EBPA3BUHNCKASI SKOHOMUYECKASI KOMUCCHUSI
KOJVIET'UA

PEINIEHHUE

« » 20 . No r. Mocksa

O npuMeHeHNH CIPABOYHUKA 00LIENPUHATHIX, [PYNINIUPOBOYHBIX,
XHUMHYECKUX HAUMEHOBAHUM JIEKAPCTBEHHBIX CPEICTB

B coorserctBuu C IlosiokxeHWeM O €QUHONW CUCTEME HOPMAaTUBHO-
CpaBoYHOW  HHPopManuu  EBpa3uiickoro  3KOHOMHUYECKOTO  COI03a,
yTBepkAcHHbIM Pemennem Komnerun EBpa3uiickodl 3KOHOMHUYECKOU
komuccurn ot 17 Hoa0ps 2015 r. Ne 155, Komnerus Espasuiickoit
HSKOHOMMYECKOW KOMUCCHH P € I U JIa:

1. BKIIOYUTh  COPaBOYHUK  OOILETPUHATHIX,  PYNNHUPOBOYHBIX,
XUMUYECKUX HAMMEHOBAHUM JIEKAPCTBEHHBIX CPEACTB (fanee — CIPaBOYHUK)
B COCTaB PECYpPCOB €IMHON CHUCTEMbI HOPMATHUBHO-CIIPABOYHOM MH(OpManuu
EBpa3niickoro 3KOHOMHYECKOTO COK03A.

2. YCTaHOBUTH, YTO.

CIIPAaBOYHUK IPUMEHSETCS C AaThl BCTYIUIEHHUS B CHIIy HACTOSILETO
Pemenus;

UCIIOJIb30BAaHWE KOJOBBIX O0O3HAYEHUN CHPABOYHMKA  SIBISIETCS
o0s3aTeNbHBIM TIPU peanu3anuu OOIUX MPOIecCCOB B cdepe oOpamieHus

JICKAPCTBCHHBIX CPCACTB.
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3. Hacrosimee Pemenne BcTymaer B cWily 1O HCTEUEHUU
30 KaJeHIapHBIX JTHEW C AaThl O(QUIMAIBHOTO OIMyOJMKOBAHUS HACTOSIIETO

Penienus.

[Ipencenarens Konneruun
EBpa3niickor 3KOHOMUYECKON KOMUCCUU T. Capkucsn



YTBEPXXIEH

Pemennem Kosuternun
EBpa3uiickoil 5KOHOMHUYECKOW KOMUCCUA
oT 20 1. Ne

CHHPABOYHUK I'PYIIIIMPOBOYHBLIX, OBLHIENNPUHATBHIX U
XUMHNUYECKUX HAUMEHOBAHUWU JIEKAPCTBEHHBIX CPEACTB

|. AETAJIN3NUPOBAHHBIE CBEAEHUA
CIPaBOYHHUKA TPYIIUPOBOYHBIX, OOIIETPUHITHIX K XUMUYECKUX
HaMMEHOBAHMM JIEKAPCTBEHHBIX CPEJICTB
1. CipaBOYHHMK  TPYNIUPOBOYHBIX, OOMICTIPUHATBIX U XUMHUYCCKHX
HAMMEHOBAHUI JICKAPCTBCHHBIX CPEACTB MPEACTABIsIET CO00l mepeyeHb
yHU(MUIIMPOBAHHBIX HAWMEHOBAHUHN (DapMalleBTUYECKUX CYyOCTaHIUH, HE
MMEIOLINX PEKOMEH0BAaHHOTO BceMUpHONM opraHu3anuen 34paBoOXpaHeHus
HEMATCeHTOBAHHBIX HAMMEHOBAHWM, IMyOJMKyeMbli Ha WH()OpPMAIMOHHOM

nopraie EBpazuiickoro 5JKOHOMU4ECKOro CO03a.
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I1. TIACITIOPT
CIIPaBOYHUKA IPYNIUPOBOYHBIX, OOIIETIPUHATHIX U XUMUYECKHUX
HaNMEHOBAHUM JIEKAPCTBEHHBIX CPEICTB

Ne
O6o3HaueHue 3eMeHTa Onucanue
n/m

1 2 3

1 | Kon 0

2 | Tun 1 — cipaBoYHUK

3 | HaumenoBanue CIPAaBOYHHK TPYIITHUPOBOYHBIX, OOIEHPUHATHIX U

XUMHYECKUX HAaMMEHOBAaHUMN JIEKapCTBEHHBIX
CpeICTB

4 | A6GpeBuarypa CI'OXHJIC

5 | O6o3Hnauenune ECO__-2017 (pen.1)

6 | PexBH3HTHI akTa O IPUHATHH Pemrenne Komnernn EBpa3suiickoii 5KOHOMUYECKOMN
(YTBEp>KIEHHH) CIIPABOYHUKA KOMMCCHH OT 20 1. Ne
(kmaccudukaropa)

7 | Jlata BBeZIeHHS B JICHCTBUE 20 T
(Havayma IpPUMEHEHUS)

CIIpaBOYHHMKA (KiIaccupukaTopa)
8 | PexBU3UTHI aKTa O IPEKpaAlICHUH | —
NPUMEHEHHS CIPAaBOYHUKA
(xnaccuduxaropa)
9 | lara okOHUaHUs IPUMEHEHHUS —
cripaBOYHHKA (KiIaccudukaTopa)
10 | Omeparop (omepatopsl) —
11 | Haznauenue CMPAaBOYHHK MpEeJAHA3HAYEH JJIS IPEICTaBICHUS
YHU(DUIIUPOBAHHBIX CBEIEHUI O IPYNIHMPOBOYHBIX,
OOIICTIPUHATHIX U XUMUYECKUX HANMEHOBaHUH
JIEKapCTBEHHBIX CPEACTB, HE UMEHIOIINX
MEXTyHApOJAHbIX HEaTeHTOBAaHHbBIX
HAaMMEHOBAHUI

12 | AnHoTaus UCTOJIb3yeTCsl MPH (POPMUPOBAHUH

(o6macTh MpUMEHEHHUS)

PETUCTPALIMOHHOTO J1OChE JIEKAPCTBEHHOTO
rpeanapara, Ipu MapKHupOBKE JIEKAPCTBEHHOTO
npenapara, a Takxe JijIsi o0ecreueHus
MH(POPMAIIMOHHOTO B3aUMO/ICHCTBHS IIPH
peanu3any oOUIMX MPOLIECCOB B paMKax
EBpa3uiickoro 5KOHOMHUYECKOTO COrO3a




Ne
O6o3HaueHue >eMeHTa Onucanue
n/m
13 | KimroueBsie ciioBa XMMHYECKOE HAUMEHOBAHUE JIEKAPCTBEHHOTO
CpeAcTBa, OOIIENPUHATOES HAMMEHOBAHUE
JIEKapCTBEHHOI'O CPEJICTBA, TPAAUIIMOHHOE
HaMMEHOBaHHE JIEKAPCTBEHHOI'O CPE/ICTBA,
IpyNIMPOBOYHOE HAMMEHOBAHHUE JIEKAPCTBEHHOTO
cpeacTtsa, usMmenennoe MHH
14 | Cdepa, B KOTOPOH pealu3yroTCsl | TEXHUYECKOE PETyINPOBAHHE
MOJTHOMOYHS OPTraHOB
EBpazuiickoro 5KOHOMUYECKOTO
coro3a
15 | Mcnonp30BaHue MEXyHAPOIHOM | 2 — MpH pa3paboTKe Kiiaccupukaropa
(MeXrocynapcTBEHHOM, MeXIyHapOAHbIE (MEKIOCYIapCTBEHHbIE,
PETHOHANILHON ) KJacCU(UKAIIMU | PETHOHAIbHBIC) KIIACCH(PUKATOPHI U (UITH )
CTaHIApTHl HE TPUMEHSUIIUCH
16 | Hanmuuue rocynapcTBEHHBIX 2 — kiaccu(uKaTop He UMEET aHAJIOTOB B
CIPaBOYHHUKOB rocyJapcTBax-4JeHax
(xmaccupukaTopoB)
roCy/1apCcTB — YWICHOB
EBpasuiickoro 3KOHOMHYECKOT0
coro3a
17 | Meton cucremaTu3aluu 2 — WepapXU4YecKuil MeTo] cucTeMaTH3aluHy, ,
(xknmaccudukanyn) YHCII0 CTyNeHeH (YpoBHE) - 2
18 | Metoauka BeieHUS CIPAaBOYHHK BEJIETCS B AJIEKTPOHHOM BUJIE B
cooTtBeTcTBUM ¢ [Iprnoxennem Ne 1
19 | Crpykrypa uHpopMalus 0 CTPYKTYpe CIpaBOYHHUKA (COCTaB
TOJIeH CrpaBOYHUKA, 00JIACTU UX 3HAYECHUN U
npaswia opMUpoBaHusl) mpuBeneHa B pasaene 111
20 | Crenenb KOH(PpUICHINATBHOCTA | CBEJICHHS CIIPABOYHUKA OTHOCATCS K HH(OpMaIum
JTAHHBIX OTKPBITOTO JIOCTYTA
21 | YcraHOBJICHHAs IEPUOJUYHOCTh | HE yCTAaHOBJICHA
nepecMoTpa
22 | UsmeHeHus —
23 | Ccplika Ha IeTaIu3UpPOBaHHBIE JeTaT3UPOBAHHbIE CBEICHUS U3 CIIPAaBOYHHMKA

CBCIACHUA U3 CIIPpaBOYHUKA
(xnaccuduxaropa)

(kmaccudukaTopa) npuBeACHBI B paznaene |




Ne
O6o3HaueHue >eMeHTa Ornucanue
/11
24 | Crioco0 mpeacTaBiIeHUS oImyOJIMKOBaHWE Ha MH(DOPMAIIMOHHOM ITOpTaIe
CBEJICHUI U3 CIIPABOYHHKA EADC
(xkmaccudukaropa)




[11. OIITMCAHUE
CTPYKTYPbI CIIPABOYHUKA TPYNITUPOBOYHBIX, OOIIECIPUHSITHIX U XUMHUUYECKUX
HAaWMEHOBAHMM JIEKApPCTBEHHBIX CPEACTB

1. Hactosimiee OmnucaHue ycTaHABIMBAeT TPEOOBaHUS K CTPYKType
CIIPABOYHMKA  TPYNIUPOBOYHBIX,  OOMICHPUHATBIX U XUMHYECKUX
HAaMMEHOBAHMI JIEKAPCTBEHHBIX CPEJICTB, B TOM YHUCJE OIPEIEISIET COCTaB
PEKBU3UTOB CTPYKTYpbl CIPAaBOYHUKA, OOJACTM MX 3HAYEHUW W IpaBUIIA
(dbopmMupoBaHUs.

2. CTpykTypa CHOpaBOYHHKA TPYNIHUPOBOYHBIX, OOIIECTIPUHATHIX U
XUMUYECKNX HAaMMEHOBAHMM JIEKAPCTBEHHBIX CPEACTB MpHUBEACHA B TaOIHUIIE
1.

3. B Tabnue hopmupyroTcs ciaeaytromue mnoss (rpadbl):

«OIMHCAHUE DJIEMEHTa» — TEKCT, MOSICHSAIOMIUN CMBbICT (CEeMaHTHUKY)
DJIEMEHTA,

«rpaBwia GOPMUPOBAHUS 3HAYEHUS DJIIEMEHTA» — TEKCT, YTOUHSIOIINN
Ha3HAYeHUE JJEMEHTa, ONpEAeNAIONA NpaBwia ero (opMUPOBAHHUS
(3amoJIHEHMS1) WJIA CJIOBECHOE ONKMCAHUE BO3MOYKHBIX 3HAUEHUH AJIEMEHTA;

«MH.» — MHOKECTBEHHOCTb AJIEMEHTOB (00s13aTENIBHOCTD
(OMIIMOHATBHOCTH) U KOJIMYECTBO BO3MOKHBIX IOBTOPEHHI JIEMEHTA).

4. ]Insa  yka3zaHHd MHOXECTBEHHOCTHM 3JIEMEHTOB IIE€PEIaBacMBbIX
JAHHBIX UCIIOJB3YIOTCS CIEIYIOINE 0003HAYEHUS:

1 — snemeHT 00s13aTeNeH, MOBTOPEHUS HE JOMYCKAIOTCS;

N — sJemMeHT o0si3aTeseH, TOJKEH MOBTOPATHCA n pa3 (n > 1);

1..* — s;meMeHT 00s13aTeNieH, MOXKET MOBTOPSATHCS 0€3 OTPaHNYCHHI;

N..* — ajeMeHT o00s3aTeNieH, JOJDKEH MOBTOPATHCSI HE MEHee n pa3

(n>1);
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N..M — 3JIeMEHT 00s3aTeNeH, HOHKEH MOBTOPATHCA HE MEHEe N pa3 |
He Oosiee m pa3 (n > 1, m > n);
0..1 — snemMeHT omnIuoHaJIeH, TOBTOPECHHMSI HE JIOITYCKAKOTCS;
0..* — syeMeHT omIMoHaJIeH, MOXKET MTOBTOPATHCS O€3 OrpaHUUYCHUH;

0..m — sJeMeHT ONIMOHAJICH, MOXET TOBTOPATHCS HE Oojiee m pa3

(m>1).



Tabnuua 1

CTpyKTypa ¥ peKBU3UTHBIN COCTaB CIIPABOYHUKA IPYNIUPOBOYHBIX, OOIICTIPUHATHIX U XUMUYECKIMX HAUMEHOBaHUHN
JIEKapCTBEHHBIX CPEJICTB

HaumeHnoBanue pexkBusura O06uacTh 3HaYCHHS PEKBU3UTA [TpaBuia opMupoOBaHUS MH.
3HAUYECHMS PEKBU3UTA

1. Cenenus o TpynmnupOBOYHBIX omnpenenseTcs 00JacTIMH 3HAYCHUI oTIpeieIIIeTCs TpaBUiaMu (POPMUPOBAHUS BIIOKEHHBIX 1.*
OOMICTIPUHATHIX, XHMUIECKHIX BJIOKEHHBIX PEKBU3UTOB PEKBH3HUTOB
HAaNMEHOBAHUAX JIEKAPCTBEHHOI'O
cpeacraa
1.1. Kon pazaena cnpaBoyHuKa HOpPMAaJIM30BaHHAsI CTPOKA CUMBOJIOB. KOJI0BO€ 0003Ha4YCHHE (DOPMHUPYETCS C UCIIOTH30BAHHEM 1
[1aGmnoHn: \d{2} HOPSIIKOBOI'O METOZa KOAUPOBAHUS
1.2.HaumeHoBaHue paznena HOpMaJIM30BaHHAsA CTPOKa CUMBOJIOB. (hopmupyeTcst B BUI€ CIOBOCOUETAHUS HA PYCCKOM SI3BIKE 1
CIIPaBOYHHKA Mun. yina: 1.
Makc. gmuaa: 500

1.2.1. Kox rpynnupoBOYHOTO HOpMaJIM30BaHHast CTPOKa CUMBOJIOB. KOJIOBOE 0003HaueHue (POPMHUPYETCS C UCTIOJIH30BAHUEM 1
06H1€HpI/IH$ITOFO Wi [a6soH: \d{6} MOPSIAKOBOIO METOJa KOAUPOBAHMS
XUMHYECKOI0 HAMMEHOBAHU A
JIEKapCTBEHHOT'O CPEACTBA

1.2.2. T'pynmupoBoYHOE HOpMaJIM30BaHHasi CTPOKAa CUMBOJIOB. | (hopMupyeTcs B BUJIE CIIOBOCOYETAHUS HA PYCCKOM SI3bIKE 1
o0IIenpUHATOE WU XUMUdeckoe | MuH. anuHa: 1.
HaNMMEHOBAHUE JICKAPCTBEHHOTO Makc. gionaa: 500

CpcacCTBa Ha PYCCKOM S3BIKC

1.2.3. TI'pynnupoBouyHOE HOpPMaJIN30BaHHAsl CTPOKA CUMBOJIOB. | ()OPMHPYETCSI B BHJIE CJIOBOCOYETaHMs Ha pycckoM sizpike | 0..1
OOIIENPUHATOE WK XUMUYeckoe | MuH. mmuHa: 1.
HalMEHOBAHUE JIEKAPCTBEHHOTO Makc. ymna: 500

CpEICTBA HA aHTJIMICKOM SI3bIKE
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HaumenoBanue pexkBusura OO6uacTh 3HaYCHUS PEKBU3UTA [TpaBuia opMupoBaHUS MH.
3HAYEHUS PEeKBU3UTA
1.2.4. Cenenus o 3anucu ornpenensercs: 00JacTsIMU 3HaYeHUH OTIpeIeNIAeTCs MpaBmiiaMu (POPMUPOBAHUS BIIOKEHHBIX 1
CIpaBOYHHKA (KJIaccu(pUKaTopa) BJIOKEHHBIX PEKBU3UTOB PEKBU3HTOB
*.1. Jlata Hayana gecTBUs 0003HaueHME AaThl B COOTBETCTBUU C | COOTBETCTBYET JIaTe€ Havaja JeHCTBUS, YKa3aHHOU B aKTe 1
['OCT HUCO 8601-2001 B popmare oprana EBpa3uiickoro 5KOHOMHUYECKOTO CO03a
YYYY-MM-DD
*.2. Cenenus 00 akre, orpenensercss 00JacTsIMU 3HaYeHUH OTIpeIeNIAeTCs MpaBmiIaMi (POPMUPOBAHUS BIIOKEHHBIX 0.1
CIJIaMCHTHUPYIOLIIECM Ha4vaJio BJIOKCHHBIX PEKBHU3UTOB E€KBU3UTOB
p
JIEICTBHS 3aIIUCH CIIPAaBOYHUKA
(xmaccudukaropa)
*.2.1. Bug akta HOpPMAaJIM30BaHHAsI CTPOKA CUMBOJIOB. | KOJIOBOE 0003HAYCHHE aKTa B COOTBETCTBUU C 1
[la6non: \d{5} KJIACCU(UKATOPOM BUI0B HOPMATUBHBIX IPABOBBIX aKTOB
MEXTyHApOIHOTO IpaBa
*.2.2. Homep akTa HOpMaJIN30BaHHasl CTPOKAa CUMBOJIOB. | COOTBETCTBYET HOMepyY akTa opraHa EBpasuiickoro 1
MuH. nnuna: 1. SKOHOMMYECKOTO CO03a
Makec. gouHa: 50
*.2.3. Jlata akTa 0003HaueHME AaThl B COOTBETCTBUU C | COOTBETCTBYET JIaTe MPHUHATHUS aKTa OpraHa 1
['OCT HUCO 8601-2001 B popmare EBpa3uiickoro 3KOHOMHYECKOTO COr03a
YYYY-MM-DD
* 3. Jlata OKOHUaHHS 0003HaYeHHE 1AaThl B COOTBETCTBUU C COOTBETCTBYET JJaT€ OKOHYAHHS JICUCTBUS, yKa3aHHOU B 0.1

EUCTBUS

TOCT MCO 86012001 B popmate
YYYY-MM-DD

aKTe opraHa EBpa3niickoro s)KOHOMHYECKOTO CO03a
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HaumenoBanue pexkBusura OO6uacTh 3HaYCHUS PEKBU3UTA [TpaBuia opMupoBaHUS MH.
3HAYEHUS PEeKBU3UTA
*.4. Cenenus 00 akre, ornpenensercs: 00JacTsIMU 3HaYeHUH OTIpeIeNIAeTCs MpaBmiiaMu (POPMUPOBAHUS BIIOKEHHBIX 0.1
CIJIaMCHTUPVYIOLIIEM BJIOKCHHBIX PEKBHU3UTOB €KBU3UTOB
p
OKOHYAHUE JICHCTBUS 3aMTUCH
CIpaBOYHHUKA
(kmaccudukaTopa)
*.4.1. Bug akta HOpPMaJIM30BaHHAsI CTPOKA CUMBOJIOB. | KOJIOBOE 0003HAYCHHE aKTa B COOTBETCTBHH C 1
[a6mon: \d{5} KJ1acCU(UKATOPOM BUI0B HOPMATHUBHBIX MPABOBBIX aKTOB
MEXIYHapOJAHOTO IIpaBa
*.4.2. Homep akTa HOpMaJIM30BaHHasi CTPOKAa CUMBOJIOB. | COOTBETCTBYET HOMEpY aKkTa oprana EBpasuiickoro 1
Mun. pmna: 1. 9KOHOMHYECKOI'O COI03a
Makc. anuna: 50
*.4.3. lara akTa 0003Ha4YeHNE JaThl B COOTBETCTBUM C | COOTBETCTBYET JaTe MPUHATHS aKTa opraHa 1

I'OCT UCO 8601-2001 B popmate
YYYY-MM-DD

EBpa3uiickoro 5KOHOMUYECKOTO COH3a




[MTPUJIOXEHUE Ne 1

K CIIPAaBOYHUKY OOILIECTIPUHATHIX,
IPYHITUPOBOYHBIX U XUMHUUYECKHUX
HAaNMEHOBAHUM JIEKAPCTBEHHBIX CPEICTB

HOPAAOK
BE/JACHUS CIIPABOYHUKA O0LICNPUHATBIX, TPYNNHPOBOYHBIX H
XHMHYECKMX HAUMEHOBAHUM JICKAPCTBEHHBIX CPEACTB

|. OBLLME TTOJIOXEHUWA

1. Hactosimmit Ilopsimok pazpaboTaH B COOTBETCTBUU CO CIEAYIOIIUMHU
aKTamu, BXOJSIIMMU B ITpaBO EBpa3suiickoro 3KOHOMHYECKOTO COI03a (J1ajiee
— Co1o3):

Pemienne Kosmermn  EBpa3uiickod  3KOHOMHYECKOM  KOMHMCCUU
ot 17 nostdéps 2015 r. Ne 155 «O enuHol cuctemMe HOPMATHUBHO-CIPABOYHOMN
nHpopmaruu EBpa3zniickoro SJKOHOMHUYECKOTO COI03a»,

Pemienne  CoBera  EBpa3uiickoil  3KOHOMHUYECKOM  KOMHCCHUU
ot 03 Hos16ps 2016 1. No 78 «O mpaBuiiax perucTpanud U SKCHEPTU3BI
JIEKAPCTBEHHBIX CPEJICTB JJIs1 MEAUIIMHCKOTO MPUMEHEHUS;

Pemienne Komnernun EBpa3uiickoil 3KOHOMHUYECKOM KOMHUCCHM OT 25
okTsiOps 2016 1. Ne 122 «O TEXHOJOTMYECKUX JIOKYMEHTaX,
periaMeHTUPYIOMUX HWH(POPMAIMOHHOE B3aUMOJCHCTBHE TMPHU peanu3aluu
CpeICTBAaMU HWHTETPUPOBAHHOW HWH(POPMAIIMOHHOW CHUCTEMbl BHEIIHEH U
B3aMMHOM TOpProBiau oOmiero mnporecca «DopMuUpoBaHUE, BEIACHUE W
UCIIOJIb30BAaHUE E€IUHOTO PEECTpa 3apErMCTPUPOBAHHBIX JIEKAPCTBEHHBIX
cpencTB EBpa3nuilckoro 5KOHOMUYECKOTO COK03a»;

Pemenne Konnermn EBpasuiickor skoHOMHUYECKOW komuccuu OoT 30
utoHs1 2017 1. Ne 79 «O TpeboBaHUSIX K 3JIEKTPOHHOMY BUJY 3asBICHUN U

JOKYMCHTOB PETUCTPALINOHHOTO HOCBC, MpCcaACTABIIACMbBIX npu
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OCYIIECTBICHUHA PETUCTPALIMU M DKCIEPTHU3bl JICKAPCTBEHHBIX IPENAPATOB

JUT METMIIUHCKOTO TPUMEHEHHUS.
Il. OBJIACTB ITPUMEHEHU A

2. Hactosmuit  [lopsimok  ompenesnsieT  OpOUEAypbl  BEIEHUSA
CIPABOYHHMKA  OOILIENPUHATHIX,  TPYNINHUPOBOYHBIX U  XUMHUYECKHX
HAaMMEHOBAHUI JICKaPCTBEHHBIX CPECTB (Jajiee — CIPaBOYHUK).

3. Hactosmuii Tlopsimox mpumeHseTcss MpU BHECEHUHM H3MEHEHUN B

4aCTH OTACIBbHBIX MO3ULIUN CIIPABOYHUKA.
[11. OCHOBHBIE ITOHATHUA

4. Tlonsrtus, ucnoJjib3yemble B HacTosiieMm llopsiake, mpuMEHSIOTCS B
3HAYEHUSX, onpeneseHHbIX CorjaneHueM o0 €IMHbIX IPUHIIMIAX U MpaBUIax
oOpamieHusi  JIEKapCTBEHHBIX  CpPEACTB B paMkax  EBpasuiickoro
PKOHOMHUYECKOTO coro3a oT 23 nmekabpsa 2014 roma m akramu EBpasuiickoi
PKOHOMHUYECKOM Komuccuu (nanee — Kommuccus) B cdepe oOpamieHus
JIEKapCTBEHHBIX CPEJICTB, a Takke peuieHusMu Komuccun mno Bompocam

CO3JaHus U Pa3BUTHS UHTETPUPOBAHHON MH(pOpMamoHHOM cuctembl Coro3a.
V. ITPUHIIAIIBI BEJEHUA CIIPABOYHHUKA

5. CTOYHHUKOM MO3ULUK ISl CIIPABOYHUKA SBJISFOTCSL:

CBEJICHUS, YKa3aHHbICE B 3asBJICHUAX HA BBIMNOJHEHUE MPOUELYD,
npeaycMoTpeHHbIX [IpaBunaMu peructpanuu U 3KCHEPTU3bI JICKAPCTBEHHBIX
CPEACTB JJIsI MEAUIIMHCKOTO TIPUMEHEHUs, YTBEpKIACHHbIMU PereHum
Cosera Komuccum ot 03.11.2016 No 78 (mamee — peructpailiOHHbIC
MIPOLIETYPHI).

6. CBeneHus 0 MO3UIIMSIX, HE UCTIOJIB30BAHHBIX B TCUCHUE TISITH JICT IS

q)OpMHpOBaHI/ISI CBCI[GHI/Iﬁ 0 PETUCTPAIIMOHHBIX YAOCTOBCPCHUAX
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JEKAPCTBEHHBIX  IPENAparoB,  BKIIOYEHHBIX B EIMHBIM  PEECTP
3apETUCTPUPOBAHHBIX  JIEKAPCTBEHHbIX  cpeactB  Coroza,  momsiexar
VCKJIFOYEHHUIO U3 CIIPABOYHUKA.

7. B ciydae OTCTYTCTBUS CBEACHUKW B CIPABOYHUKE 3asiBUTEIIb,
NOJIAOIINI B YIIOJIHOMOYEHHBIN opraH rocyaapcrsa — uieHa Corosa (ganee —
YIOJHOMOYEHHBIM  OpraH) 3asBJICHUE O  BBINOJHEHUH  MPOLEIYD,
MPENYCMOTPEHHBIX PETUCTPALIMOHHBIX MPOUEAYP [ODKEH NPEAOCTABUTH
OTHMCaHUE TMpejiaraéMo HOBOM MO3UIMKM B cBOOOHOHN (hopme. CBeeHHs o
HOBBIX MO3ULMAX IEPENAIOTCA ONEPATOPY YIIOJIHOMOYEHHBIMU OpraHaMH
(opranuzanusiMu),  BBINOJHSIOIMIMMHU  PETUCTPALMIO  JIEKAPCTBEHHOTO
npenapara B Ka4yecTBe pe()epeHTHOI0 rocyJapCTBa.

OOpaiieHue Idil, HE SBISIOMIUMECS YMOJIHOMOYEHHBIMH OpraHaMu
(opranuzanusiMu) HaOpsIMyIO K OIEPaTOpPy MO BOMPOCY U3MEHEHHUS MTO3UIUN
CIIPaBOYHUKA HE JOIyCKAETCS.

8. Pemenue Bompoca O BO3MOXKHOCTH BKJIKOYEHHS, MU3MEHEHUS H
VUCKJIFOYEHHSI ~ OTACNIBbHBIX  MO3WLIMM  CIPAaBOYHHUKA  [PUHUMAETCS
YIOJIHOMOYEHHBIMU Opranamu (opranuzauusiMu) u Komuccuei.

9. AkTyanuzanusi CBEJACHUN CIPAaBOYHMKA BBIMOJHSIETCS OMEPATOPOM
HE peXe pa3a B MECAL] IPU MOCTYIUIEHUN COOTBETCTBYIOINX CBEICHUMN.

10. HWudopmupoBanue monb30BaTeNel CIPAaBOYHUKA, a TaKKe
YIOJHOMOYEHHBIX ~ OpPraHoB  (OpraHu3anuii) TrocyJapCTB-WI€HOB 00
W3MEHEHUSX CIIPABOYHHUKA OCYIIECTBISIOTCS CpeICcTBaMU HH(DOPMAIMOHHOTO
noptana Coro3a 1o ¢akty onmyOIuKOBaHUS U3MEHEHUH.

11. HW3meHeHus, CBA3aHHBIE C KOPPEKTUPOBKOM  HAIMCAaHUS
OOIIETIPUHSATHIX, TPYHNIUPOBOYHBIX M  XUMHUYECKMX  HAUMEHOBaHUU
JIEKAPCTBEHHBIX CPEACTB, CYUTAKOTCS TEXHUYECKUMU U BHOCSTCS OIEPATOPOM
0 OOpAlllEHUIO BBISBUBILIETO HECOOTBETCTBUE YIIOJIHOMOYEHHOI'O OpraHa

rocyJapcTBa-ujieHa B T€UEHHE S5 pa0odmx AHEH MOCie MOJydYEHUS TaKOTO
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oOpaiiieHusi 6€3 COryiacoBaHUs ¢ YIOJHOMOYEHHBIMU OpraHaMu roCyJapCcTB-

YJICHOB.

V. Ilepeuenp  MepompuATHHA, HEOOXOAUMBIX i1 BEACHUA U

IMPUMCHCHH: CIIPAaBOYHHKA

12. CBeneHusi 111 NEPBOHAYAIBLHOIO HAMOJHEHUSI CIPABOYHUKA
NepeatoTCsl OMEPaTOPOM aJIMUHUCTPATOPY €IMHOPa30BO B Buje GaiioB B
dbopmare Xml, chopMUPOBAHHBIX B COOTBETCTBHH CO CTPYKTYpOii
CIIpaBOYHMKA, omnucaHHou B ero Ilacmopre, yrBepxkaecHHOM Pemenuem
Komnerun EBpa3suiickoil 53KOHOMHYECKOM Komuccuu ot Ne.

13. B janbHeimeM il BEICHUSA CIPABOYHUKA PEaTU3yIOTCS
CJIEIYIOIIUE MEPOIIPUSATHSL:

NOATOTOBKAa  3asiBKM  HA  BKJIIOYEHHE  HOBBIX  JJIEMEHTOB
YIOJITHOMOYEHHBIMU OpraHamMu (OpraHu3avsiMu);

MOJrOTOBKA MPOEKTA U3MEHEHUI OMEepaTopoM C YY4ETOM MOCTYHHUBIINUX
3a51BOK;

pacCMOTpPEHHE MPOEKTa HM3MEHEHUW YIOJIHOMOYEHHBIMU OpraHaMu
(opranuzausmm);

yperyJIMpOBaHUE PA3HOIJIACHIA;

BHECEHHUE ONEPaTOPOM U3MEHEHUN B CITPABOYHUK.

V1. OITMCAHUE MEPOITPUSATHM, HEOBXOUMBIX JIJI5
BEJEHUA U ITPUMEHEHUA CIIPABOYHHUKA

1. HOI[FOTOBKa 3asBKHW HAa BKIIFOUYCHHWE HOBBIX 3JICMCHTOB
YIIOJIHOMOYCHHBIMUA OpraHaMiu (OpFaHI/ISaI_II/ISIMI/I)

14. YnonHOMOYEHHBIMH OpraHamMu (OpraHu3avsiMu) MPOBOJIUTCS

aHalln3 TEX 3asBJIICHUM O BBIIIOJHCHUU PETUCTPALMOHHBIX IPOLEIYp, B
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KOTOPBIX OHH yKa3aHbl B Ka4eCTBE pePEepEeHTHBIX IOCyAapcCTB, HA MPEAMET
BBISIBJICHUSI TEKCTOBBIX OMTMCAHUI HOBBIX 3JIEMEHTOB CIIPABOYHHKA.

15. HoBblii 2JIEMEHT BKJIIOYAETCSA B 3a4BKY HAa BHECEHHWE U3MEHECHUU B
COPaBOYHMK B TOM ClIy4yae, €CIM COOTBETCTBYIOUIEE 3asBIICHHE Ha
BBIIIOJIHEHUE PETHCTPALMOHHBIX MPOLENYyp MPEABAPUTEIIBHO OJ00pEHO
(BBIMOJIHEHA BAJIMJIALIMS PETUCTPALIMOHHOTO JIOChE), HO HE MO3/IHEE, YEM 32 2
Mecsila A0 3aBEPIICHUS] COOTBETCTBYIOIIUX PETUCTPALMOHHBIX IPOLIEAYD.

16. BbIsIBIEHHBIE TOTEHIMAIIbHBIE HOBBIE 3JIEMEHTHI YIIOJHOMOYEHHbIE
opranbl (OpraHu3alMi) BKJIIOYAIOT B 3asBKY Ha BHECEHHWE H3MEHEHUH B
CIIPaBOYHUK, oopmisieMyto 1o (popme, MpeayCMOTPEHHON MPUIIOKEHUEM 2
K Merononoruu pa3pabOTKH, BEICHUS U MPUMEHEHHUS CIPAaBOYHUKOB U
KJIaCCU(PUKATOPOB, BXOASIIMX B COCTaB €IMHOW CHUCTEMBI HOPMATHBHO-
cnpaBouyHOM  uHPopManmu  EBpasuiickoro  ASKOHOMHUYECKOTO  COH03a,
yTBep)kaeHHOW Pemennem Komternn  EBpasuiickol  9KOHOMHYECKOM
KOMHCCHH OT No (manee — Metomoiorus).

17. CdopMupoBaHHbIe 3asBKH TMEpPEIAOTCS  YIOJIHOMOYEHHBIMU
opraHamMu (OpraHu3alysMH) OINEpPaATOpPy EXKEMECSYHO He mno3aHee 20-ro
yucia Mecsia.

18. Pe3ynpTatroM mNpOBEACHUS MEPOIPHUITUSA SBISETCS MOJYYCHUE

OIIcpaTopOM 3as4BOK HAa BKIIIOUCHHEC HOBLIX 3JICMCHTOB B CIIPABOYHUK.

2. IlonroroBka NpoeKkTa U3MEHEHUH OTIEPaTOPOM C YUETOM

IOCTYIIMBIINX 3as4BOK

19. Ha ocHOBe mOJIy4EHHBIX OT YIIOJHOMOYEHHBIX OPraHOB 3asBOK,
orepaTop (GpopMuUpyeT MPOEKT W3MEHEHHH B CIPABOYHHK B COOTBETCTBUHU C
dbopmoii, mpeaycmoTpeHHo# npunoxkernrueM Ne 2 k MeTo1010ruu.

20. Omeparop exXeMEecI4HO HE MOo3[JHee 25-TO0 YHcia Mecsua

HaIIpaBJIsICT IIPOCKT N3MEHEHUMN YIIOJJHOMOYCHHBIM OpraHaM, a TaK¥XC B
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Komuccuio odunmaibHbIMA NUCbMaMH, a TakKe B pabodyeM MOpsJIKE Ha
AIEKTPOHHYIO TTOYTY KOHTAKTHBIX JIUII, OTIPEACICHHbIX Pabouelt rpymnmoi mo
dbopMUpOBaHHIO OOIIMX TMOJXOJOB K PEryJUpPOBAHUIO  OOpaIieHus
JIEKapCTBEHHBIX cpeAcTB B pamkax Coro3a (manee — Pabouast rpymnmna) Ha
OCHOBaHHUHM MHUCEM YIOJTHOMOYEHHBIX OPraHOB 00 OMPE/ICICHUN KOHTAKTHBIX
JIUII, HalpaBJieHHbIX B KoMuccuto.

21. B pe3ynbrare mpoBeACHUSI MEPOIIPUATHS MOATOTOBICHHBIM MPOEKT
U3MEHEHU M CIIPaBOYHHKA IIPEICTABIISIETCS Ha paccMOTpEHHE

YIOJIHOMOYEHHBIX OpraHoB U Komuccum.
3. PaccmoTpenune nmpoekTa n3MeHEHUH yIOJTHOMOYEHHBIMA OpTraHaMHU

22. llpencraBurenu yHOJIHOMOYEHHBIX oOpraHoB u Komwuccuun
o0ecnevynBaroT pacCMOTPEHHE MPOEKTa U3MEHEHUN CIPAaBOYHHMKA B TEUCHHE
30 xayseHOapHBIX AHEH C MOMEHTAa €ro MOJIyYEHHS IO 3JEKTPOHHOM mouTe
(masiee — CpOK pacCMOTPEHMUS).

23. B cnydae Hanuuus BO3PAXKECHUM, YIOJIHOMOYEHHBIE OPIaHbI
JNOJDKHBI HampaBUTh uX onepatopy u B Komuccuro B TedeHue cpoka
paccMOTpeHHs! OPUITMATBEHO U B pab04YeM MOPSIKE.

24. IIpu OTCYTCTBMHU B T€YEHHUE YCTAHOBIEHHOI'O CPOKA pacCMOTPEHUS
BO3PAXXCHUM OT YIIOJHOMOYEHHBIX OpraHoB u KoMuccun mpoeKkT u3MeHeHun
CUMTAETCS COTIaCOBAHHBIM.

25. B pe3ynprare NPOBEICHHS MEPONPHUITUS YINOJIHOMOYEHHBIE
opranel 1 Komuccusi NpuHUMArOT penieHue MO Pe3ysbTaTy PacCMOTPEHHUS

MPOEKTa U3MEHEHUM CITPaBOYHHUKA.
4, YperynupoBaHUE pa3HOTJIACUI

26. Pa3Hornacuss B OTHOIICHHU OTOCJIBHBIX HOSI/II_II/Iﬁ IMPpOCKTa
W3MEHEHUMN CIIpaBOYHHUKA JOJIZKHBI OBITH YPECryJInupoOBaHbl Ha 3aCCAdHUU

PaGoueit rpymibl.
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27. B ciaydae BO3HUMKHOBEHHUSI PA3HOIJIACHM MO MPOEKTY WU3MEHEHUU
CIIpaBOYHHKA OTBETCTBEHHBIN CeKpeTaph Pabouell rpynimbl BKIFOYAET BOMPOC
O COTJIaCOBaHUU MPOEKTa U3MEHEHUM CITPaBOYHHUKA B MTOBECTKY OJMKaNIIEero
3acenanus Paboueli rpymnibl.

28. IIpotokou 3aceianusi paboyeil rpyImbl, B KOTOPOM 3a(hUKCUPOBAHO
pemienue PabGoueil rpynmnbl 00 OJ0OpEHMM WJIM OTKJIOHEHUU OTIEIbHBIX
MO3ULIMA TMPOEKTa HW3MEHEHUW CIpaBOYHMKA JOJDKEH OBITh HampaBlieH
OTBETCTBEHHBIM cekpeTapem Pabouell rpymmbl onepaTtopy o(puIMaibHO U B
paboueM MopsiAKe Ha aJApeC FIEKTPOHHOM MOYTHI.

29. Pe3ynbTaTOM BBINOJIHEHHUS MEPOIPHUATHS SIBIISIETCA HANpPaBICHUE
omepaTopy BBIMUCKM U3 TPOTOKOJAa O pemieHun Pabodeil rpynmbl o
BO3MOYKHOCTHM BHECEHUs W3MCHEHHWW B 4YaCTH BBI3BABIIMX  PA3HOTJIACHS

MO3UILINN.
5. BHecenue onepaTopoM U3MEHEHHU B CIPAaBOYHUK

30. OmnepaTop BBINOIHAECT BHECEHWE HM3MEHEHHM B CIPABOYHUK B
cillydyae OTCYTCTBHSI BO3PaXEHUU IO MPOEKTY MU3MEHEHUW B TEUCHHUE CpPOKa
COTJIacOBaHUs, JTM00 MO (PaKTy MOJyUdEeHHS OT MPOTOKOIIA 3acefanus Paboueit
TPyNIbl, PUKCUPYIOMIETO CHITHE Pa3HOTIACUH.

31. Ilo3umuu, MCKIOYaeMble M3 CIPABOYHMKA, OTMEYAKOTCS KaK HE
JNEUCTBYIOIIME C YKa3aHUEM JIaThl TPEKPAICHUS JEHCTBUS MTO3UIUU.

32. Omneparop o0ecrneunBaeT MPEIOCTABICHUE CBEACHUU 00
U3MEHEHUSAX aIMUHUCTPATOPY JUIsl OMyOJIMKOBaHHS Ha WH(POPMAIIMOHHOM
noptane Coro3za B TeueHrne 10 paboynx JHEH ¢ MOMEHTa OKOHYAHHUS CpPOKa
COTJIACOBAHUSI WJIM B TEUEHHE 5 padouux JHEH C JaThl MOJYYEHUS KOIMUU

IMPpOTOKOJIA 110 3J'ICKTpOHHOI>1 IIOYTC.
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33. IlpenmocraBiieHHE€ CBE€ACHHM O BHECEHHBIX  HW3MEHEHMX
OCYIIECTBIISIETCA ONEPaTOPOM B COOTBETCTBUU C TEXHUYECKUMHU YCIOBHUSIMHU,
COBMECTHO OIpPEEISIEMbIMHU ONIEPATOPOM U AIMUHUCTPATOPOM.

34. Ceenenust 00 HU3MEHEHUSX MPEACTABISIIOTCS B BUje (aiiina uim
Habopa ¢aiinoB B (dopmare .Xml cormacHO CTpyKType, NPUBEACHHON B
[TacniopTe cripaBOYHUKA.

35. AIMUHHCTpaTOp MOATBEPKIACT TMOJYYCHHUE U  YCHCUIHYIO
00pabOTKy CBEJEHHUN CIPABOYHMKA, HAMPAaBIAs OMEPATOPy MPOTOKOI
0o0pabOTKM Ha pyccKOM s3blke. B ciaydae OTCyTCTBHUSL — OIIMOOK
AJIMUHUCTPATOp MPUHUMAET MPEJAOCTABICHHBIC CBEJICHHUS U 0OECIEYUBACT
ux onyOJiMKOBaHWE HAa MH(DOPMAIITMOHHOM TTOpTAaJIe.

36. Ilpu momyueHuHn MPOTOKOJA OOpabOTKH, COAEPIKAIIETO OMUCAHUE
OIIMOOK, OMEepaTop YCTpaHSET OMMOKM W TOBTOPSIET MPOIECC Mepeaadu
XML-nokymeHTa, CoIepKaIlero CBEICHUS CIIPABOYHUKA, A IMUHUCTPATOPY.

37. AIMHUHUCTpATOp OIyOJIMKOBBIBAET IIOJYUYCHHBIE CBEJCHUS 00
M3MEHEHUSX B CIIPABOYHMKE Ha HHGOpMaliMoHHOM nopTalie Coro3za.

38. Pe3ynpTrarom BBIIIOJTHEHUS MEPOIIPUATHS ABJIACTCS
aKTyaJTM3UPOBAHHBIN CIPABOYHHK, OMYOJIMKOBAHHBIA Ha WH()OPMAIMOHHOM

noptaie Coro3a.




