONKACHHS NEHCTBYIOLIHX
BELIECTB U CIIPaBOYHHKA CIIOCOOOB BBENCHMS JIGKAPCTBEHHBIX IIPENApaTOB
KaK He[eHcTBYIOIIHE TOJBLKO B CiIydae OTCYTCTBHS CCHIIOK HA HHX B
TIO3MIMSIX HOMEHKIIATYPEI € He3allOJIHEHHOH JaToli OKOHYaHNs AefCTBUL

32. AIMHHHCTPATOp  [OATBEPXKAAET MONYYSHHE M YCIEIIHYIO
00paboTKy cBefileHUH U3 CIIPaBOYHMKA ITyTeil BBEJEHHs MyTeM HalpaBIICHHS
omeparopy CIpaBOYHHKAa IIyTed BBeIEHHS IpOTOKoNa 06paboTKu
NOJTy4CHHBIX CBEIEHUI Ha PYCCKOM SI3HIKE.

33.B caydae OTCyTICTBHS OIIHMOOK aIMHHUCTPaTOp IpPUHUMAET
[NpelCTAaBICHHBIE CBElIEHHs M o0ecleurBaeT HX ONyONHKOBaHHE Ha
HHpopMauuoHHOM moprane Coro3a He mo3fgHee 3 pabouux el co IHS

TIOTyYCHHS.
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34. Oneparop cnpaBoyHHKa IyTeil BBeAeHHs obecrieunBaeT mnepefady
XML-nokyMeHTa, coOAepKalllero CBeNeHWs W3 CHpaBOYHMKA MyTel
BBEJIECHHS, ONIEPATOPy HOMEHKIIATYPEL

35.B ciywae eciu B IpoTOKone OOpabOTKH CBEAEHMIl CONEPKHTCA
OlMcaHMe OMMOOK, OIepaTop CHPABOYHMKA IIyTeH BBEJCHHS YCTpPaHSET
ommbKky KU MOBTOpseT npouecc mepefaud XML-TOKyMEeHTOB, COAEPIKAIIMX
CBE/ICHHUS U3 CIIPAaBOYHHUKA ITyTeH BBENCHUS, aIMUHUCTPATODY.

36. Ilocne mosmyyeHus cBeJeHMH W3 CIIpaBOYHUKA IIyTeldl BBEAEHMS
ormeparop HOMEHKnATypsl ¢opmupyer XML-IOKYMEHT, comepKaluii
aKTyalbHBlE Ha MOMEHT TNepefaydl AeTAIM3HPOBAHHBIE CBEICHHA U3
HOMEHKJIATYpPbl, B COOTBETCTBHH ¢ IyHKTaMH 24 — 35 Hacrosmero [lopsaka
U HaIpaBJISeT ero aAMHHUCTPATOpY.

37. AAIMUHKCTpATOp MOATBEPXKAAET TNOIyYEHME M  YCIHEIIHYIO
00paboTKy JCTANM3MPOBAHHBIX CBEACHUH M3 HOMEHKIATYPHl IIyTeM
HAaIIPaBIEeHNs ONEePaTOpPy HOMEHKIATYPHI HPOTOKOIA 00paboTKH Ha PYCCKOM
s3pike. B ciyvae OTCyTCTBHS OWIMOOK aJMHHUCTPATOp TPHHMMAET
IPENCTABICHHBIC CBEAEHHs M obecrieydBacT HX OMyOnuKoBaHue Ha
vHpopmanuonHoM moptaie Coroza He mospHee 3 paboumx gHeH co JHA
HOJYUCHHS.

38.B ciaydae ecium B mpoTokone oOpaGOTKH CBeAEHHM COIEpPIKUTCS
omucaHue OMHUOOK, OIEpaTop HOMEHKJIATyphl yCTpaHAeT OIMOKH U
HOBTOpAET Nporecc nepenadn XML-T0KyMEHTOB, COIEPKAIINX CBEIEHUS U3

HOMEHKJIaTypbl, aAMHHUCTPATOPY.
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V. Meponpustusi, HeoOOXOIUMEIE 1JIs BeIeHHsI HOMEHKIIATY Pl
1. Tlepeuens MeponpusTHit

39.Ins  BeleHHS  HOMEHKJATYPBl  PEaNH3yIOTCS  ClEYOLIHe
MEepONPHSTHS:

a) MOATOTOBKA YIONHOMOYEHHBIM OpraHoM (OpraHu3aiuel) 3asBKH
Ha BIJIIOYCHHE HOBBIX MO3HIMH WIM HAa BHECCHHE W3MEHEHWH B
HOMEHKJIaTypy M (WiIM) CIOpaBOYHMK IyTell BBeAeHMs M0 (opMme,
npeflycMOTpenHo mpuiaokeHneM Ne 3 k Metononoruu paspaborki,
BE/ICHHs] H IPHUMEHEHUS CIPAaBOYHUKOB H KIAcCH(PHUKATOPOB, BXOIAMUX B
COCTaB PECYpCOB €IMHON CHCTeMBbl HOPMAaTHBHO-CIPABOYHOH HMH(pOpMAIHH
EBpasuifckoro  3KOHOMHYECKOrO  COI03a, YTBEpXKACHHOH Pelnenuem
Konnerun EBpasuiickoif sxoHoMuueckoit xomuccruu ot 19 centsbps 2017 r.
Ne 121 (manee — 3asBKa);

6) IOATOTOBKA OMEPaTOpOM HOMEHKJIATYphl MpPOCKTa M3MEHEeHHH
JETANN3NPOBAHHBIX CBEJeHHH K3 HOMEHKIATypel (mamee — MpPOEKT
U3MEHEHUH HOMEHKJIATYPBI) € YYeToM ITOCTYIHBIIHNX 3a59BOK;

B) HOATOTOBKA ONEpPaTOPOM CIPaBOYHHKA INyTell BBEAEHHS MPOCKTA
M3MEHEHUH JeTaNu3MpOBaHHBIX CBEACHUII M3 CIpaBOYHMKA IyTeil BBEACHHS
C YYETOM TOCTYIMHUBIINX 3asIBOK;

T) pacCMOTpEHHE YNONHOMOYEHHBIMH OpraHamMd (OpraHH3aIysIMK)
IPOEKTOB H3MECHECHHMH HOMEHKJIATY Bl M CIPaBOYHHUKA ITyTeH BBECHMS,

J) yperyjaupoBaHue pa3HOTJIACHIA;

€) BHeCeH¥Me M3MeHeHMil B  JCTAIM3HPOBAaHHBIE CBEJEHHS U3

HOMEHKJIATyPhl H CHPaBOYHHKA My Te BBEASHUS.
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2. [ToaroroBKa ynonHOMOYEHHEIM OPraHOM
(opranusauueii) 3asBKu

40. Ananu3 3asBieHHI Ha NpeJMET BBISIBIEHHMS HOBBIX JIEKAPCTBEHHBIX
topM U (W) NyTH BBEICHH B LIEJISX BKITIOUCHHUS CBEACHMUH O HUX B 3asSBKY
IIPOBOAUTCSl YIIOJHOMOYEHHBIMH OpraHamMy (OpraHm3alusMy), KOTOpEIE
yKazaHbl B 3asABJIEHHAX B KayecTBe YMOJHOMOYEHHEBIX  OpPraHoB
(opranusanuii) pebepentHoro rocyapcTRa, OCYIIECTBIISIONMX
PETHUCTPALIHIO JICKAPCTBEHHOTO MpenapaTa.

CBefleHHSI O HOBHIX [YTSX BBEICHHS, BHIABJSEMBIE OIEPATOPOM
HOMEHKJIATypHl B HpoLecce IOJTOTOBKY 3asBKH Ha BHECEHHE U3MEHEHHil B
HOMEHKJIaTypy, BKIIOYAIOTCS B 3asfBKy Ha BHECeHHe W3MEHEHHH B
CIIPAaBOYHHK ITyTEH BBEICHUS.

41. HoBble nekapcTBeHHBIE GOpMBI W (WIH) IIYTH BBeJEHHA
BKJIOYAIOTCA B 3ajBKy B CIydae, €CIH COOTBETCTBYIOIIEE 3asBicHHE
TIpeIBapUTENEHO 0f00peHO (BBIIOJIHEHA BAIMIAIMs PErHCTPALHOHHOTO
IOCke), HO He To3[Hee 4YeM 3a 2 Mecsiia JO JaThl 3aBeplieHus
PETUCTPALTMOHHEIX TIPOLUELYP.

42. ChopmupoBaHHas 3asiBKa IEpeNaeTCs YIONHOMOYEHHBIM OPraHOM
(opranusanueii) onepaTopy HOMEHKIATYpHl €XEMECS4HO, He MO3/Hee

20-ro uucina.

3. IToaroToBka onepaTopoM HOMEHKJIATYPHI [IPOEKTa U3MEHEHH I
HOMEHKJIaTyPHl C y4ETOM MOCTYMHBILINX 3asBOK
43.Ha ocHoBe 3ajBOK, IIONYYEHHEIX OT YIOJIHOMOYCHHBIX OpPIraHOB
(opramzanuii), omeparop HOMEHKIATyphsl  IIOJrOTABIMBACT  NPOEKT
H3MEHEHUH HOMEHKJIATYpH 1o (HopMe, NMPeLyCMOTPEHHON MOAMYHKTOM «a»

nyHkTa 39 nacrosimero [opsizka.
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44.B cmyyae eciM ONepaTOpoOM HOMEHKIATYPEL YCTaHOBIEHA
HEOOXOMMMOCTh BKJIIOYEHHS] HOBBIX MM HW3MEHEHHS CYIIECTBYOLIIX
HO3MIMIT CIIpaBOYHMKA ITyTell BBejeHUS OH (GOPMUpPYeT OTAENBbHYIO 3adBKY
Ha BHECCHHE W3MEHEHHH B CHpPABOYHMK ITyTeil BBEleHHS U TepelaeT ee
OIEpaTopy CIPaBOYHHUKA IIyTel BBEACHUS.

45. Oneparop HOMEHKIATYPHl €XKEMECSIUYHO, He MOo3/(Hee 25-ro uucna,
HaIpaBisieT IPOeKT U3MEHEHUH HOMEHKIATYPEl YHOIHOMOYEHHBIM OpTaHaM
(opranmsanusm) ¥ B KommccHro odpHIHAaNbHEIMU NMCHMaMH, 4 TaKXke B
pabodeM mopsAKke Ha ajpeca 3JIeKTPOHHOHW IIOYTHl KOHTAKTHBIX JIHILL,
OIpe/leNIeHHBIX IIPOTOKOJIOM COBEIIaHHS C Y4YacTHEM IpeicraButeseit
YIIOJTHOMOYCHHBIX OpraHoB (opraHm3aliiil) (maree — coBeLaHHWe), Ha
OCHOBaHHM  I@MCEM  YINOMHOMOYEHHHIX  OpraHoB  (OpraHu3aifuii),

HanpasieHHBIX B Komuccuro.

4. TloAroToBKa ONEPaTOPOM CIIpaBOYHHKA ITyTell BBEIECHHS MPOEKTa
M3MEHEHUH JIeTaNM3MpOBaHHEIX CBEICHHH U3 CTIpaBOYHUKA Iy Tel BBEACHAST
€ YYETOM IIOCTYITHBIINX 3asIBOK

46.Ha ocHOBe 3afBOK, NONY4YEHHBIX OT YIOJHOMOYEHHBIX OPraHOB
(opramsanuif) ® oneparopa HOMEHKIATYpH, OIEpaTop CIpaBOYHUKA
IyTe#l BBEAEHHUs IOATOTABIMBAET HPOEKT HU3MEHEHHM JeTalu3HpPOBAHHEIX
CBEICHHI U3 CIpaBOYHMKA IyTell BBeleHHs MO (dopMe, NpeayCMOTPeHHOH
HOAITYHKTOM «a» ImyHKTa 39 Hacrosmero Iopsaka.

47. Onepatop cnpaBOYHUKA IyTEH BBEIEHHS €KEMECIUHO, HE IO3/IHEe
28-10 yucIla, HApaBsLeT NPOSKT U3MEHEHUN AeTanu3lpOBaHHBIX CBEACHUN
W3  CIpaBOYHHKA IyTedl  BBeJEHHS  yNOJIHOMOYEHHBIM  OpraHam
(opranmsanusM) ¥ B KoMHcCHMIO OQULUANBHBIME IHCBMAaMH, a Takke B

paﬁoqu nopsiAIKE Ha aapeca BﬂeKTPOHHOﬁ IIOYTH! KOHTAaKTHBIX JIHUI,



14
OnpeaeJICHHBIX NPOTOKOJIOM COBCIIIAHUsA, Ha OCHOBaHHHU nmcem

YIIONHOMOYEHHBIX OpraHoB (opraHu3aliuii), HanmpasJieHHEX B KoMuccHro.

5. PaccMoTpeHre yNoITHOMOUYEHHBIMH OpTraHaMH (OpraHu3alusaMH)
NPOEKTOB U3MEHEHHH HOMEHKIIATYPHl M CIPaBOYHHUKA IyTeil BBEICHUS

48. YnonHoMoueHHBle ~ opraHbl  (opraHmsamuu) u  Komuccms
obecreyrBalOT PacCMOTPEHHE IPOEKTOB M3MCHEHHH HOMEHKIATypsl H
CTpaBOYHMKA MyTel BBeseHHs B TeueHHe 30 KaNeHIapHBIX JHEH co OHS MX
TIOJTyYeHH s 110 3NECKTPOHHOMN MOUTe.

49.B cnyusae Hamuusa Bospaxenuidi Komuccms nanpaenser
COOTBETCTBYIOLIYI0 HH(GOPMALMIO ONEpPaTopy HOMEHKIATYypel ¥ (WiiH)
OIepaTopy CNpPaBOYHHKA IyTeil BBEJEHHA B TeUeHHE CPOKA PacCMOTPEHHS
IIpoeKkTa M3MEHEHHH odHIHalbHO M B pabodyeM MOpsAKe Ha ajpeca
9NIEKTPOHHOM IIOYTHl KOHTaKTHHIX JIMI, OMpEJeNeHHBIX MPOTOKOIOM
COBEIIaHUs.

50.B cnyuae ecam B TEUSHHE CpPOKAa pACCMOTPEHHA TMPOEKTa
u3MeHeHHH MHGOpMAIMsA O HAJIMYUKM BO3PAXKEHHWH OT YMOIHOMOUYEHHBIX
opraHoB (opraHusaunui) 1 KoMHcCHH He MOCTYyIMJA, IPOEKT HU3MEHEHHiA
CUHMTAEeTCs COTJIACOBAHHBIM.

51. IloAroroBneHHsIH OMEpPaTOPOM HOMEHKIATYPHL MPOEKT H3MECHEHHI
HOMEHKIATypel 10  pe3yibTaTaM pPacCMOTPEHHS  YIIOIHOMOYEHHBIMH
opraHamMu (OpraHu3allUsMHK) IepefaeTcs afMUHUCTparTopy. Ilpm Hamuuuu
pasHoryiacuif OHHM TOJNeXar YperyiupoBaHHIO B COOTBETCTBUM ©

HoJpasfenoM 6 HacTOAIIEro pasjena.
6. YperynupoBanue pasHoryacuit

52.PaszHornacusi B OTHOIICHUM TNPOEKTOB U3MEHEHUH ToAexar

YPEryIMpOBaHHIO HA COBEIIIAHHN.
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53. TIpoBeneHre coBemiaHusi B LENAX YPETYIHPOBAHUS pPAsHOINIACHH
B OTHOIUGHUM TIIPOEKTOB HM3MEHEHHH OpraHusyercsl JeHapTaMeHTOM
Komuccnn, B KOMIETEHIMIO KOTOPOTO BXOJIST BOIPOCH PETYIMPOBAHUS
obpallleHust IeKapCTBEHHBIX CpeJICTB B pamkax Corosza.

54. Konusi mpoTOKOJa COBCLIAHMSA HalpapisieTcs JelapTaMeHTOM
Komuceuy, B KOMIETEHINIO KOTOPOIO BXOMST BOIPOCH PEryIHpOBaH¥is
obpamieHus JeKapCTBEHHBIX CpeacTB B pamkax Corosa, omeparopy
HOMEHKJIATypel H (MIH) Omeparopy CIpaBOYHWKA IIyTell BBedeHus
obunmaneHo ¥ B pabouyeM MOpsAKe Ha alpec 3IEeKTPOHHOM MOYTEHI,

yKa33HHhII71 B IPOTOKOJIE COBCILIIaHHUA.

7. BHeceHUE U3MEHEHNH B IETAIM3UPOBAHHBIC CBENCHHS
U3 HOMEHKJIATYPBl M CIPABOYHHKA IyTeH BBEACHHUS

55. Omepatop HOMEHKJIATYphl M ONEpaTOp CIpaBOYHHKa IyTe
BBEJGHHS BHOCAT W3MEHEHHs B ACTAIU3UPOBAHHHIE CBEACHUS U3
HOMEHKNIaTyphl B COpaBOYHHKa IyTel BBENEHUs COOTBETCTBEHHO B Clydae
OTCYTCTBHSI BO3pa)XCHHH IO IpOeKTaM M3MEHEHHHl B TEYEHHE CpOKa HX
paccMoTpeHHs JHO0 1Mo (akTy MONy4YeHHs KOIMHMH NPOTOKOJIA COBEILAHHS,
(HMKCHPYIOIIEro yperyJIMpoBaHUe pa3HOTJIacHH.

56. Onepatop HOMEHKJATYphl H OIEpaTOp CIPAaBOYHHKA MyTeid
BBEJCHHS B COOTBETCTBMU ¢ myHktamu 24 — 38 Hacrosuero Ilopsuxa
NPEACTABIAIOT aAMHHHCTPATOPY A/ omyOnHKoBaHUsS Ha WHGOPMALMOHHOM
noprane Coro3a CBeJieHUs 00 N3MEHEHHAX, BHECEHHRIX B J€TaTM3HPOBaHHEIE
CBeJeHNUs U3 HOMEHKIATYPHl M CIIPaBOYHHKA TMyTeil BBEIEHMS, B TeUeHHE
10 pabouux pHeH co JAHS OKOHYAHHS CPOKA pPACCMOTPEHHS IPOEKTOB
HM3MCHEHUH WIH NpH HAIMYAM pa3sHOTNIAacHH B TeueHHe 5 pabounx aueit
€O JIHS TOJIyYeHHs IO SNEeKTPOHHOM MOYTe KONHM NPOTOKOJIa COBELIAHHMS,

(HKCHpPYIOIIETro yperyJinpoBaHUe Pa3HOIIACHH.
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57.Pe3ynbTaToM BBINOMHEHHs MEpONPHUATUH, MNpeLyCMOTPEHHBIX
nyskToM 39 Hacrosiero Ilopsiaxa, SBJAIOTCS — aKTyalU3HpOBAaHHbIC
HOMCHKJIATypa ¥ CHpPAaBOYHMK myTedl BBeJICHHs, OMyOJIMKOBaHHBIE Ha

utbopmairoHHOM noprane Coroza.


https://files.stroyinf.ru/Index2/1/4293727/4293727502.htm

