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O HOMEHKJIaType JIEKapCTBEHHBIX (JOpM H CIpaBOTHHKE Iy TEH BBEACHAA JICKAPCTBCHHBIX
IpenapaToB

Pemenne Komnerun EBpasuiickoit s3xkoHOMUYecko komuccuu ot 17 cenTsaops 2019 roga No
158

B cootBeTcTBUU co cTathelt 30 JloroBopa o EBpa3uiickoM 5KOHOMHUYECKOM COr03€ OT 29
Mmasg 2014 rona, nynkramu 4 u 7 Ilporokona o6 wHGOPMAMOHHO-KOMMYHHKAIIMOHHBIX
TEXHOJIOTUSX U UHPOPMAIMOHHOM B3aMMOJEUCTBUU B paMmkax EBpasuiickoro
PKOHOMHUYECKOro coro3a (mpuioxkenue Ne 3 k ykazaHHomy JloroBopy) M pyKOBOJCTBYSICh
[TonoxxeHnemM O €aUHON CHCTEME HOPMATUBHO-CIIpaBOYHOW mHpopMmanuu EBpasmiickoro
SKOHOMHMYECKOTO CO03a, yTBepkJaeHHbIM Pemenunem Komnnerun EBpasuiickoi
SKOHOMHUYECKOW komuccuu ot 17 nHosOps 2015 r. Ne 155, Komnerus EBpasuiickoit
AKOHOMHYECKON KOMUCCHH PEIINIA:

1. YTBepauTe npunaraemeie:

HOMEHKJIATYpy JIEKapCTBEHHBIX (OpM (Jajiee — HOMEHKIIATypa);

CIIPAaBOYHUK MYTEU BBEJICHUS JICKAPCTBEHHBIX MPEnapaToB (Jajiee — CIPaBOYHUK);

[Topsimok BeeHMsI HOMEHKJIATYPBI JIEKAPCTBEHHBIX (POPM U CIIPaBOYHUKA ITyTEH BBEICHHUS
JIEKapCTBEHHBIX MPEINAPATOB.

2. BKIIOYUTh HOMEHKJIATYpy M CIPAaBOYHUK B COCTaB PECYPCOB €IUHOU CUCTEMBI

HOPMAaTUBHO-CIIPaBOYHOM nH(opManu EBpazniickoro SJKOHOMHUYECKOT0 COI03a.

3. YcTaHOBUTD, UTO:

HOMEHKJIATYpa U CIIPABOYHUK MPUMEHSIOTCS C JaThl BCTYIUIEHUS HACTOALIErO Pemenus B
CUILy;

UCIIOJIb30BaHNE KOJOBBIX O003HAYEHUNW HOMEHKJIATYpPhl M CIPABOYHUKA SBISETCS
00s13aTeNbHBIM MPU pealn3aluyd O0mMX MPOIEecCOB B pamkax EBpasuiickoro
HKOHOMHYECKOTO COr03a B chepe oOparieHus JIeKapCTBEHHBIX CPEJICTB.

4. Hacrosuiee Penenue Bctynaer B cuily no ucredeHuu 30 KalmeHAapHbIX JTHEH C JaThl
ero o(huIKaIbLHOTO OMYOJINKOBAHUS.

Ipencenarens Komnerun
Lo ., T. CapkucsaH
EBpa3sutickot 5KOHOMHIECKOH KOMHCCHH
YTBEPXJEHA
Pewenuem Komnerun
EBpa3zuiickoil 3KOHOMUYECKON
KOMHCCHHU

ot 17 centsi6ps 2019 r. Ne 158.

HOMEHKIJIATYPA
JIeKapCTBEHHBIX GopM



I. ITacropT HOMEHKJIATYPHI

o
O6o3HaueHue

mn/ Omnmucanne

JJIEMEHTa
i
1 2 3
1 Kon 057
2 Tun 2 — knaccudukarop
3 HawumeHoBanue HOMEHKJIATypa JEKapCTBEHHBIX (hOpM
4 AGGpeBuarypa HII®
5 O6o3HaycHUE EK 057-2019 (pen. 1)

PekBu3uthl akrta o

ApHIATHH Pemenne Komnernn EBpasuiickoii sxoHOMIU9eckoit komuccru oT 17 centsiopst 2019 T.
6 yTBEpXACHUN)

Ne 158
CIpaBOYHUKA (
Kiaccuukaropa)

Jlata BBegeHHSA B
neiictBue (Hawyajga ¢ AaThl BeryruieHus B cuiny Pemenust Komneruun EBpasuiickoil S5KOHOMUYECKON

7 UpHUMEHEHUSA) K OM U C C H H
CIpaBOYHUKA (ot 17 cents10ps 2019 1. Ne 158
Kiaccuukaropa)

PexBusutel axkra o
NnpeKpaneHnn

8 mnpumeHeHus -
CIIpaBOYHHUKA (
Kiaccuukaropa)

Jlata oOKOHYaHUS

9 NpUMEHEHUS
CIpaBOYHUKA (
Kiaccuukaropa)
RU, MunuctepctBo 3apaBooxpanenus Poccuiickoit @enepanuu. YnoaHoOMOUYEHHAsS
10 Onepatop ( opranmzanus: QenepasbHOE rocynapcTBeHHOE OlopKeTHOE yupexnaeHne "Hayunsiid
OTIepaTophI) LEHTP DSKCHEPTU3bl CPEACTB MEIAUIMHCKOro mpuMmeHeHus" MuHHCTEpCTBa

3npaBooxpaHeHust Poccuiickoit denepanuu

KJIaccuuKaTop MpeaHa3HaueH A YHHU(PHUKAIMM HAaUMEHOBAHHUU JIEKapPCTBEHHBIX
(hopM, UCIIONIB3yEeMBIX NPH MapKUPOBKE JIEKAPCTBEHHBIX MPENapaToB, COCTABICHUN
PErUCTPallMOHHOIO JIOChE JIEKAPCTBEHHBIX IpEnapaToB, (OpMUPOBAHUM €IUHOTO
peecTpa 3aperuCTPUPOBAHHBIX JEKAPCTBEHHBIX cpeAcTB  EBpasuiickoro
SKOHOMHYECKOTO COI03a M WH(POPMAIIMOHHEIX 0a3 JaHHEIX B cepe oOpameHus
JIEKapCTBEHHBIX CPECTB

11 Ha3nauenue

HCIIOJIB3YETCA IIpH (1)OpMI/Ip0BaHI/II/I MMPEACTABISICMbBIX Cy6’I)eKT8.MI/I 06pa111eHI/151

AHHOTaNusa JIEKapCTBEHHBIX CPEJCTB B YIOJIHOMOUYEHHBIE OpraHbl TOCYJapCTB — UJICHOB
12 (obmacts mpuMeHeHHS EBpPa3HiiCKOTO YKOHOMHYECKOTO COI03a JOKYMCHTOB, B TOM YHCJIC B AJIEKTPOHHOM
) BHIE, a TaKxke g obecrmedeHUs WH(GOPMANMOHHOTO B3aWMMOICHCTBUSA NIpH

peanu3anyy o0IMKUX MpoLeccoB B paMkax EBpasuilckoro SkOHOMHYECKOTO CO03a

JekapcTBeHHas (opma, JIeKapCTBEHHBII Tpenapar, JIEKapCTBEHHOE CPEICTBO, MyTh

13 KaroueBnie caoBa
BBEJICHHUS, CIIOCO0 BBEJICHUS, MOAM(HUKALNS BEICBOOOKICHUS

Cdepa, B KoTOpOH
peanusyrrcs



14 TIOTHOMOYHS OPraHOB
EBpasuiickoro
9KOHOMHYECKOTO
CO103a

TEXHHUYECKOE PETYJINPOBAHUE

Hcnons3oBanue 1 — kyaccuuKaTop rapMOHM3MPOBAH C MEKAYHAPOAHBIM (MEKIOCYAapCTBEHHBIM,
MexayHapogHoW  ( permoHanbHBIM) cTaHmaprom HMCO 11239 "Urdopmaruzamus 310pOBBS.
15 mexrocynapcTBeHHON VneHTH(UKanus JIEKapCTBEHHBIX CPEICTB. DJIEMEHTHl JAHHBIX M CTPYKTYPHI UL

, peruoHa’dbHON)  YHHKAIBbHOW MACHTHU(HUKAINH U oOMeHa WH(OpMAIHEH 0 PErHCTPHPYEMBIX GopMax

KJ1acCu(UKaIun JTIO3UPOBKH, EANHUIIAX PEICTABICHUS, Ty TAX BBEICHUS U YIIaKOBKe"
Hanuuue
TrOCYyIapCTBEHHBIX
CIIPaBOYHUKOB (
16 KiaccuukaTopoB) 2 - Ki1accupuKaTop HE nUMeeT aHAJIOTOB
roCyIapCTB — YWICHOB B roCyaapcTBax — wieHax EBpa3suiicKoro 3KOHOMHYECKOTO CO03a
EBpasuiickoro
9KOHOMHYECKOTO
coro3a
Meton 4 — XOMOWHHPOBAHHBIN METOJA KIACCU(PHUKAIUU B COOTBETCTBHH C METOIMKON
17 cucremaTuzauu ( xnaccudpukanum M KOAMPOBaHHUS MH(OpMANMKM B HOMEHKIATypEe JIEKapCTBEHHBIX
KJ1acCU(DUKAITUH ) (hopM COrIIacHO MPHIIOKCHHIO

KJ1accu()UKaTOp BEACTCS B DIEKTPOHHOM BHIIE B COOTBETCTBUU C IlopsaakoM BeaeHUs

HOMEHKIJIATyphl JIEKapCTBEHHBIX (OpPM ¥ CHOpPaBOYHHKA IIyTeHd BBEICHUS
18 Mertoauka BeIeHUs  JIEKAPCTBEHHBIX MpemnapaTroB, yTBepkIeHHbIM Pemenuem Kommerun EBpaszuiickoit

SKOHOMHUYECKOMU KOMHUCCHUMU

ot 17 cenrsiopst 2019 1. Ne 158

HHPOPMALIUA O CTPYKTYpe KiaccupukaTopa (CocTaB moieit Kiaccudukaropa, ooiactu

19 Crpykrypa WX 3HA4YCHWH M TpaBmia (GopMmupoBaHus) IpuBeneHa B paszzpene Il Hacrosmero
JIOKyMEHTa
CTrencHb
CBEIEHUS n3 Ki1accuukaropa OTHOCATCH
20 xoH(UACHITHATEHOCTH
K UH(GOPMAIIUU OTKPBITOTO IOCTyTa
JTaHHBIX
YcraHoBineHHas
21 mepuoaUYHOCTH €XKEMECSIYHO
epecMoTpa

22 W3meneHus -

Ccriaka Ha
JIETATU3UPOBAHHbIC
23 cBeneHus n3
CIIpaBOYHHUKA (
Kknaccuukaropa)

JIeTAIN3UPOBAaHHbBIE CBEICHUS M3 KilacCu(HUKaTopa MPUBEAEHB Ha HH(POPMAIIHOHHOM
noptasne EBpa3uiickoro 3KOHOMHUYECKOr0 COr3a

Cnocob0
MpeaCTaBICHUS
24 cBeneHUH u3
coro3a
CIpaBOYHHUKA (
knaccudukaropa)

0Hy6ﬂI/IKOBaHI/Ie Ha I/IH(l)OpMaHI/IOHHOM nopraje EBpasnﬁcxoro OKOHOMHYCCKOI'O

II. Ommcanue CTpyKTypH HOMEHKIATYPEI



1. Hacrosimuit pa3ien ycTaHaBiMBaeT TpeOOBaHUS K CTPYKTYpe HOMEHKJIATYPhI, B TOM
YHCJIe ONPENENseT PEKBU3UTHBIA COCTAB U CTPYKTYPY HOMEHKJIATYpbl, 00J1aCTU 3HaYEHUN
PEKBU3UTOB U MpaBWIa UX (OPMHUPOBAHUS.

2. CTpyKTypa ¥ PEKBH3UTHBIA COCTAaB HOMEHKJIATYPHI MPEICTABISIOT COOOM
COBOKYITHOCTbh CTPYKTYpP M PEKBHU3UTHBIX COCTAaBOB HOMEHKJIATYPHI JIEKAPCTBEHHBIX (PopM,
CIIpaBOYHUKA BUJIOB MOJU(PUIIUPOBAHHOTO BBICBOOOXKACHUS JIEUCTBYIOIIMX BEIIECTB U
CHPaBOYHHMKA CTIOCOOOB BBEICHHUS JIEKAPCTBEHHBIX MPENapaToB, MPUBEIECHHBIX B Tabmunax |
— 3, B KOTOPBIX GOPMUPYIOTCS Cieayromue moss (rpadwi):

"00s1aCTh 3HAUEHUS PEKBU3UTA" — TEKCT, MOSICHSAIOLIUNA CMBICIT (CEMAaHTUKY) PEKBU3UTA,

"mpaBuiia GOPMUPOBAHUS 3HAYCHUS] PEKBU3UTA" — TEKCT, YTOUHSIOMNN HAa3HAUCHUE

PEKBU3HTA, ONPENETAIOMMUN IpaBuia ero GopMUpOBaHUs (3alOJIHEHMS), WIH CIOBECHOE
OTIMCaHWE BO3MOXKHBIX 3HAUCHUI PEKBU3HTA,

"MH." — MHOXECTBEHHOCTh PEKBU3UTA (0053aTeIbHOCTD (OMIIMOHATBHOCTh) U KOJIMYECTBO
BO3MO>KHBIX TOBTOPEHUI PEKBU3UTA).

3. JIns yka3aHusi MHOXECTBEHHOCTH PEKBU3UTOB MEpeaBaeMbIX JAHHBIX UCIIOJIb3YIOTCS
cileayomnme o003HaYeHUS:

1 — pexBu3UT 00sA3aTENICH, TOBTOPEHUS HE JOMYCKAIOTCS;

n — PEKBU3HT 00s3aTesIEH, JOIKEH MTOBTOPATHCS n pa3 (n > 1);

1..* — pexBU3HT 00s3aTeNieH, MOKET MMOBTOPATHCS 0€3 OrpaHUYCHUN;

n..* — peKBU3UT 00s3aTeIICH, TOJDKEH MOBTOPATHCS HE MEeHee n pa3 (n > 1);

n..m — PEKBU3UT 00s3aTeIICH, I0JKEH MTOBTOPSATHCS HE MEHEE h pa3 U He Oojee m pa3 (n
> 1, m > n);

0..1 — pPEeKBU3HUT ONIMOHAJIECH, IOBTOPEHHUS HE IOy CKAOTCS;

0..* — pEeKBU3HUT OMIIMOHAJICH, MOXKET IMMOBTOPSITHCS O€3 OTpaHUYCHHIA,

0..m — pEeKBU3UT OMIIMOHAJIICH, MOKET MOBTOPATHCS HE OoJiee m pa3 (m > 1).

Tabmuma 1

CrpyKkTypa ¥ peKBH3UTHBIA COCTaB HOMEHKJIATYPHI JIEKAPCTBEHHBIX (GOpPM

Ob6unacTs
[IpaBuna dbopmupoBaHus Mu
HammenoBanune pekBu3nuTa 3HAYCHU S
3HA4YEHHS PEKBU3UTA
peKBU3HTA
ompenensieTcs
obmacTsIMu
1. CBeneHust O COCTOSHUHU . OIIpEIEIISIIOTCS IpaBuiIaMu (POPMHUPOBAHMUS BIOXKEHHBIX 1.
. 3Ha4YeHUH
JIEKapCTBEHHON (hOPMBI PEKBHU3HTOB *
BJIIOKEHHBIX
PEKBU3UTOB
HOPMaJIN30BaHHAs
1.1. Kon COCTOSHUS (opMupyeTcs ¢ UCTIONB30BaHUEM ITOPSIIKOBOIO METO/1a

CTpOKa CHUMBOJIOB.

JIeKapCTBEHHOW (hOPMBI Ilauon: \d {2}

KOAUPOBAHUs C IaroM 1

HOpMaJIM30BaHHAA
CTpOKa CUMBOJIOB.



1.2. HaumenoBanue
COCTOSIHUS JIEKapCTBEHHOMU

thopmbl

1.3. Cpenenust 06 OCHOBHOM
JIeKapCTBEHHOI (popme

1.3.1. Kox ocHOBHOIH

JIEKapCTBEHHOH (POPMBI

1.3.2. HanmenoBanue
OCHOBHOH JIEKapCTBEHHOM

(dhopmBI

1.3.3. Omnucanne OCHOBHOH
JIEKapCTBEHHOH (POPMEI

1.3.4. Csegenus o
JIEKapCTBEHHOH opme

*.1. Kom nexapcTBeHHOH
(dhopmBI

*.2. IlonHoe HaMMEHOBaHHE
JIeKapCTBEHHON (QOpMBI Ha
PYCCKOM SI3bIKE

* 3. IlonHOE HaMMeEHOBaHHE
JIeKapcTBeHHOW (opmbl Ha
AHTIIMHACKOM SI3BIKE

* 4. Kpatkoe HanMeHOBaHHUE
JIeKapcTBeHHOW (opmbl Ha
PYCCKOM SI3BIKE

*5. Kon BHU A
MOJIH(PUIHPOBAHHOTO
BBICBOOOKIEHUS
JIEWCTBYIOIINX BEIIECTB

*.6. Kog crmocoba BBemeHHS
JIEKAPCTBEHHOU (POPMBI

Mun. mmuna: 1.
Makc. mmna: 500

omnpejensercs
o0JIacTaMHU
3HAYCHUU
BIIOXKECHHBIX
PEKBU3UTOB

HOpMaJIM30BaHHast
CTpPOKa CHMBOJIOB.
[a6mon: \d{4}

HOPMAaJN30BaHHasI
CTPOKa CUMBOJIOB.
Mun. gauHa: 1.
Makc. nnuna: 500

HOPMAJIN30BaHHAs
CTPOKa CUMBOJIOB.
Mun. npnmHa: 1.
Makc. piuHa: 4
000

ompeaenseTcs
obnacTaMu
3HAYCHUN
BJIOXKCHHBIX
PEKBU3UTOB

HOPMaJIM30BaHHAS
CTpPOKa CHMBOJIOB.
[a6mon: \d{10}

HOPMAaJN30BaHHAsI
CTpOKa CHMBOJIOB.
Mun. gouna: 1.

Makc. pgiauHa:
1000
HOpMAaJTN30BaHHAS

CTPOKa CHMBOJIOB.
Mun. gouna: 1.
Makc. mmmrHa: 500

HOPMAaJIM30BaHHasI
CTpOKa CHMBOJIOB.
Mun. gauwHa: 1.
Makc. pnuna: 500

HOpMaJIN30BaHHAsA

CTPOKa CHMBOJIOB.
[Ma6mon: \d{2}

HOPMaJIM30BaHHASL
CTpPOKa CHMBOJIOB.
[a6mon: \d{2}

(1)0pMI/1pyeTc51 B BHUJC CJIOBOCOYCTAHHA Ha PYCCKOM
SI3BIKC

OTIPEIETISIOTCS IpaBHiIaMi (POPMHUPOBAHMS BIOXKEHHBIX
PEKBHU3HUTOB

(hopMupyeTcs ¢ HCIONB30BaHIEM TTOPSIIKOBOIO METO/IA
KOJIMPOBaHUs C 1arom 1

(dopmupyeTcss B BHJE CIOBOCOYETAHUS HA PYCCKOM
S3BIKE

(bOpMI/IpyeTCSI B BHUJC CJIOBOCOYCTAHUSA HAa PYCCKOM
SI3BIKC

OIMPCACIIAIOTCA MMpaBUJIaMU (bOpMHpOBaHI/ISI BJIOXXCHHBIX
PEKBU3UTOB

(bopMHpYyeTCsl ¢ UCTIOIB30BAaHIEM METOJIa KOAUPOBAHHUS
corizacHo Mertoanke KiIacCH(UKALUM ¥ KOAUPOBAHUS
uH(oOpMaIMM B HOMEHKJIATYpe JICKApCTBEHHBIX (opM,
MPEeyCMOTPEHHOW TPUIOKEHHEM K HaCTOSIIEMY

JOKyMEHTY

(dopMHpyeTcss B BHJE CIOBOCOYETAHUS HA PYCCKOM
SI3BIKE

(dbopMupyeTcs B BUIE CIIOBOCOYCTAHHS HA aHTJIHHCKOM
SI3BIKE

(dbopmupyeTcsi B BUJIE CIIOBOCOYETAHUS Ha aHTIIUICKOM
SI3BIKE

KO/I0BOe 0003HaueHne (OpPMUPYETCS B COOTBETCTBUH
CO CHOPaBOYHUKOM BHJOB MOIUGHUIHPOBAHHOTO
BBICBOOOIK/ICHUS ICUCTBYIOLINX BEIICCTB

KO/I0BOE 0003HaueHne (HOPMUPYETCS B COOTBETCTBUH
CO CIIPAaBOYHHKOM CIIOCOOOB BBEACHUSI JIEKAPCTBEHHBIX
[penaparos

—



*7. Kon myTtu BBeacHUS
JIEKAPCTBEHHON (HOPMBI

*.8. Ko ¢popmbI mpuMeHEHUS

*9. CBeneHuss O 3allucCH

CIpaBOYHHUKA
KJ1accuQuKaTopa)

* 1. Jlata Havyaya IeWCTBHS

*2. CBemennst 00 akTe,
PErJIaMEHTHPYIOIIEM HAYAII0

nelCcTBUSA
CIpaBOYHHUKA

kiaaccudukraropa)

*2.1. Bug akra

*2.2. Homep akTa

*2.3. Jlata akta

*.3. JlaTa
IEUCTBUS

* 4. Cpemennst 00 akTe,
periaMeHTHPYIONIEM

3allucCH

OKOHYaHUuA

HOpMaJIN30BaHHAA

CTPOKa CHMBOJIOB.
[Ma6mon: \d{3}

HOPMaJIM30BaHHAsI
CTpOKa CHMBOJIOB.
[a6mon: \d{10}

OIpeneIsIeTCs
o0JIacTAMHU
3HA4YEHUU
BJIOKEHHBIX
PEKBU3UTOB

0003HaUCHHUE
aaT bl B
COOTBETCTBUH

¢ 'OCT HCO
8601-2001 =B
dbopmare
YYYY-MM-DD

omnpenensercs
o0JIacTIMHU
3HAYCHUU
BIIOJKECHHBIX
PEKBU3UTOB

HOPMAJIN30BaHHAs
CTPOKa CHUMBOJIOB.
[Ta6mon: \d{5}

HOpMaJM30BaHHAas
CTpPOKa CUMBOJIOB.
Mun. maumaa: 1.
Make. mmna: 50

0003HaUeHHE
JaThl B
COOTBETCTBUU
¢ TOCT HCO
8601-2001 =
dbopmarte
YYYY-MM-DD

obo3HaueHHUE
ILaThl B
COOTBETCTBUH
I'oCT HCO
8601-2001 B
dbopmare
YYYY-MM-DD

omnpeaesieTcs
obacTsIMH

OKOHYaHHC }IeﬁCTBHH 3alMCH 3HAYCHU U

CIpaBOYHHUKA
KiaccupukaTopa)

( BIIOXKEHHBIX

PCKBU3BUTOB

KOloBOe 0003HaueHue (opMmupyeTcs B cooTBeTcTBUH 0.
CO COPABOYHHKOM IyTeH BBEACHHS ICKAPCTBEHHBIX .l

IpernapaToB
KOJI0BOe O0O3HaueHHE IOJydaeMOH B pe3yibTaTe 0
npeoOpa3oBaHus JeKapcTBeHHOH (opMbl (it dopm, 1'
HE TOTOBBIX K IPUMEHEHHIO) '
ONIPENISISFOTCS IPAaBHIIaMH (POPMHUPOBAHHS BIIOKEHHBIX ]

PEKBHU3HUTOB

COOTBETCTBYET JaTe Hayajla AeHCTBUsI, YKa3aHHOHN B aKTe |
oprana EBpa3uiickoro 3kKoHOMHYIECKOTO COK03a

OTIPEIETISIOTCS paBHiIaMn (P OPMHUPOBAHMS BIOXKEHHBIX 0.
PEKBU3UTOB B

KoJoBOe O00O3HAaYeHWE aKTa B COOTBETCTBUHU
C KJTacCH(HUKATOPOM BHAOB HOPMATHBHBIX MPABOBBIX |
aKTOB MEXIYHApOIHOTO IpaBa

COOTBCTCTBYCT HOMEPY aKTa OpraHa EBpa3HﬁCKOl"O
9KOHOMHYECCKOI'0O COrO3a

COOTBETCTBYCT JaTe MPpUHATUA aKTa opraHa
EBpa3uiickoro 5kKOHOMHUYECKOr0 COr3a

COOTBETCTBYET JIaT€ OKOHYaHHUs ACHCTBUS, yKa3aHHOH B 0.
akTe oprana EBpa3zuiickoro 3kOHOMU4ECKOr0 COK3a B

OTIpeIeTISIFOTCS TipaBiiiaMu (HOPMHUPOBaHUS BIOKEHHBIX 0.
PEKBH3UTOB 1



* 4.1, Bux akTa HOpPMaJM30BaHHAs KOJOBOE O0O0O3HAYE€HHE aKTa B COOTBETCTBHHM |
CTPOKa CHUMBOJIOB. ¢ KJIACCU(UKATOPOM BHJOB HOPMATHUBHBIX MPABOBBIX
[Mabmon: \d{5}  aKkTOB MEXAyHApPOAHOTO IpaBa
HOpMaJTH30BaHHAS
%42, Homep akta CTPOKa CHUMBOJIOB. COOTBETCTBYET HOMEPY aKTa opraHa EBpasuiickoro
MuH. nnuHa: 1. SKOHOMHYECKOTO COH3a
Makc. niuna: 50
o0o3HadeHUE
oaTBhl B
coorBeTeTRIT COOTBETCTBYE are aKTa oOpraHa
TBETCTBYET T€ TMPHUHATHA aKT rad
*4.3. [lara axra ¢ TOCT HCO Es aSHﬁCKOZO 3K0f-[IOMPI‘{CCEOFO co103a ’ !
8601-2001 5 P
dbopmare
YYYY-MM-DD
Tabmuna 2
CprIcTypa n peI(BI/IBI/I'I‘HI:Iﬁ COCTaB CIpaBOYHHWKA BHIOB
MOI[PI(I)PI[[PIPOB&HHOI‘O BBIOBOGO)KI[CI—IPI’I ACHUCTBYIOIIINX BCIICCTB
O6nacte 3HaueHus IIpaBuia bopMupOBaHUS
HaunmMeHoBaHMe peKBH3HUTA
peKBH3UTA 3HAYEHUs PEKBU3UTA
ompenenseTcs
1. CBeneHus 0 BUJE .
00JIACTSIMU 3HAYCHUIH OMpPeeNasIoTCs MpaBUIaMu 1..

MOHI/I(I)I/IIII/IpOBaHHOFO BLICBO60>K,H€HI/IH
HCfICTByIOHIHX BCIICCTB

1.1. Kon Buga MOIuGHUIIUPOBAHHOIO
BBICBOOOXKICHUS JICHCTBYFOIIUX BEIICCTB

1.2. HanmenoBanue BUJIA
MOIU(UIIUPOBAHHOTO BBICBOOOXKICHUS
JIEUCTBYIOIIMX BEIIECTB Ha PYCCKOM
SI3BIKE

1.3.
MOIII/I(i)I/IHI/IpOBaHHOFO BBICBO60)KI[€HI/IH
I[eﬁCTByIOIIIPIX BCIICCTB Ha AHTIIMHACKOM
SA3BIKC

1.4.
MOIUMUIIUPOBAHHOTO BBICBOOOXKICHHUS
JIEHCTBYIONIUX BEIIECTB HAa PYCCKOM
SI3BIKE

HaumenoBaHue BUA

Omnpenenenue BUA

1.5. CBeneHust 0 3amMcH CIpPaBOYHHKA (
KJ1accudukaTopa)

1.5.1. Jlara Hauana neHCTBUS

BJIOK €HHBIX
PEKBU3UTOB

HOpMaJIM30BaHHAA

CTpPOKa  CHMBOJIOB.
Ma6mon: \d{2}

HOpMalu30BaHHAs
CTpOKa CHUMBOJIOB.
MuH. 1.
Makc. qmuna: 500

IJIWHA:

HOpMalu30BaHHAS
CTpOKa CUMBOJIOB.
MuH. 1.
Makc. mmuna: 500

JJINHAa:

HOpMaJIn30BaHHasA
CHMBOJIOB.

1.

CTpOKa
Mun. giuHAa:
Make. mimmna: 4 000

omnpeaensaeTcs
o0nacTIMu 3HAUYEHUH
BJIOKEHHEIX
PEKBU3UTOB

0003HaUYEHNE NaThl B
COOTBETCTBHHU

¢ 'OCT HUCO 8601
2001 B dopmare
YYYY-MM-DD

Mnu

(hopMHUpPOBaHNS BIOKEHHBIX PEKBU3UTOB *

¢dopmupyercs
HOPSIKOBOTO METO/IAa KOAMUPOBAHUS C

C HCIIOJB30BAHUEM
1

marom 1

(dbopMupyeTcs B BUIC CIIOBOCOUCTAHHS
Ha PYCCKOM SI3bIKE

¢dbopmupyetcs B Buje ciioBocouctanus 0.
HA aHTJIMHACKOM SI3BIKE A

0.
1

dbopmupyeTcss B BHUAE TEKCTa Ha
PYCCKOM SI3bIKE

OMpEACIAI0OTCA npaBujIaMu

(l)OpMI/IpOBaHI/IH BJIO)KCHHBIX PEKBU3UTOB

COOTBETCTBYET JAT€ Hadaja ACHCTBUA,
yKa3aHHOH B akTe oprana EBpaswuiickoro 1
SKOHOMHUYECKOTO COK3a



1.5.2. CBenenus 00 aKTe, omnpenaensiercs OnpeaesITCs paBUIAMH 0.
periiaMeHTUpPYOIIEM Ha4dalo I[CﬁCTBH;I o0J1acTIMU 3HAYCHHUI (l)OpMI/IpOBaHI/Iﬂ BJIOJKEHHBIX PEKBU3UTOB 1
3aIlCH CIIPaBOYHUKA (KIaccu(prukaropa) BIOKEHHBIX

PEKBU3UTOB

KoJoBoe 00O03HaueHHE aKTa B
HOpMaJM30BaHHasT COOTBETCTBUH
*.1. Bug akra CTpOKa  CHMBOJIOB. C  KJIacCH)UKATOPOM  BHIOB 1
Ma6mon: \d{5} HOPMATHBHBIX IPaBOBHIX AaKTOB
MEXIyHapOAHOI'0 IpaBa

HOpMallu30BaHHAs
CTpOKa CHMBOJIOB. COOTBETCTBYET HOMEpPY aKTa opraHa
MuH. giuHa: 1. EBpa3uiickoro 5KOHOMHYECKOTO COI03a
Make. mmua: 50

*2. Homep akra

o0o03HaueHue AaThl B

COOTBETCTBUHU COOTBETCTBYET JaTe NPUHATHS aKTa
*3. JlaTa akTa ¢ 'OCT UCO 8601- oprana EBpa3uiickoro 3xoHoMu4eckoro 1
2001 B dQopmare coro3a
YYYY-MM-DD
o0o03Ha4YeHue JaThl B
COOTBETCTBHU COOTBETCTBYET JaTe OKOHYaHUS
1.5.3. Jlata oKOHYaHUS IEUCTBUS ¢ 'OCT UCO 8601— nelicTBusi, yKa3aHHOW B aKTE€ OpraHa
2001 B dQopmare EBpazmiickoro 5KOHOMHYECKOTO COI03a
YYYY-MM-DD
1.5.4. Csenenus 00 aKrTe, ompenensiercs
perylaMeHTHPYIOIEM  OKOHYaHHe 00JIacTAMHU 3HaYCHUH OIpenesIIoTCs NpaBUIIaAMHU 0.
NEeWCTBHUS  3alMUCH  CIPaBOYHMKA ( BIOXCEHHBIX (hopMHpPOBaHUS BIOKEHHBIX PEKBH3HUTOB .|
Kkiaccuukaropa) PEKBU3UTOB

KoJoBoe 00O03HaueHHE aKTa B
HOpMajJHM30BaHHasT COOTBETCTBUH
*.1. Bug akra CTpOKa  CHMBOJIOB. C  KJIacCH)UKATOPOM  BHJIOB 1
Ma6mon: \d{5} HOPMATHBHBIX IPaBOBHIX aKTOB
MEXIyHapOAHOI' 0 IpaBa

HOpMaJlu30BaHHAs
CTpOKa CHMBOJIOB. COOTBETCTBYET HOMEpPY aKTa opraHa
MuH. giuHa: 1. EBpa3uiickoro 5KOHOMHYECKOTO COI03a
Make. mmua: 50

*2. Homep akra

o0o3HaueHue AaThl B

COOTBETCTBUHU COOTBETCTBYET JAaTe NPHUHATHUS aKTa
*3. JlaTa akTa ¢ 'OCT UCO 8601- oprana Espa3uiickoro s3xoHoMu4eckoro 1

2001 B dQopmare coro3a

YYYY-MM-DD

Taomuna 3

CrpyKTypa u peKBH3UTHEIIA COCTaB CIPABOYHUKA CIIOCOOOB BBEACHUA
JIEKapCTBEHHBIX IIPENapaToB

Obnacts 3Havyenus IlpaBuna dbopmupoBaHus M=u
HanmeHoBanue pekBu3uta

pEeKBHU3HTA 3HAYEHHS PEKBU3UTA

omnpenenseTcs

obnacTIMU 3HaYEHUN



1. CBegenuss o crocobe BBeLECHUS
JIEKAPCTBEHHOTO TpernapaTa

1.1. Kon
JIEKapCTBEHHOTO TIperrapara

crocoba BBCACHUA

1.2. HaunmenoBanue crnoco0a BBeIEeHUS
JIEKapCTBEHHOTO Tperapara Ha PyCCKOM
SI3BIKE

1.3. HaumeHnoBanue crnocoba BBeIeHUS
JIEKapCTBEHHOTO
AHIVIMIICKOM SI3BIKE

mpemnapara  Ha

1.4. Omnpenenenue cmocoba BBEICHUS
JICKaPCTBEHHOTO Tperapara Ha PyCCKOM
SI3BIKE

1.5. CenmeHust 0 3amMCH CIIPaBOYHUKA (
KiaccuukaTopa)

1.5.1. Jlara Hauana neucTBus

00
periaMeHTHpYIOIIeM Havajo IeHcTBUs
3aIIicy CIIpaBOYHMKA (K1acCUpHKaTOpa)

1.5.2. CBenenus aKTe,

*.1. Bug akra

*2. Homep akra

* 3. Jlara akta

1.5.3. Jlata okOoHYaHUs JEHCTBHS

00
OKOHYaHHE

1.5.4. CBenenus
periiaMeHTHPYIOIIeM

aKTe,

BJIOKCHHBIX
PEKBU3UTOB

HOPMaJTM30BaHHAs
CTpOKa  CHMBOJIOB.
[a6mon: \d{2}

HOpMaJH30BaHHAS
CTpOKa
MuH.

Makc. piuaa: 500

CHMBOJIOB.
IJIWHa: 1.

HOpMaJTM30BaHHAs
CTpOKa
Mun. pgnuna: 1.
Makc. piuna: 500

CHMBOJIOB.

HOpMaJM30BaHHAS
CTpOKa
MuH. niauHa: 1.
Makc. gmuna: 4 000

CHMBOJIOB.

omnpenensieTcs
00JIaCTSIMU 3HAYCHU I
BIOXEHHBIX
PEKBH3HUTOB

0003HaYeHKE JATHI B
COOTBETCTBHHU

¢ T'OCT HUCO 8601—
2001 B d¢opmare
YYYY-MM-DD

omnpenensiercs
00JIaCTSIMU 3HAYCHUI
BIOXEHHBIX
PEKBH3HTOB

HOpMaJIM30BaHHAaA

CTpOKa  CHMBOJIOB.
Ma6mon: \d{5}

HOpMaJIM30BaHHAS
CTpOKa
MuHn. naiauHa: 1.
Make. mmua: 50

CHUMBOJIOB.

0003HaueHNEe JaThl B
COOTBETCTBHHU

¢ TOCT HUCO 8601-
2001 B d¢opmare
YYYY-MM-DD

0003HaYeHKE JATHI B
COOTBETCTBHHU

¢ T'OCT HUCO 8601-—
2001 B d¢opmare
YYYY-MM-DD

omnpenesnseTcs
00JIaCTSIMU 3HAYCHU I

OMpeACIA0OTCA npaBujiaMu

(hopMHPOBaHUS BIOKEHHBIX PEKBH3UTOB

KOIIOBOE 0003Ha4YeHue (HOopMHUpYETCs C
HCMOJIb30BAHUEM MOPSIIKOBOTO METO/Ia
KOJMPOBAHUSI ¢ marom 1

(dopmupyeTcss B BUJE CIOBOCOYETAHUS
Ha PyCCKOM S3BIKE

(dbopMupyeTcs B BUIE CIIOBOCOYCTAHHS
Ha aHTJIMHACKOM SI3BIKE

¢dbopMupyeTcss B BHAE TEKCTa Ha
PYCCKOM SI3BIKE

OMpeACIA0TCA npaBujlaMu

(hopMUPOBaHUS BIOKEHHBIX PEKBH3HTOB

COOTBETCTBYET AAT€ Hadajga ACHCTBUS,
YKa3aHHOMU B akTe oprana EBpasuiickoro
9KOHOMHYECKOT0 COI03a

OMpeACIA0TCA npaBujlaMu

(hopMHPOBaHUS BIOKEHHBIX PEKBH3UTOB

KOJOBOC 0003HaUeHHE aKTa B
COOTBETCTBHHU

C I(J'IaCCI/I(bI/IKaTOPOM BHJOB
HOPMAaTUBHBIX IIPaBOBBIX aKTOB

MEXTyHapOJAHOTO IIpaBa

COOTBETCTBYET HOMEpY akTa OpraHa
EBpa3zuiickoro 3k0HOMUYECKOTO COI03a

COOTBETCTBYCT HOaTC IPUHATUA aKTa
OpraHa EBpa3PII>iCKOI‘O 3KOHOMHNYCCKOI'O
COro3a

JaTe OKOHYaHHS
JEHCTBUS, YKa3aHHOW B aKTe€ OpraHa

EBpa3uiickoro 3k0HOMHUYECKOTO COI03a

COOTBCTCTBYCT

—



JNEHCTBUSL  3alUCH
Kkiaccudukaropa)

*.1. Bug axra

* 2. Homep axta

* 3. Jlara akra

ClIpaBOYHHKaA ( BJIOKCHHBIX

CITPABOYHUK
IyTe# BBEJICHHA JIEKaPCTBEHHBIX IIPENapaToB

PEKBU3UTOB

HOPMaJIN30BaHHAs
CTPOKAa  CHMBOJIOB.
[la6mon: \d{5}

HOpMalu30BaHHAS
CTpOKa CHUMBOJIOB.
MuH. giuHa: 1.
Makc. mmna: 50

o0o03HaYEHHE aThl B
COOTBECTCTBUHU

¢ 'OCT HUCO 8601
2001 B dopmare
YYYY-MM-DD

I. ITacmopT cipaBOYHMKA

Ne O0o3HaueHHnEe
n/

wn AW N

OJICMCHTA

2

Kon

Tun
HaumenoBanue
AGbpeBmnarypa
Ob6o03Ha4yeHue

PexBusutel akrta o
NPUHATUU
YTBEPXKICHUHN)
CIpaBOYHHUKA
kiaccudukaropa)

Jlata BBegcHHSA B
neiicteue (Hayamna
NpUMEHEHHUS )
CIpaBOYHHMKA
KiaccudukaTopa)

PexBu3nTel akTta o
npeKpameHuu

(

Omnuncanne

3
029

1 — cripaBOYHUK

OINpenensoTcs npaBUIaMu 0.
(opMHpPOBaHUS BIOKEHHBIX PEKBH3HUTOB .1

KOJOBOe 00O3HaueHHE aKTa B
COOTBECTCTBHUHU

c KIacCu(PUKAaTOPpOM  BUIOB 1
HOPMATHBHBIX IPAaBOBHIX AaKTOB
MEXIyHApOIHOTO MpaBa

COOTBETCTBYET HOMEpPY aKTa OpraHa
EBpa3uiickoro 5KOHOMHUYECKOro COr03a

COOTBETCTBYET HOaT€ IPUHATUA aKTa
oprana EBpasuiickoro skoHomuueckoro 1
cor3a

YTBEPX/IEH
Pemennem Konnerun
EBpa3zuiickoii 3KOHOMUYECKONH KOMUCCUH
ot 17 centsops 2019 1. Ne 158.

CIIPABOYHUK HyTCfI BBCJICHHS JICKAPCTBCHHBIX IIPCIIapaToB

CIIBJIII
EC 029-2019 (pex. 1)

Pemenne Komnernun EBpasuiickoit skonomMnueckoit komuccnu ot 17 centsiops 2019 r.
( Ne 158

19 oxTs16ps 2019 1.



8 mnpumeHeHUs
CIIpaBOYHHUKA (
Kiaccuukaropa)

Jlata oOKOHYaHUS

g |TPHMEHEHHS
CIpaBOYHUKA (
Kiaccuukaropa)

10 OmepaTtop (
OTIepaTophl)

11 Ha3nauenue

AHHOTaN KA
12 (o6nacTh NpUMEHEHNUS

)

13 KiroueBsle ciioBa

Cdepa, B koTOpO#
peanru3yroTcs
MTOJTHOMOYHST OPTaHOB
EBpasuiickoro
9KOHOMHYECKOTO
cor3a

14

Hcnonp3oBanne
MEXIyHapOIHON (
15 mexrocynapcTBeHHON
, peruoHajIbHOMN)
KI1accu(UKaIuu

Hanmuumue
roCyAapCTBEHHBIX
CIIPaBOYHHUKOB (
16 KJ1acCu(UKATOPOB)
TOCYAapcTB — YWICHOB
EBpasuiickoro
9KOHOMHYECKOTO

COro3a

MeTonm
17 cuctemMaTu3anuu (
KI1acCU()UKAITIH)

18 MeTtoauka BeaeHUS

BY, MunucrepctBo 31apaBooxpanenuss Pecnyonmuku bBenapych. YmonHoMoueHHas
opranuzanus: PecmyOnukanckoe yHuTapHoe npexanpusitiue "LleHTp skcreptus u
UCTIBITAHUH B 37paBOOXpaHEHUN"

CIPaBOYHHUK IIpEeJHA3HAYCH AN yHH(UKAUM HAWNMEHOBAaHUM IyTEH BBEACHUS
JIEKapCTBEHHBIX IPENapaToB, HCIOIb3YEMBIX IPH MAPKUPOBKE JIEKAPCTBEHHBIX
MIpernapaToB, COCTABICHUH PETHCTPAlMOHHOTO J0ChE JEKapCTBEHHBIX IpPENaparos,
(hopMHpOBaHNH €IMHOTO peecTpa 3aperucCTPHUPOBAHHBIX JICKAPCTBEHHBIX CPEJICTB
EBpa3zuiickoro 3KOHOMHYECKOro coro3a M MH()OPMAaMOHHBIX 0a3 JaHHBIX B cdepe
o0palneHus JIEKapCTBEHHBIX CPEICTB

HCIOJB3YyeTCsT pH (OPMUPOBAHUHU MPEAOCTABIAEMBIX CYOBEKTaMHU OOpPAICHHUS
JICKApCTBEHHBIX CPEICTB B YIOJHOMOYEHHBIE OpPraHbl TOCYJapCTB — UJICHOB
EBpazuiickoro 3KOHOMHYECKOTO COI03a JOKYMEHTOB, B TOM YHCJI€ B 3JEKTPOHHOM
BHIIC, a TaKxke s obOecrmedeHUs WH(GOPMANMOHHOTO B3aWMOICHCTBUSA TIpH
peanu3anyy o0MKX MPOIECCOB B paMKaxX EBpa3uiicKOro 3KOHOMHYECKOTO COI03a

JekapcTBeHHas popma, ITyTh BBEICHHS

TEXHUYICCKOC PETYJIMPOBAHNC

1 — chopaBOYHHK TapMOHHU3MPOBAaH C MEXAYHAPOIHBIM (MEXroCyIapCTBEHHBIM,
pernoHanbHbIM) cragmaprom MCO 11239 "Wuadopmaruzamus 310pOBBS.
Wnentudukanus JeKapCTBEHHBIX CPEACTB. DJIEMEHTHI JaHHBIX U CTPYKTYPBI JIs
YHHUKaJIBHOW HISHTU(QHUKAIUK U oOMeHa HH(pOpMaIeld o perucTpupyeMsix Gopmax
JIO3UPOBKH, ETMHUIIAX MPEJCTaBICHHUS, ITyTSIX BBEICHNS U yIIaKoBKe"

2 — COpaBOYHUK HC HMECCT aHaJIOT OB
B rocyapCrBax — 4Ji€Hax EBpa3HﬁCKOFO 9KOHOMHYECCKOI'0 COr03a

1 — NOpAAKOBBIA METOJ CUCTEMATU3ALIUN

CIpPaBOYHHUK BexeTcs B 3IEKTPOHHOM BHUJIE
B COOTBETCTBHU C [lopsiaxoM BeleHHsS HOMEHKIATYpPBI JIEKapCTBEHHBIX (OpM U
CIPABOYHUKA IyTeil BBEJCHHUS JEKAapPCTBEHHBIX IPENapaTtoB, YTBEPXKIECHHBIM
Pemenuem  Kosnerunm — EBpaszuiickoifi ~ KOHOMHYECKOW  KOMHUCCHUU
ot 17 cenTsiops 2019 1. Ne 158



19 Crpykrypa CTPYKTypa W PEKBU3MTHBIH COCTaB CIPAaBOYHHUKA (COCTAB IOJEH CHPaBOYHMKA,
o0nacTH WX 3HAYEHMH W mpaBuia (POPMUPOBAHHS) MPUBEICHEI
B pasene I HacTosmIEero CripaBoYHKKa

CrteneHsb
cBeIEeHUS u3 CIIpaBOYHHKA OTHOCATCS
20 koH(UACHIIUATEHOCTH
K HH(POPMALIUK OTKPBITOTO IOCTYyTIa
JTaHHBIX
YcranoBiaeHHAs
2] mepmoAMYHOCTH HE YCTaHOBJICHA
nepecMoTpa

22 U3meHeHHs —

Cchlika Ha
JIeTaTn3uPOBAHHBIC
JIETaTN3UPOBAHHBIC CBEICHHUS W3 CIIPABOYHHKA MPUBEICHBHI Ha MH()OPMAIMOHHOM
23 cBeneHus u3
CIIpaBOYHHUKA (

KaccudukaTopa)

nopraine EBpa3zuiickoro 3k0HOMUYECKOTO CO03a

Cnoco0
MpeaCTaBICHUS
24 cBeneHUi us3
cor03a
CIpaBOYHUKA (
Kiaccuukaropa)

oryOIMKOBaHWE Ha WH(OPMAIMOHHOM MopTane EBpa3uiickoro 3KOHOMHYECKOTO

I1. Ommcanue CTPYKTYPEI CIIPaBOTHHKA

1. HacTosiiumii pa3aen ycraHaBiIMBaeT TPEOOBaHUS K CTPYKTYpe CIPaBOYHUKA, B TOM
qyclie ONpelessieT PEKBU3UTHBIA COCTaB M CTPYKTYPY CIPAaBOYHHMKA, OOJACTH 3HAYEHUUH
PEKBU3UTOB U MPaBWIIA UX (OPMHUPOBAHUS.

2. CtpykTypa U peKBU3UTHBIN COCTaB CIIPAaBOYHUKA MPUBEIICHBI B TAOJIUIIE, B KOTOPOM
dhopmupyroTes creayromue mnojs (rpadui):
"00s1aCTh 3HAUCHUS PEKBU3UTA" — TEKCT, MOSCHSIOMNNA CMBICI (CEMAHTHUKY) PEKBU3UTA;

"mpaBuiia GOpPMUPOBAHUS 3HAYEHUSI PEKBU3UTA" — TEKCT, YTOUHSIOMIUN Ha3HAYCHUE
PEKBU3HTA, ONPEIETAIOMNN TpaBuia ero GopMUpOBaHUsS (3alOJIHEHMS), WIH CIOBECHOE
OMMCAHNE BO3MOKHBIX 3HAUYEHU PEKBU3UTA;

"MH." — MHOXECTBEHHOCTh PEKBU3UTA (0053aTEILHOCTD (OMIIMOHATBHOCTD) U KOJIMYECTBO
BO3MOYKHBIX ITOBTOPEHUI PEKBU3NTA).

3. JIns yka3aHus MHOXECTBEHHOCTH PEKBU3UTOB MEpPEIaBa€MbIX JAHHBIX UCIIOJIB3YIOTCS
cieayronme o003HaueHUS:

1 — pekBU3UT 00sI3aTENCH, IOBTOPEHUS HE JI0IYCKAIOTCS,

n — PEKBU3UT 00s3aTENEH, JOIKEH MOBTOPATHCS n pa3 (n > 1);

1..* — peKkBU3HT 00s13aTeIeH, MOXKET MOBTOPATHCS 0€3 OrpaHUYCHUN;

n..* — peKBU3UT 00sA3aTelNIeH, JOKEH MOBTOPATHCSA HE MeHee n pa3 (n > 1);

n..m — PEeKBU3UT 00sI3aTENIEH, JODKEH MMOBTOPATHCSA HE MEHEe n pa3 u He Obosee m pa3 (n
> 1, m > n);

0..]1 — pEeKBU3HT ONLMOHAIEH, TOBTOPEHUS HE TOMYCKAOTCS;

0..* — pEeKBU3HUT ONIMOHAIECH, MOKET MMOBTOPSITHCS O€3 OrpaHUYCHHUIA;



0..m — PEeKBU3UT OIMIMOHATIECH, MOXET MOBTOPATHCA HE OoJjiee m pa3 (m > 1).

Tabauua

CrTpyKTypa M peKBH3HTHBIH COCTaB CIIPABOYHHKA

HaumenoBanue pekBu3uTa

l. CBenenus ©O TyTH BBEACHHUI
JeKapCTBEHHOI'O Ipenapara

1.1. Kox myTu BBEEeHUS JIEKApPCTBEHHOTO
npenapara

1.2. HaumeHoBaHue NOyTH BBEICHUS
JIEKAPCTBEHHOT'0 MpernapaTa Ha PyCCKOM
SI3BIKE

1.3. HaumeHoBaHue mnyTH BBEICHHS
JIGKapCTBEHHOTO  Mpemapara Ha
AHTJIMICKOM SI3BIKE

1.4. Ompenenenre MyTH BBEICHUSA
JIEKapCTBEHHOTO IIperapara Ha PyCCKOM
SI3BIKE

1.5. CBenmeHust 0 3amMCH CIIPaBOYHUKA (
KiaccuukaTopa)

1.5.1. Jlara Hauana nelcTBus

1.5.2. CBenenusa 00 aKTe,
pErTaMEHTHUPYIOIIEM HAYaja0 AeHCTBUSA
3aIMCH CIIPAaBOYHUKA (KIaccudukaropa)

*1. Bupg akra

* 2. Homep akta

O0sacTs 3HAYEHUS
PEeKBHU3HTA

omnpeaensaeTcs
o0nacTIMU 3HAUYEHUH
BJIOKEHHBIX
PEKBU3UTOB

HOpPMaU30BaHHASL
CTpOKa  CHMBOJIOB.
[a6mon: \d{3}

HOpMaJIM30BaHHAS
CTpOKa CHUMBOJIOB.
MuH. giuuHa: 1.
Makc. pimuna: 500

HOpMaJIM30BaHHAS
CTpOKa CHUMBOJIOB.
MuHn. niauHa: 1.
Make. mmua: 500

HOpMaJIM30BaHHAS
CTpOKa CHUMBOJIOB.
MuHn. naiauHa: 1.
Makc. mmmna: 4 000

ompenensiercs
obJyiacTIMu 3HaYCHUH
BIOXEHHBIX
PEKBH3HUTOB

0003HaueHNEe JaThl B
COOTBETCTBHHU

¢ TOCT HUCO 8601-
2001 B d¢opmare
YYYY-MM-DD

omnpenensiercs
obJyiacTIMu 3HaYeHUH
BIOXEHHBIX
PEKBH3HUTOB

HOpMaJIM30BaHHA
CTpOKa  CHMBOJIOB.
[a6mon: \d{5}

HOpMallu30BaHHAs
CTpOKa CHUMBOJIOB.
Mun. naiauHa: 1.
Make. mmua: 50

IIpaBuna dbopmMupoBaHus M=u
3HAYEHUs] PEKBU3HUTA

OIPENESIIOTCS IpaBUJIaMu 1.
(opMHUpPOBaHUS BIOKEHHBIX PEKBU3UTOB *

dbopMmupyeTcs ¢ HMCHOJIB30BAaHUEM
TIOPSIAKOBOTO METOJa KOAWpoBaHuUs c |
marom 1

(dopmupyeTcs B BUIE CIOBOCOYETAHUS
Ha PYCCKOM SI3bIKE

¢dbopmupyercs B Buje cioBocouetanus 0.
Ha aHTJIMHCKOM SI3BIKE .1

¢dopmupyeTcss B BuAe Tekcta Ha 0.
PYCCKOM $I3BIKE 1

OonpeneNsoTcs NpaBUIaMHU
(hopMHPOBaHUS BIOKEHHBIX PEKBH3UTOB

COOTBETCTBYET AAT€ Hadajga ACHCTBUS,
YKa3aHHOU B akTe oprana EBpasuiickoro 1
9KOHOMHYECKOTO COI03a

ONpenensoTcs NpaBUIaMHU 0.
(hopMHpPOBaHUS BIOKEHHBIX PEKBH3HUTOB .1

KoJoBOoe 0003HaueHHE aKTa B
COOTBETCTBUH

¢  KJIacCH(QUKATOpOM  BHJIOB 1
HOPDMAaTHBHBIX IIPABOBBIX AaKTOB
MEXIyHAapOAHOTO IpaBa

COOTBETCTBYET HOMCPY aKTa OpraHa
EBpa?;PIﬁCKOFO 3KOHOMHYCCKOI'0 COrO3a



0003HaueHHe JaThl B COOTBETCTBYET JaTe NPUHATUS aKTa

* 3. Jlara akta COOTBETCTBUH oprana EBpa3uiickoro s5kOHOMHUYECKOTo 1|
¢ 'OCT UCO 8601 coro3a
2001 B d¢opmare

YYYY-MM-DD
o0o03Ha4YeHue JaThl B
COOTBETCTBUH COOTBETCTBYET JaTe OKOHYaHUs
1.5.3. lata okoHYaHUs JeiCTBUS ¢ 'OCT UCO 8601- neiicTBus, yka3aHHOH B aKTe opraHa
2001 B dQopmare EBpa3mifickoro 5KOHOMHYECKOTO COI03a
YYYY-MM-DD
1.5.4. CBenenus 00 axTe, omnpenaensercs
peryIaMeHTHpYIOIIeM  OKOHYaHUe 00JIacTAMH 3HaYEHUH OIIpenesIIoTCs NpaBUIaMHU 0.
JNEeHCTBHUS  3alUCH  CIPaBOYHWMKA ( BIOXEHHBIX (opMHpPOBaHUS BIOKEHHBIX PEKBH3HUTOB .1
KIaccuukaropa) PEKBU3UTOB

KoJoBOoe 0003HaueHHE aKTa B
HOpMajJHM30BaHHasT COOTBETCTBHUHU
*.1. Bupn akta CTPOKa  CHMBOJIOB. C  KJacCH(UKaTOpOoM  BHJIOB 1
[a6mon: \d{5} HOPMATHBHBIX IPaBOBHIX AaKTOB
MEXIyHapOAHOI'0 IpaBa

HOpMallU30BaHHAsA
CTpOKa  CHMBOJIOB.
MuH. gnmHa: 1. COOTBETCTBYET HOMEpYy akTa OpraHa

* 2. Homep akta N
Maxkc. pnuHa: 50 EBpa3mifickoro S5KOHOMHYECKOTO COI03a

o0o03Ha4YeHne 1aThl B
COOTBETCTBUHU COOTBETCTBYET JaTe INPHHATHS aKTa
* 3. [Jara akra ¢ 'OCT UCO 8601— oprana Epasuiickoro sxoHoMudeckoro 1
2001 B dopmare corosza
YYYY-MM-DD

I[TPMIJIOXKEHUE
K HOMEHKJIaType
JIEKapCTBEHHBIX (hOopM

METOJIKA

KJIacCH(HUKAUK U KOTUPOBaHUA HHGOpMaIyK B HOMEHKJIATYpe JIEKapCTBEHHBIX
dopm

I. OOmIMe oJIOXKEHUS

1. Hacrosimas Metonuka pa3zpaboTaHa B COOTBETCTBUU CO CIEIYIOINIUMU aKTaMHU,
BXOJAIIMMU B IpaBo EBpa3zniickoro 5KOHOMHUYECKOTO COr3a:
Pemenne Komnerun EBpasuiickoil s3xoHOMUYeCcKO kKomuccuu oT 17 HosiOpst 2015 1. Ne
155 "O enuHOW cuUCTEME€ HOPMATHUBHO-CIpaBOYHOW uHGOpMamuu EBpasuiickoro
SKOHOMHYECKOTO cor03a";
Pewmenne Komnerun EBpazuiickoil skoHOMU4ecKkoil koMmuccuu ot 22 nexadpst 2015 r. Ne
172 "O6 ytBepxkaenun HomeHkIaTyphl JIeKapCTBEHHBIX (opM";



Pemenue Komnerun EBpasuiickoit skoHoMu4eckoit komuccuu ot 25 oktaops 2016 1. Ne
122 "O TexXHOJIOTUYECKUX JOKYMEHTaX, pEeTJIaMEHTUPYIOIIUX HHOOPMAIIMOHHOE
B3aMMOJICHCTBUE TIPU pEATH3AlHNH CPEICTBAMU HWHTETPUPOBAHHOW WHQPOPMAITMOHHON
CUCTEMBbI BHEIIIHEW M B3aUMHOM TOProBiu o61iero npoiecca "dopmupoBaHue, BeIeHUE U
UCIIOJIb30BAHUE E€IMHOTO peecTpa 3aperMCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB
EBpa3uiickoro 3K0HOMHUYECKOro cor3a';

Pemenue Coera EBpazuiickoil 3koHOMHUYECKON KoMuccuu oT 3 Hosiopa 2016 1. Ne 78 "O
[IpaBunax perucTpauvv M SKCIEPTU3bl JIEKAPCTBEHHBIX CPEACTB I MEIULIMHCKOTO
MIPUMEHEHUA "

Pemenne Komnnerun EBpa3zuiickoit 3xoHoMuueckoit komuccuu ot 30 utonst 2017 r. Ne 79 "
O TpeOoBaHUSX K DJIEKTPOHHOMY BUY 3asBJICHUN U IOKYMEHTOB PETUCTPALMOHHOTO J0ChHE,
MPEJICTaBISIEMbIX TPU OCYIIECTBICHUM PETUCTPALMU M IKCHEPTU3bI JIEKAPCTBEHHBIX
npenapaToB JAJIsI MEAUIMHCKOTO TPUMEHEHHS "

Pemenune Konnernn EBpasuiickoit 3xoHOMHUecKoil komuccuu ot 19 centsops 2017 r. Ne
121 "O06 yTBepxkaeHnn MeTo010Tun pa3pabOTKH, BEJIEHUS U IPUMEHEHHUS CIIPABOYHUKOB U
KJIaCCU(PHUKATOPOB, BXOJAIIMX B COCTAB PECYPCOB €IMHON CUCTEMBI HOPMATUBHO-CIPABOYHOM
uHdopmaruu EBpa3uiickoro 5KOHOMUYECKOTO coro3a'.

II. O6nacTh mprUMEHEHUA

2. Hacrosimast Metoauka pazpaboTaHa B LESAX JAETaIU3aluu OMUCAHUS U ONPEesICHUs
cnenuuKy MPUMEHEHUs] MeToa KJacCU(PUKALMK U METOJa KOJUPOBAHUS, MPUMEHSIEMBIX
npu pa3pabOTKe U BeIEHUU HOMEHKJIATYPhl JIEKapCTBEHHBIX (POpM (J1ajiee — HOMEHKJIATypa).

3. Hacrosimias Meroanka NpuMeHsIETCsl OIEPaTOPOM HOMEHKJIATYpbl IPU BHECEHUU B HEe
CBEJICHUH O JIEKapCTBEHHBIX (pOopMax.

III. OcHOBHEBIEC TIOHATHA

4. TloHsaTHS, UCHONB3yEMBIE B HACTOsAIIEH MeToAuKe, MPUMEHSIOTCS B 3HAYCHUSIX,
OTpeNIeNICHHBIX akTaMu EBpa3uiickoii SKOHOMHYECKOW KOMHCCHMU B cdepe oOparieHus
JIEKapCTBEHHBIX CPEJCTB, a TakXKe B cepe co3JaHusi U Pa3BUTUS UHTETPUPOBAHHOU
UH(MOPMAITMOHHON cUCTeMbl EBpa3uiickoro s5KOHOMHUYECKOTO COI03a.

IV. Meron knaccudukayy HOMEHKJIATYPbl
5. Uudopmarus B HOMEHKIIAType KiacCUPHUIMPyETCss KOMOMHUPOBAHHBIM METOOM.

6. [lo3unru HOMEHKJIATYphl 00pa3yIOT TPEXYPOBHEBYIO Hepapxuio. [1epBoil cTyneHbto
KJIaCCU(UKAIIUK SIBIISICTCS COCTOSTHUE BEIIECTBA. BTOpOil CTyINeHbIO KiaccupUKAIUU
ABJISIETCSA OCHOBHOM BHJ JieKapcTBeHHOM ¢opmbl. Tperheit cTymneHbro Kiaccudukamuu
SIBJISIIOTCS JICKAPCTBEHHBIE (POPMBI, KJIaCCU(UIIUPOBAHHBIC MO CIACAYIONTUM MPU3HAKAM:

TOTOBHOCTb JIEKAPCTBEHHOUN (POPMBI K TPUMEHEHUIO;
BUJT MOJU(DUITUPOBAHHOTO BHICBOOOXKICHUS IEUCTBYIOIIUX BEIIECTB;



yTh BBEJICHUS JICKAPCTBEHHOTO Mpernapara;

croco0 BBe/IEHUS JIEKApCTBEHHOTO Mpemnapara;

dbopma nmpuMeHeHuI.

JItst KaXkoro Habopa JTOMOTHUTEIBHBIX KIIACCU(PUKAIMOHHBIX MPU3HAKOB Ha BTOPOM

CTYTICHH UE€pApPXUU B HOMEHKIIaType (popMuUpyeTcs OTAeTIbHAS TO3HIIHSL.

7. CripaBOYHUK BUI0B MOJAH(PHUIIMPOBAHHOTO BHICBOOOKICHHUS ICHCTBYIOIINX BEIIECTB U
CIIPaBOYHUK CIIOCOOOB BBEJCHUS JICKAPCTBCHHBIX IPEMApPaTOB CHCTEMATH3UPYIOTCS
MOPSIIKOBBIM METOJIOM.

V. Meroa xoaupoBaHuA

8. KomoBoe o6o3HaueHue JiekapcTBEHHONW (QopMbl (POpMUPYETCS MyTeM MPUMEHEHUS
KOMOMHUPOBAHHOTO METO/Ia C UCIOJIb30BaHUEM apadckux mudp. Jnuna koaa cocrasisiet 10
3HAKOB.

9. IlepBbie 2 3HaKa KoJia MCHOJIb3YIOTCS JIsi 0003HAYEHMS] COCTOSIHUSI BEIIECTBA,
nmocJIeyIonue 2 3Haka — i1 0003HauYeHUs BUa OCHOBHOM JIEKapCTBEHHON (opMbl. [1aThIit
3HAK coJiepKuT 3HaueHue "0" st JekapcTBEeHHBIX GopM, TpeOyronux mpeodpasoBanusi, u "1
" — IJA TOTOBBIX K NPUMEHEHHIO JIEKapCTBEHHBIX (QopM. OcraBmuecs 5 3HAKOB
bOopMHUPYIOTCS TyTEM MPUMEHEHHUS MOPSIKOBOIO0 METOJIa ¢ maroMm 1 sl KaKJI0TO HOBOTO
COUYETAHMS JOMOJHUTEIbHBIX KIACCU(PUKALMOHHBIX MPU3HAKOB JIEKAPCTBEHHON (HDOPMBI.
[To3unum HOMEHKJIATyphl CUCTEMATHU3UPYIOTCS 1O XPOHOJIOTUYECKOMY MPUHIIUITY.
He3nauaiue crapiuve pa3psaasl GOpMUPYEMOro Koja 3aroIHIIOTCS HYJIAMH.

10. TloBTOpHOE MCIIOJIB30BAHUE KOJIOB HOMEHKJIATYPhI, B TOM YHUCJIE MOCIE UCKIIOYEHUS
COOTBETCTBYIOIIMX MMO3UIUHI, HE JOIMYCKAETCS.

VI. EMxocTp Knaccugpukaropa

11. Homyctrmasi eMKOCTh KilaccudukaTopa coctaBisgeT 999 999 999 nozunumii.

12. Pe3epBHas emkocTh Koaa coctasisieT 9 999 999 159 nosunnid.

YTBEPXIAEH
Pewennem Konneruun
EBpa3zuiickoil 3KOHOMUYECKONH KOMUCCUH
ot 17 cents16ps 2019 . Ne 158

IMOPAIOK
BEJICHAA HOMCHKJIATYPHI JICKapCTBEHHBIX (POpM M CLIpaBOIHHIKA
IyTe# BBEJICHHA JIEKaPCTBEHHEIX IIPENapaToB

I. OOmue moyoxeHus



1. Hacrosmuit Ilopsimok pa3paboTaH B COOTBETCTBHU CO CIECAYIOIIMMH aKTaMH,
BXOJISIILIMMH B NpaBo EBpa3uiickoro 3KOHOMUYECKOro coro3a (nanee — Coro3):

Pemenne Komnerun EBpa3zuiickoit axkoHoMuYeckoit komuccuu oT 17 HosaOps 2015 r. Ne
155 "O enguHOW cucTeME€ HOPMAaTUBHO-CIpaBOYHOW uHGopManuu EBpasuiickoro
SKOHOMHYECKOT'0 co103a";

Pemenne Kosmernu EBpasuiickoii 3koHOMHUYECKOW KoMHuccuU OT 22 nekadpst 2015 r. Ne
172 "O6 ytBepxxaenun HomeHkIaTyphl JIEKapCTBEHHBIX (opM";

Pemenue Komnerun EBpasuiickoit skoHoMu4eckoit komuccuu ot 25 oktaops 2016 1. Ne
122 "O TEexXHOJIOTUYECKUX JOKYMEHTaX, peTIaMEHTUPYIOIIUX HWHOOPMAIIMOHHOE
B3aMMOJICHCTBUE TIPU pEATH3alMH CPEICTBAMU HWHTETPUPOBAHHOW WHQPOPMAITMOHHON
CHUCTEMBbI BHEIIIHEH U B3aUMHOW TOProBiu oOuiero mpoiecca "dopMmupoBanue, BeJeHUE U
UCIIOJIb30BAHUE E€IMHOTO peecTpa 3aperMCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB
EBpa3uiickoro 3k0HOMHUYECKOro cor3a';

Pemenue Coera EBpazuiickoil 3koHOMHUYECKON KoMuccuu oT 3 Hosi0psa 2016 1. Ne 78 "O
[IpaBunax perucTpauuv M SKCIEPTU3bl JIEKAPCTBEHHBIX CPEACTB I MEIULIMHCKOTO
IIPUMEHEHUA";

Pemenue Coera EBpasuiickoil sxoHOMU4Yeckoi komuccuu oT 3 Hosiops 2016 1. Ne 84 "O
nopsiikax (GopMUpOBaHMS U BEACHUS €IMHOTO PEECTPA 3apPETUCTPUPOBAHHBIX JIEKAPCTBEHHBIX
cpenctB EBpa3uiickoro 3KOHOMHYECKOTO CO¥03a U MH(POPMAIMOHHBIX 0a3 TaHHBIX B cdepe
oOpalleHus JIeKapCTBEHHBIX CPEJCTB";

Pemenue Komternn EBpa3zuiickoii s3koHomudeckoit komuccuu ot 30 uronst 2017 r. Ne 79 "
O TpeOoBaHUSIX K DJIIEKTPOHHOMY BUY 3asBIICHUN U IOKYMEHTOB PETUCTPAIMOHHOTO J0ChHE,
MPEJCTABISIEMBIX TPU OCYIIECTBIECHUH PETUCTPAllMM M SKCHEPTU3bl JIEKapCTBEHHBIX
npenapaToB JIsl MEAUIIMHCKOTO TPUMEHEHUS "

Pewmenue Konnerun EBpasuiickoit 3xoHoMHuueckoit komuccuu ot 19 centsiops 2017 r. Ne
121 "O6 yTBepxkaeHnr MeToao0Tun pa3pad0TKH, BEICHUS U IPUMEHEHUS CIIPABOYHUKOB U
KJIacCU(PHUKATOPOB, BXOJAIIUX B COCTAB PECYPCOB €IMHON CUCTEMbI HOPMATUBHO-CIPABOYHOM
uHpopmaru EBpa3uiickoro 5KOHOMUYECKOTO Coro3a'.

I1. O6nacTs MpEMEHEHUS

2. Hacrosmui Ilopsmok ompenenseT npouenypbl BEACHUS HOMEHKJIATYPBI
JeKapCcTBEHHBIX (opM (fanee — HOMEHKIATypa) M CHPaBOYHHMKA IYTeH BBEJICHUS
JIEKapCTBEHHBIX MPENapaToB (Jlajee — COPaBOYHUK MyTEl BBEJCHUS).

3. Hacrosmuii [Topsgok npumMeHseTcsl Ipu BHECEHUU U3MEHEHUN B IE€TAIN3UPOBAHHbBIC
CBEJICHUS U3 HOMEHKJIATYpPbl U CIPABOYHUKA ITYyTEN BBEICHUS.

II1. OcHOBHBIE TOHATHA



4. TlousTusa, ucnonb3dyeMble B HacTosimeM llopsiaike, MPUMEHSAIOTCS B 3HAUYECHUSIX,
onpeneneHHbix CornamieHueM O €IWHBIX TMPUHIMIAX W MpaBujiax oOpalieHus
JIEKapCTBEHHBIX CPEACTB B paMkax EBpa3uiicKoro sKOHOMHYECKOrO COro3a oT 23 nexalps
2014 rona u aktamu EBpazutickoit skoHOMH4eckor komuccuu (nanee — Komuccusi) B cdepe
oOparmieHnsi JICKapCTBEHHBIX CPEJICTB, a Takke B cdepe COo3JaHHs W Pa3BUTHUA
MHTErpupOBaHHOM HHPOpMaIMOHHOM cucTembl Coro3a.

IV. IIpymipunnsl BeneHnss HOMEHKIATY P
¥ CIIPABOYHMKA IIyTCH BBEICHUA

5. O6bexkToM KiIaccupUKalUU B HOMEHKJIATYPE SBISIOTCS CBEJIEHUS O JEKAapCTBEHHOU
dbopme JeKapCTBEHHBIX MPENapaToB, KOTOPHIE YKA3bIBAIOTCS B PETMCTPALIMOHHBIX JOCHE
JIEKapCTBEHHBIX CPEICTB M COAEPKATCA B E€IAUHOM pEECTpe 3aperucTPUPOBAHHBIX
JIEKapCTBEHHBIX CpelICTB EBpa3suilckoro SKOHOMHUYECKOTO COr03a (Jajiee — peecTp).

6. Jlns ykazaHus CBEIEHHMI O KJIAaCCU(PUMKALIMOHHBIX MPU3HAKAX JIEKAPCTBEHHOU (hOPMBI
OIIEpaTOpOM HOMEHKJIATYpbl OCYIIECTBISETCA BEJACHHE CIPAaBOYHUKA BHJIOB
MOAU(PULIHUPOBAHHOTO BBICBOOOXKACHUS EUCTBYIOIIMX BEUIECTB M CIPABOYHUKA CIIOCOOOB
BBEJCHUS JIEKAPCTBEHHBIX IpenaparoB. CBeIEHHS O IYyTH BBEICHUS JIEKAPCTBEHHOTO
npenapara (Jajnee — myTh BBEJCHHS) YKa3bIBAIOTCSI B COOTBETCTBUU CO CIIPABOYHUKOM MyTEH
BBEJCHUS.

7. OOBEKTOM CHUCTEMATH3alMU B CIIPABOYHUKE IyTEHl BBEACHMSI ABIIAIOTCS CBEIEHUS O
IIyTAX BBEIEHUS, KOTOPBIE YKa3bIBAIOTCS B PETUCTPALIMOHHBIX JOCHE JIEKAPCTBEHHBIX
openapaToB U COAEpXKaTCi B peecTpe WM HCMIOJb3YIOTCS i  Kilaccu(uKaiuu
JIEKapCTBEHHBIX (POPM, BKIIFOUEHHBIX B HOMEHKIIATYPY.

8. BzanmopeiicTBre oneparopa HOMEHKIATYPhI ¢ AIMUHUCTPATOPOM OCYLIECTBIISETCS B
COOTBETCTBHH C JOTOBOPOM MEXIY HUMH (Jajiee — I0rOBOP O BEIEHUHU HOMEHKIIATYPBbI).

9. B3aumopelicTBue oneparopa CIpaBOYHUKA MyTEH BBEACHUSA C aAMUHHCTPATOPOM
OCYIIECTBIISICTCS B COOTBETCTBUU C JIOTOBOPOM MEXAY HUMHM (Jlajiee — JOTOBOP O BEICHUH
CIPABOYHUKA ITyTEH BBEJICHHUS).

10. OTBETCTBEHHOCTh OIlepaTOpa HOMEHKJIATYpPBI, OIEpATOpa CIIPABOYHMKA ITyTEH
BBEJICHUS U aJIMUHUCTPATOpPA ONPEAEIAETCS aKTaMH, BXOAAMMHU B ITpaBo Coro3a, a Takxke
JOTOBOPOM O BEJACHUM HOMEHKJIATYpPbl M JOTOBOPOM O BEJIEHHUM CIPaBOYHUKA IyTEH
BBEJCHUS.

11. IlepBuuHOE HAINOJHEHHME HOMEHKJIATYpPbl M CIPABOYHUKA IyTE€W BBEIACHUS
BbIMOJIHSAETCA | pa3 mocne BerymneHus B cuiny Pemenus Kosutermm EBpasuiickoi
SKOHOMHYECKOM KoMuccuu oT 17 cenTsaops 2019 r. Ne 158.

12. Cpoxk BBIIIOJIHEHUS MEPONPHUATHI 1O IEPBUUYHOMY HAIIOJHEHHI0 HOMEHKJIATYPBI U
CIIPABOYHMKA IIyT€HM BBEICHUS ONPENENSeTCA YCIOBUAMH JOrOBOpa O BEICHUHU
HOMEHKJIATYphl U JOTOBOPA O BEJICHUU CIIPABOYHHUKA ITyTEl BBEICHHSI COOTBETCTBEHHO.



13. CeneHus AJisi MEPBUYHOTIO HAMOJHEHUSI HOMEHKJIATYPBI MEPEIAIOTCA ONEepaTopoM
HOMEHKJIATypbl aAMUHUACTPATOPY B COOTBETCTBUU C IMyHKTamu 24 — 38 Hacrosuero [opsaxka.

14. CBenenus U1 IEPBUYHOTO HAITOJIHEHUS CIIPABOYHMKA ITyTEH BBEACHUS MEPEAAIOTCS
OIepaToOpOM CIPABOYHHUKA IMyTEH BBEACHUS aIMUHUCTPATOPY U ONEPATOPy HOMEHKIIATYPHI B
COOTBETCTBUM C MyHKTaMHu 24 — 38 HacTosero [lopska.

15. B ciyuae oTCyTCTBUS CBEJICHUN B HOMEHKJIAType W (MJIM) CIPaBOYHHKE MyTeH
BBEJICHUSI 3aiBUTEIIb, MOJAIONIMN B YNOJHOMOYEHHBIM OpraH (OopraHu3aiuio) B cdepe
oOpallleHus JEKapCTBEHHBIX CpeACTB TrocynapcrBa — wieHa Coro3a (manee —
YVIIOJIJHOMOYEHHBIH oOprad (opraHu3aiusi)) 3asBJICHHE O BBINOJIHEHUU NPOLEAYD,
peaycMOTpeHHbIX [IpaBunamMu peructpauuy M 3KCHEPTHU3BI JIEKAPCTBEHHBIX CPEACTB IS
MEIULMHCKOIO MNPUMEHEHMs, yTBepkIcHHbIMH Pemenuem CoBera EBpasuiickoit
SKOHOMHUYECKOU Komuccuu oT 3 Hosiops 2016 r. Ne 78 (manee — 3asiBiieHUE), AOJKEH
NpeCTaBUTh OMUCAHUE MpeIyIaraeMoil HOBOU JIeKapCTBEHHON (OpMBI U (MJIM) HOBOTO MYTH
BBE/ICHMS B CBOOOHOM (popme. CBeneHHs 0 peajaraeMblX HOBBIX JIEKAPCTBEHHBIX (popMax
NEePEeaoTCs ONepaTopy HOMEHKJIATYPhI YIOJIHOMOYEHHBIMU OpraHamMu (OpraHU3alusiMu)
pedepeHTHOro rocy1apcTBa, OCYUIECTBIISIOUIMMHU PETUCTPALMIO JEKAPCTBEHHOT O ITpenapara.

CBeneHus 0 IIpeAJIaraéMbIX HOBBIX ITyTSAX BBEACHUS MEPENAIOTCA B COCTABE CBEICHUN O
HOBOH JIEKapCTBEHHOU dopme.

16. Ob6pamienue aui, He ABISIOUUXCA YIIOJHOMOYEHHBIMU OpraHamMH (OpraHu3alusIMHu),
HaIpsMYIO K ONEpaTopy HOMEHKJIATypbl WM ONEpPaToOpy CHOPaBOYHUKA MYTEH BBEACHUS MO
BOIIPOCY M3MEHEHHUs MO3UIUMHA HOMEHKJIATYyphl W (WJIM) CIIPaBOYHUKA IyTEW BBEACHUS HE
JOTyCKaeTCsl.

17. Pemienne 0 BO3MOKHOCTH BKJIFOUEHHWS, U3MEHEHUS U HUCKIIOYEHUS OTAEIBHBIX
MO3ULMKA HOMEHKJIATYPhI U CIIPABOYHMKA ITyTEH BBEICHUS IPUHUMAETCS YIIOJTHOMOYEHHBIMU
opranamu (opranuzanusmu) u Komuccuei.

18. AxTyanu3anus CBEIEHUW W3 HOMEHKJIATypPbl BBINOJHSETCS ONEPATOPOM
HOMEHKJIATYpbl TpPU BBISABIECHUM HOBBIX OO0BEKTOB Kiaccupukauuu u (Uiau) mOpu
HEO0OXOAMMOCTH U3MEHEHHUS YK€ BKIOUEHHBIX B HOMEHKJIATYpy CBEAEHUN He pexe | pas3a B
MecIl] Ha OCHOBaHUU:

a) oOparnieHui ynoJIHOMOUYEHHBIX OpraHoB (OpraHu3aIui);

0) MPOTOKOJIOB COBEIIAHUM C y4acCTHUEM MpeACTaBUTENEH YIOJIHOMOYEHHBIX OPTaHOB (
opraHu3alui), OpraHu30BaHHbIX jAenaprameHToM Komuccuu, B KOMIETEHLHIO KOTOPOTO
BXO/JISIT BOIIPOCHI PErYJIUPOBAaHUS OOpAaIlEHUs JIEKAPCTBEHHBIX CpeACTB B pamkax Coro3a.

19. Axrtyanmuzanus CBEJECHUW M3 CIPABOYHHMKA IYTE€H BBEIECHUS BBIIOIHAECTCS
ONepaTOpOM CIpPaBOYHUKA TMyTeHd BBEIACHUS TMPHU BBISBICHHUM HOBBIX OOBEKTOB
CUCTEMATHU3ALMH U (WJIU) TPU HEOOXOAUMOCTH U3MEHEHHS YK€ BKIIFOUEHHBIX B CIIPABOYHUK
IIyTEN BBEICHUS CBEACHUM He pexe | pa3a B MecsI] HAa OCHOBAHUU:

a) oOpallleHUH yMOTHOMOYEHHBIX OPTraHOB (OpraHu3anuii) v (WIk) omepaTopa
HOMEHKJIATYPBI;



0) MPOTOKOJIOB COBEIIAHUM C y4acCTHUEM IpeACTaBUTENEH YIOJIHOMOYEHHBIX OPTaHOB (
opraHu3alui), OpraHu30BaHHbIX jAenaprameHToM Komuccuu, B KOMIETEHIIMIO KOTOPOTO
BXOJST BOIIPOCHI PETYJIUPOBaHMS OOpalleHus JIEKapCTBEHHbBIX CpeICTB B paMkax Coro3a.

20. CBeneHusl 0 MO3UILMUAX HOMEHKJIATYpPbl, HE HUCIOJIb30BAHHBIX B TEUEHUE S5 JET MJIA
(GhOopMHUPOBaHUS CBEICHUI O PETUCTPAIIMOHHBIX YIOCTOBEPEHHUSX JICKAPCTBEHHBIX MPENapaToB
, BRIIFOYEHHBIX B PEECTP, NOJIEKAT UCKITIOUCHUIO U3 HOMEHKIIATYPBI.

21. CBeneHus 0 MO3UIMAX CIPABOYHUKA ITYTEH BBEJCHUS, HE HCIIOJIb30BAHHBIX B TECUCHHE
5 ner mist popMUpOBaHUS CBEJCHUN O PETUCTPAIMOHHBIX YIOCTOBEPEHHSIX JEKAPCTBEHHBIX
MpenapaToB, BKIOUYEHHBIX B PEECTP, a TAKKE JJIsl OMUCAHUS BKIOUYEHHBIX B HOMEHKJIATYPYy
JIEKapCTBEHHBIX (POPM, MOJJIEKAT UCKITIOUCHHUIO U3 CITPABOYHUKA TTYTEH BBEICHHMS.

22. VI3MeHeHwus, CBSI3aHHbIE C KOPPEKTUPOBKOW HAMMEHOBAHMSI JIEKAPCTBEHHOU (HhOPMBI
WM €€ KJIACCHU(PUKAIMOHHBIX MTPU3HAKOB, W (WMJIM) UHBIC U3MEHEHHS, HE TPEIYCMAaTPUBAIOIIIHE
U3MEHEHHE KOJa IMO3UIMU BBHUIY IEpPEoIpeecHus KIacCU(PUKAIMOHHBIX MPU3HAKOB,
CUMTAIOTCS TEXHUYECKUMU, BHOCATCS ONEPATOPOM HOMEHKJIATYpPhl HA OCHOBAHUH OOpAILIEHUS
BBISIBUBILIETO HECOOTBETCTBUE YMOJIHOMOYEHHOI'O OpraHa (OpraHu3aluu) U IepelaroTcs
aJIMAHHUCTPATOPY B COOTBETCTBUM C IyHKTaMu 24 — 38 Hacroswero [lopsaka B TeueHue S5
pabounx [aHEW cO JHA TMOJYyYEHHS Takoro oOpameHuss O0e3 COrjacoBaHUS C
YIIOJTHOMOYEHHBIMH OpraHamu (opranuzanusimu) u Komuccuei.

23. NudopmupoBaHue Moab30BaTeNIeii HOMEHKIATYPHI M CIIPABOYHUKA MTyTEW BBEACHUS, a
TaKXe€ YMOJHOMOYEHHBIX OpraHoB (opraHu3auuii) 00 HM3MEHEHUSX, BHECEHHBIX B
HOMEHKJIATYPY, OCYIIECTBIISIETCS] C MCMOJIBb30BAHUEM CPEJCTB MH(DOPMAIIMOHHOTO MopTaia
Coro3a no axty onyOIuKOBaHMS U3MEHEHUH.

24. CaeneHuss U3 HOMEHKJIATYpbI, CIPABOYHHMKA BHJAOB MOJH(PUIIMPOBAHHOTO
BBICBOOOXKICHUS JCHUCTBYIOIIUX BEIIECTB M CIPABOYHUKA CIIOCOOOB BBEICHUS
JIEKapCTBEHHBIX MPENAPATOB IOATOTABIMBAIOTCS ONEPATOPOM HOMEHKIATYpbl H
MPEJCTABISAIOTCS aAMUHUCTPATOPY B COOTBETCTBUHU C OIIMCAHUEM CTPYKTYPbl HOMEHKJIATYPHI,
MPEyCMOTPEHHBIM pa3nenoM Il HOMeHKnaTypel, B BHUIE OJHOTO WJIM HECKOJBKHX W3
cnenyrommnx XML-10KyMeHTOB:

a) XML-nokyMeHT, coaepskalifii CBeICHHS O JICKAPCTBEHHBIX (popMax, GopMUpyEMBbIi B
COOTBETCTBMHM ¢ Tabnuiei 1 pasgena [l HOMeHKIATYPBI;

06) XML-gokyMeHT, coiepKalluid CBEASHHS O BHUJAX MOIUGUIIMPOBAHHOTO
BBICBOOOXK/ICHHS JICMCTBYIOIIMX BELIECTB, (POPMUPYEMBII B COOTBETCTBUU C TAOIULEH 2
paszzaena Il HomeHknaTyphl;

B) XML-10KyMEHT, coJiep>Kallliii CBEICHUs O CIoco0ax BBEICHUS JIEKAPCTBEHHBIX
npenaparoB, GOPMHUPYEMBIN B COOTBETCTBUHU ¢ Tabnwuiei 3 pa3zaena [l HOMeHKIATyphlI.

25. CeneHus U3 COpaBOYHMKA IMyTEW BBEACHMS IOJATOTaBIMBAIOTCS ONEPATOPOM
CIIPAaBOYHHKA IIYTE€W BBEACHUA W MPEACTABISIOTCS AJMUHUCTPATOPY U OIEpaToOpy
HOMEHKJIATypbl B COOTBETCTBUM C OINMCAHUEM CTPYKTYpBI CIIPAaBOYHUKA ITyTE€U BBEICHUS,
IIPENYyCMOTPEeHHBIM paszaenoM Il cipaBounuka nmyrtei BBeieHus, B BUje XML-10oKymeHTa.



26. Kaxnapii XML-nokymeHT (GopMHUPYETCS B COOTBETCTBHUU CO CIEAYIOIMIHMMHU
MpaBUJIAMHU:

a) B ciaydae n00aBJeHUs] HOBBIX TMO3UIUNA B COOTBETCTBYyrOHud XML-m0KyMeHT
BKJIIOYAIOTCSI CBEJCHUSI O HOBOM IMO3WIMHU C yKa3aHWEM JaThl Hauaja ee jacictBusa (0e3
yKa3aHUsI 1aThl OKOHYAHUSI IEUCTBUSA);

0) B cllydyae M3MEHEHHMS TO3HIMU B COOTBETCTBYIOMUN XML-10KyMEHT BKIIOUAOTCS
CBEJECHHS O JICMCTBYIOIIECH MO3UIIMU C YKA3aHUEM JAaThl OKOHYAHUS €€ JICUCTBUS, a TaKkKe
HOBasl pellakivs MO3UIMUA C YKa3aHWEeM JaThl Hadala ee JelcTBus (0e3 ykazaHusl JaThl
OKOHYAHMS JCUCTBUS);

B) B ClIydyae MCKJIIOYEHHS MO3ULMU U3 HOMEHKJIATYypbl, CIPABOYHUKA BUJIOB
MOU(UITIPOBAHHOTO BHICBOOOKICHUSI ACHCTBYIOIIMX BEIIECTB WM CIIPABOYHUKA CIIOCOOOB
BBEJICHUS JICKAPCTBEHHBIX MPENAPATOB B COOTBETCTBYIOMNUN XML-AOKYMEHT BKIIFOYAKOTCA
CBEJICHUSA O JICUCTBYIONIEH MO3UIIUM C YKa3aHUEM JaThl OKOHUYAHUS €€ JICHCTBUSI.

27. CBeneHusl O TOTOBBIX K MPUMEHEHUIO JIEKAPCTBEHHBIX (opMax (GOPMUPYIOTCSA B
COOTBETCTBUM CO CJICAYIOIIUMU MIPABUIAMHU:

a) CBeJIEHUsI 00 OJIHOM WJIM HECKOJIbKUX MYTAX BBEJCHUS 3aMOJIHSIIOTCS 0053aTEIbHO,
3HAYEHUS BHIOUPAIOTCS U3 CIIPABOYHHKA MyTEH BBEIACHUS;

0) cBeneHus 00 OJTHOM HJIM HECKOJBKHX CIoco0ax BBEACHHUS 3aMOJIHAIOTCS 00I3aTeNbHO,
3HAYCHUS BHIOMPAIOTCS U3 CIIPABOYHHKA CITIOCOOOB BBEJICHHUS JIEKAPCTBEHHBIX MPENapaTos;

B) CBeJCHUSA O MOJIU(UKAIIMK BBICBOOOXKICHUS JEUCTBYIOIIUX BEIIECTB YKa3bIBAIOTCS
00s13aTeIbHO, 3HAYCHHS BHIOMPAIOTCS W3 CIPABOYHUKA BUIO0B MOIAUMDHUITUPOBAHHOTO
BBICBOOOK/ICHUS JCHCTBYIOIIMX BEIIECTB;

r) cBeieHUs 0 (hopMe MPUMEHEHHUSI HE YKa3bIBAIOTCA.
28. CBeneHus 0 IEKapCTBEHHBIX opMax, TpeOyIomuX npeodpasoBanusi, GOPMHUPYIOTCS B
COOTBETCTBUHU CO CIEAYIOUMMHU NMPaBUIAMU:

a) CBEJCHUS O IMYTSAX M CIIOCO0ax BBEJCHHMS, a TakKKe 0 MOJAU(PUKAIIUN BHICBOOOXKICHUS
JEUCTBYIOIINX BEIIECTB HE 3aIOIHSIIOTCS;

0) cBemenuss 0 GopMe MPUMEHEHHUSI BBIOMPAIOTCS W3 MO3UIMH HOMEHKJIATYPHI,
COOTBETCTBYIOIIUX TOTOBBIM K NMPUMEHEHHIO JICKAPCTBEHHBIM (DOpMaM, KOTOPHIE JOJKHBI
OBITh MPEIBAPUTEIIHLHO BHECEHBI B HOMEHKJIATYPY.

29. Vcnonp30BaHue JJIs YKa3aHUs KJIAaCCU(DUKAITMOHHBIX MPU3HAKOB JICKAPCTBEHHOM
(hopMBbI TO3ULIMK CITPaBOYHUKA BUI0B MOJU(PUITMPOBAHHOTO BEICBOOOKICHHS JEHCTBYIOIINX
BEIIIECTB, CIPABOYHUKA CMOCOOOB BBEJCHUS JICKAPCTBEHHBIX MPEMapaToB, CIIPABOYHUKA
IyTEN BBEICHUS C 3AII0JJHEHHOW JAaTOW OKOHYAHUA JEHUCTBUS HE IOMYCKAETCH.

30. Ilpu GopMupoBaHUM CBEACHHH O HOBOH ITO3WIIMM HOMEHKJIATYPHI €€ KOJI
dhopmupyeTcsi B COOTBETCTBUU ¢ MeTOauKOM KiiacCu(UKaAIUKM U KOAUPOBaHUS UH(POpMAITUHU B
HOMEHKJIAType JIEKapCTBEHHBIX (HOPM, MPEyCMOTPEHHOM MPUIIOKEHNEM K HOMEHKIIATYPE.

31. Jlomyckaercsi OoTMEUYaTh MO3UIIMU CIIPAaBOYHUKA ITYTEH BBEJCHUS, CIPABOYHUKA BUJIOB
MOJU(DUITMPOBAHHOTO BBICBOOOXKICHUS JICHCTBYIONIMX BEIIECTB M CIPABOYHUKA CIIOCOOOB



BBEJICHUS JIEKAPCTBEHHBIX IMPENAPATOB KaK HEACHCTBYIOUIUE TOJIBKO B CIIy4ae OTCYTCTBUS
CCBUIOK Ha HUX B MO3ULHSAX HOMEHKJIATYPhI C HE3AMTOJIHEHHON 1aTOM OKOHYAHUS JICUCTBHUSL.

32. AaMuHUCTpaTOp MOATBEPKIAET MOJYYCHUE U YCIENTHYI0 00pabOTKy CBEJICHUHN W3
CIIpAaBOYHUKA NyTE€H BBEACHUA IYyTEM HAMpPaBJICHUS ONEPATOPY CHPABOYHUKA IMYyTEH
BBEJICHHSI POTOKOJIa 00PaOOTKY MOTYyUYEHHBIX CBEICHUI HAa PYCCKOM SI3BIKE.

33. B caydae OoTCyTCTBHS OMIMOOK aIMUHUCTPATOP MPUHUMAET MpPEICTABICHHBIC
CBeJICHUsI U obOecreunBaeT ux omyOiukoBanue Ha mHopmarmonHoM mnoptaie Coro3a He
no3aHee 3 paboyux HEN CO JTHA MOTyUYEHUSI.

34. Onepatop crpaBOYHMKA IMyTeH BBEJICHUS obecrieunBaet nepeaaay XML-n1okymeHTa,
COJIEpIKalIllero CBEJCHUS U3 CIIPaBOYHUKA MYTEU BBEJICHMUS, ONIEPATOPYy HOMEHKIIATYPBI.

35. B ciydae ecinu B mpOTOKoJIe 00paOOTKH CBEJEHUM COAEPIKUTCS OMUCAHUE OIINOOK,
OTIepaTop CIPABOYHUKA ITyTEH BBEACHUS YCTPAHSIET OIIMOKHU U MOBTOPSIET MPOIECC Mepeaadn
XML-10KyMEHTOB, COJEpKallUuX CBEACHHUS W3 COPABOYHHUKA MyTEeW BBEICHUS,
aMUHHACTPATODPY.

36. Ilocrme monydeHHs CBEIEHUWM W3 CIPAaBOYHMKA IMYTEH BBEACHHS OIEPATOpP
HOMEHKIaTypsl Qopmupyer XML-n0kyMeHT, coaepKalluii akTyaJlbHble Ha MOMEHT
nepeaayu AeTaln3upOBaHHbIE CBEACHUS U3 HOMEHKIIATYPBI, B COOTBETCTBUH C ITyHKTaMU 24 —
35 Hacrosmero Ilopsiaka u HarpaBIIIET €70 AAMUHHUCTPATOPY.

37. AIMUHHCTPATOp TMOJTBEPKIACT TMOJIYyYEHHE M YCIENIHYI0 00paboTKy
NETAIU3UPOBAHHBIX CBEJCHUM W3 HOMEHKJIATYpbl IIYTEM HAIPaBJICHUS OINEpaToOpy
HOMEHKJIATYPBI TIPOTOKOIa 00pabOTKHA HA PYCCKOM s3bIKe. B ciydae oTCyTCTBHSI OMMOOK
aIMUHUCTPATOP NPUHUMAET MPECTABICHHBIE CBEACHUS U 00eCIeuynBaeT UX OMyOIMKOBaHUE
Ha uHpopmarmoHHoM noptajie Coro3a He no3aHee 3 padbouyux THEHW CO JHS MOTyUEHHUS.

38. B cimydae ecnu B mpoTOKOJe 00pabOTKH CBEIEHUN COJIEPKUTCS ONMUCAHHUE OIMHUOOK,
OmnepaTop HOMEHKJIATYpbl YCTpaHseT OIIMOKM U TMOBTOPSAET MPOLECC IMepeaadyu
XML-10KyMeHTOB, COJIEpKAIINX CBEICHUS U3 HOMEHKIIATYPbl, aAMUHUCTPATODY.

V. Meponpuarus, HeoOX0aAMBIE )11 BEACHAA HOMEHKIATYpPhI

1. Ilepeyenb meponpusTHil

39. lns BeaeHrss HOMEHKIIATYPbl PEATTU3YIOTCS CIAEAYOLIME MEPONIPUATHUSA:

a) MOATrOTOBKA YIIOJITHOMOYEHHBIM OPraHOM (OpraHu3anuei) 3asBKU Ha BKIIFOUEHHE HOBBIX
NO3ULMAN WIM HAa BHECEHHE W3MEHEHUW B HOMEHKJIATypy W (WMJH) CHPABOYHHUK MHyTEH
BBeJieHUs 10 dopme, MpeaycMOoTpeHHoN npuiioxenuemM Ne 3 k MeTtononoruu pa3paboTKH,
BEJICHUSI U MPUMEHEHHS CTIIPABOYHUKOB U KJIACCU(UKATOPOB, BXOAIIUX B COCTaB PECYPCOB
€AMHOM CHUCTEMbl HOPMATUBHO-CIIPaBOYHON MHGpoOpMauu EBpa3suiickoro 3KOHOMUYECKOTO
coro3a, yreepxxaeHHon Pemennem Komnernu EBpasuiickoit 53KOHOMUYECKOM KOMUCCHM OT 19
ceHTs10ps 2017 r. Ne 121 (nanee — 3as1BKa);



0) MOATOTOBKA OMEPATOPOM HOMEHKJIATYPHI MPOEKTa U3MEHEHUHN JeTaTu3upOBAHHBIX
CBEJCHUM W3 HOMEHKJIATYphl (J1ajiee — MPOEKT HM3MEHEHH HOMEHKJIATyphl) C y4ETOM
MOCTYIUBIIHUX 3a51BOK;

B) MOJATOTOBKA OMEPATOPOM CIPABOYHUKA TMyTEW BBEJCHUS MPOCKTA U3MEHEHHI
JEeTaTu3UPOBAHHBIX CBEICHUN U3 CIPABOYHHUKA IMYTEH BBEICHUS C YUYETOM IMOCTYMHBIIUX
3as51BOK;

') paCCMOTPEHHUE YIOJHOMOYEHHBIMU OpraHaMu (OpTaHU3aIUSIMU) POEKTOB U3MEHEHUM
HOMEHKJIaTyphl U CIPaBOYHUKA MMYTEW BBEJICHHUS;

1) YperyJIMpoOBaHUE Pa3HOTIIACHIA;

€) BHECEHUME HM3MEHEHUUN B J€TaIU3UPOBAHHBIE CBEIACHHS W3 HOMEHKJIATYpbl U
CIIpaBOYHUKA MYyTEH BBEICHMUS.

2. IloaroToBka yrnoJiHOMOYEHHBIM OPraHOM (OpraHu3aluei) 3asBKU

40. AHanu3 3asBJICHUNA Ha MPEAMET BBISIBJICHUS HOBBIX JIEKAPCTBEHHBIX (HOPM U (KIIH)
MyTH BBEJCHUS B I1EJSAX BKIIOYEHUS CBEICHUH O HUX B 3asBKY HPOBOJUTCS
YIOJHOMOYEHHBIMH OpraHaMu (OpraHu3aiusMu), KOTOpbI€ YKa3aHbl B 3asBICHUSX B
KayecTBE VYIIOJHOMOYEHHBIX OpPraHOB (OpraHuzaiuii) pedepeHTHOro ToCyaapcTna,
OCYILECTBIISIFOLIUX PETUCTPALNIO JIEKAPCTBEHHOI'O Mpernapara.

CBelleHUsI O HOBBIX IMYTSX BBEICHMUS, BBISABISIEMBIE ONEPATOPOM HOMEHKIATYPhI B
Mpouecce MOJArOTOBKYU 3asBKM HA BHECEHHE M3MEHEHUW B HOMEHKJIATYPY, BKIIOYAIOTCS B
3asiBKY Ha BHECEHHE U3MEHEHUH B CIPABOYHUK IMyTEH BBEICHMUS.

41. HoBble nekapcTBeHHbIE POPMBI U (MJIM) MyTH BBEICHUS BKIIIOYAIOTCS B 3a5BKY B
cllyyae, €CJIM COOTBETCTBYIOIEE 3asiBJICHUE NPEABAPUTEIBHO OJ00pEHO (BBIMOJIHEHA
BaJIUJIAlIMS PETUCTPALIMOHHOTO I0ChE), HO HE MO3/IHEE UeM 3a 2 Mecsla JI0 AaThl 3aBEpPIICHUS
PErUCTPALMOHHBIX MPOLETYD.

42. ChopmupoBaHHas 3asdBKa MepeaeTcsl YIOIHOMOYEHHBIM OpraHoM (OpraHU3alueil)
omnepaTopy HOMEHKJIATYPhl €XKeMeCsuHO, He TTo3aHee 20-ro yucia.

3. IloaroroBka omepaTropoM HOMEHKJIATYPHI MPOEKTa U3MEHEHUN HOMEHKJIATYPHI C
YYETOM MOCTYMHUBIINX 3aBOK

43. Ha ocHOBe 3asiBOK, MOJYYEHHBIX OT YIMOJHOMOYEHHBIX OpPraHOB (OpraHU3alluii),
orepaTop HOMEHKJIATyphl MOATOTABIMBAET MPOEKT U3MEHEHHI HOMEHKJIATYpPHI 1O (opMme,
peaycMOTpeHHON noanyHKkToM "a" myHkra 39 Hactosiero [Topsiaka.

44. B ciydae ecid ONepaTOpoOM HOMEHKJIATYphl YCTAHOBJIEHA HEOOXOJUMOCTh
BKJIIOUYEHHS] HOBBIX WJIM U3MEHEHUS CYIIECTBYIOIIMX MO3UIINI CIIPABOYHUKA ITyTEH BBEJACHUS
oH (GOpPMUPYET OTJIETBHYIO 3aBKY Ha BHECEHHE U3MEHEHUN B CIPAaBOYHUK MYTEH BBEACHUS U
MepeaeT ee onepaTopy CIpaBOYHUKA ITyTE BBEICHUS.

45. OnepaTop HOMEHKIIATYPhI €KEMECSYHO, HE TTO3/JHEE 25-T0 YMCIIa, HAllpaBJsieT MPOEKT
M3MEHEHUN HOMEHKJIATYphl YIOJHOMOYEHHBIM opraHam (opranuzainusm) u B Komuccuio
opuIMaTbHBIMU MUChbMAaMH, a TAaKKe B pabodeM MOpsAKe Ha ajpeca AJIEKTPOHHOM MOYTHI
KOHTAKTHBIX JIUI], OMPEACICHHBIX MPOTOKOJIOM COBEIIaHUS C y4acTHUEM MpejcTaBUTEIEH



YIIOJIJHOMOYEHHBIX OPraHOB (OopraHu3anuii) (J1ajee — COBEIllaHWE), HA OCHOBAaHUM IMHCEM
YIIOJITHOMOUYEHHBIX OPTraHoOB (OpraHu3alivii), HanpaBieHHbIX B KoMuccuto.

4. TloarotoBka omnepaTopoM CHPAaBOYHHMKA IMYTEH BBEACHUS MPOECKTA W3MEHEHHI
JNETAIM3UPOBAHHBIX CBEICHUNM M3 CIPABOYHMKA MYTEH BBEJICHUSA C YYETOM MOCTYMUBIINUX
3as1BOK

46. Ha ocHOBe 3as1BOK, MOJyYEHHBIX OT YIOJHOMOUYEHHBIX OpraHOB (OpraHu3anuii) u
omnepaTopa HOMEHKJIATYpbl, ONIEPATOP CHIPABOYHMKA ITyTE€W BBEICHUS ITOATOTABIMBAECT MPOEKT
M3MEHEHUN JEeTAIM3UPOBAHHBIX CBEJICHUM W3 CIPaBOYHHMKA MyTeW BBeACHHUS MO (opme,
MIPENYCMOTPEHHOM NMOoAIyHKTOM "a" myHkra 39 Hacrosmero [lopsnka.

47. OnepaTop cnpaBOYHHMKA MyTEHl BBEICHUS €KEMECSIYHO, HE MO3JHee 28-ro 4yucia,
HalnpaBJsieT NPOEKT W3MEHEHUM NETAIU3MPOBAHHBIX CBEACHHUM W3 CIPAaBOYHUKA ITyTEH
BBEJCHUS YIOJHOMOYCHHBIM opraHaMm (opraHu3arusM) U B Komuccuio oduimaabHbBIMU
NUCbMaMH, a TaKKe B paboueM MOpsAKe Ha aJpeca IEKTPOHHOU MOYThl KOHTAKTHBIX JIMII,
OINPEJEIEHHBIX MPOTOKOJIOM COBEIIAHUS, HA OCHOBAaHUU MHCEM YIIOJHOMOYEHHBIX OPTraHoB (
opraHu3aliuii), HanpasJieHHbIX B Komuccuto.

5. PaccMoTpeHue ynoaHOMOYEHHBIMU OpraHamMu (OpraHU3alUsIMU) TPOEKTOB U3MEHEHHM
HOMEHKJIaTyphl U CIPaBOYHUKA MYTEH BBEICHUS

48. YnonHoMouyeHHble opraHbl (opranuzanuu) U Komuccus obecrneduBaroT
pacCMOTpPEHUE NPOEKTOB M3MEHEHHN HOMEHKJATYpPbl M CIIPABOYHHUKA IIYyTEH BBEICHHUS B
TeueHne 30 KaJeHJapHbIX THEW CO JHS MX MOJIyYEHUS 10 AIEKTPOHHOM MoYTeE.

49. B cnyuae Hanmuus Bo3pakeHMM KoMmuccHs HanpasiseT COOTBETCTBYIOLIYIO
UH(GOPMAIIMIO OTIEPaTOPY HOMEHKJIATYPHI U (MJIK) ONlepaTopy CIpaBOYHUKA ITyTeil BBECHUS B
TEYEHUE CPOKA PACCMOTPEHHMs MPOEKTa U3MEHEHHI O(UIManbHO U B pabodyeM MOpsJIKe Ha
azpeca 3JIEKTPOHHOM ITOYThl KOHTAKTHBIX JIWLL, ONPEICIICHHBIX IPOTOKOJIOM COBEILIAHUS.

50. B ciiyyae eciu B TeUEHHUE CPOKA pAaCCMOTPEHUS MPOEKTAa U3MEHEHU HHPOpMALIHS O
HaJIMYMU BO3PAKEHUN OT YMOJIHOMOYEHHBIX OpraHoB (opranusauuii) m Komwuccuum He
MOCTYNUIA, MPOEKT U3MEHEHUIN CYUTAETCS COTIACOBAHHBIM.

51. IloAroToBIEHHBIN ONEPATOPOM HOMEHKIIATYPBI MPOEKT U3MEHEHN HOMEHKIATYPHI O
pe3yibTaTaM PacCMOTPEHHs YIOJTHOMOYEHHBIMU OpraHaMu (OpraHu3alusiMU) NepeaaeTcs
anMuHucTpaTtopy. [Ipy Hanuumm pa3HOIVIAaCHM OHM IIOJJIEKAT YPEryJIMpPOBAHUIO B
COOTBETCTBHH C MOJIPA3IEIOM 6 HACTOSIIETO pa3iena.

6. YperynupoBaHue pa3HOTJIaCul

52. Pa3Hornacusi B OTHOILIEHUU MPOEKTOB U3MEHEHUI MOMJIEKAT YPEryJIHNPOBAaHUIO HA
COBELIAHUH.

53. IIpoBeneHue coBellaHUs B LEJSIX YPEryJIUPOBAHUS PA3HOTIACHI B OTHOIICHUU
IPOEKTOB U3MEHEHUI OpraHu3yercs AenapraMeHToM KoMmuccuu, B KOMIIETEHIIUIO KOTOPOTO
BXOJIAT BOIIPOCHI PETyJIMPOBAaHUS 0OpalIEHUs JIEKaPCTBEHHBIX CPeACTB B paMkax Coro3a.

54. Konus mpoTokoia coBelllaHUs HalpasiseTrcs AenapraMeHToM Komuccuu, B
KOMIIETEHIMIO KOTOPOT'O BXOJSAT BOIPOCHI PETYJIHPOBAHUS OOpaILEHUs JIEKAPCTBEHHBIX



cpeactB B pamkax Coro3a, oneparopy HOMEHKIATYphl U (WJIH) ONEpaTopy CHpaBOYHUKA
nyTel BBeNEeHUS OQPUIHMATBLHO M B paboueM MOPSAAKE Ha aJpec IIEKTPOHHOM IMOUTHI,
YKa3aHHbBIA B MPOTOKOJIE COBELIAHUS.

7. BHeceHue W3MEHEHUU B JICTAJU3UPOBAHHBIC CBEJICHHUS W3 HOMEHKJIATYpPHl U
CIIpaBOYHUKA MYTEH BBEJICHUS

55. OnepaTtop HOMEHKJIATyphl U ONEPATOp CIPABOYHHUKA MYTEH BBEICHUS BHOCST
M3MEHEHUSI B JICTAJU3UPOBAHHBIC CBEJCHUS M3 HOMEHKJIATYphl U COpPaBOYHMKA MNyTel
BBEJCHUS COOTBETCTBEHHO B CJIydae OTCYTCTBHS BO3PAXKEHHIl MO MPOEKTaM W3MEHEHUU B
TEUEHHE CPOKA UX PACCMOTPEHHUS 00 10 (HaKTy MOTYyUYEHHs] KOMUHU MPOTOKOJIA COBEIIAHUS,
(UKCHUPYIOIIETo yperyJIupOBaHUE PA3HOTIACUH.

56. Onepatop HOMEHKJIATyphl U ONIEpaTOp CIPABOYHMKA ITyTEH BBEJICHUS B COOTBETCTBUU
¢ nyHktamu 24 — 38 wHactosmero Ilopsiika mnpencTaBisiOT aJIMUHHUCTPATOPY IS
onyOnukoBaHuss Ha wuHpopManroHHOM mnopTane Cors3a cBeleHUs 00 H3MEHEHHUSX,
BHECEHHBIX B JIETAIM3UPOBAHHBIC CBEACHUS W3 HOMEHKJATYpbl M CIPAaBOYHHMKA MyTel
BBe/ieHMs, B TeueHrue 10 pabouux JHEH co JAHS OKOHYAHUS CPOKa PACCMOTPEHHS MPOEKTOB
M3MEHEHUN WK MPU HAIMYUM Pa3HOTIIACUM B TeUeHUe 5 pabouux AHEHN cO JAHS MOJIyYEHUS 10
AIEKTPOHHON TIOYTE€ KOMHHU MPOTOKOJA COBEHIAHUS, (PUKCHPYIOIIETO YperyJinupoBaHUE
Pa3HOTIIACUH.

57. Pe3ynabTaTOM BBINOJIHEHUS MEPONPUSATHI, MPEAYCMOTPEHHBIX MYHKTOM 39
Hacrosmero [lopsanka, sIBISIOTCA aKTyaJIM3MPOBAHHBIE HOMEHKJIATYpa U CIIPABOYHUK IyTEM
BBEJICHMSI, OITyOJIMKOBaHHbBIC HA MHGOpMaOHHOM TopTajie Coro3a.
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