i
O0;J1I€ll

O xnaccuukaTope BHIOB BTOPHIHBIX (IIOTPEOUTENBCKHAX) YIIAKOBOK JIEKAPCTBEHHBIX
CpencCTB

Pemenue Komnerun EBpaszuiickoil sxoHoMuueckod komuccuu ot 15 ssuBaps 2019 roga Ne 6

B cootBercTBuM co cratbel 30 JloroBopa o EBpa3suiiCkoM 3KOHOMHUYECKOM COKO3€ OT 29
mast 2014 rona, mynktamu 4 u 7 IlpoTokona o0 uHGOPMAIIMOHHO-KOMMYHHUKAITMOHHBIX
TEXHOJIOTUSIX W HH(POPMAIMOHHOM B3aUMOJEWCTBUM B paMkax EBpasuiickoro
AKOHOMHYECKOTro coro3a (mpuinoxkenue Ne 3 k JloroBopy o EBpa3uiickoM 3KOHOMHYECKOM
cotoze oT 29 mas 2014 roma) u pykoBoAcTBysch [lojio)keHHEM O €IMHOW CHCTEME
HOPMAaTHBHO-CIIPaBOYHON wuHpoOpManuu EBpa3uiickoro 3KOHOMHYECKOTO COH03a,
yTBepkAeHHBIM PemennemM Komnerun EBpa3uiickodl dKOHOMHYECKOW KOMHCCHH OT 17
HOs10pst 2015 r. Ne 155, Konnnerust EBpasuiickoii 5KOHOMHUYECKOW KOMUCCUY PEIIAIa;

1. VTBepauTh mnpuiiaraeMblii macmopt kiaccudukaTopa BHUAOB BTOPUYHBIX (

MOTPEOUTENHCKHUX) YIAKOBOK JICKAPCTBEHHBIX CPECTB.

2. [lpumensaTh kiaccupUKaTOp BUJIOB BTOPUYHBIX (MOTPEOUTEIHCKUX) YHMAKOBOK
JIEKApCTBEHHBIX CPEJCTB (Hanee — KiacCU(UKATOP) B COOTBETCTBUM C YTBEPKICHHBIM
HacTOSIMM PemennemM macnopTom.

3. Bkiawuuth ki1accu(@UKATOp B COCTaB PECypCcoB €IUHOU CHUCTEMBI
HOPMAaTHBHO-CIIPaBOYHOU MH(OopMaIuu EBpa3niickoro 5JKOHOMAYECKOTO COI03a.
4. YCTaHOBUTD, YTO:
KJ1accu(UKATOP MPUMEHSIETCS C TaThl BCTYTUICHUS HACTOSIIETO Permenus B cuiy;
UCIOJIb30BAaHKE KOJOBBIX 0003HAUEHUN Klaccu(uKkaTropa sBIsSIETCS 00sS3aTeIbHBIM TIPH
peanu3anuy oOLIMX MPOLIECCOB B paMKax EBpa3uiicKOro 3KOHOMHYECKOrO cOr03a B cdepe
oOpaleHus JIeKapCTBEHHBIX CPEJICTB.
5. Hacrosimee Pemenne BcTymnaeT B cuity 1o ucredeHuu 30 KajaeHIapHBIX JHEW C AaThl
€ro opUIMaTBLHOTO OITyOJINKOBAHUSI.

Ipencenarens Kownernu
Lo y T. CapkucsaH
EBpasmiickot 5SKOHOMHYECKOH KOMHCCHH

YTBEPX/EH
Pemennem Komnernn
EBpa3zuiickoil 3KOHOMUYECKON
KOMHCCUHU
ot 15 suBaps 2019 1. Ne 6 .

ITACITIOPT
KJIacCH()HKATOpa BUIOB BTOPUIHEIX (IOTPEOUTEIHCKHAX) YIAKOBOK JIEKapPCTBEHHBIX

CpPEIICTB
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KJIacCU(UKATOP BUIOB BTOPHUYHBIX (TOTPEOUTENBCKHUX) YITIAKOBOK JIEKAPCTBEHHBIX
CpencTB

KBBVIJIC
EK 046-2019 (pen. 1)

Pemenne Komnernn EBpa3zuiickoil 3xoHOMHYeCKON koMuccuu oT 20 r. Ne

¢ Jatel BcTymiieHus B cuiny Pemenust Komnerun EBpasuiickoil 3KOHOMHUYECKON
K OM MU C C H U
o1 20 r. Ne

RU, MuHnucrepctBo 3apaBooxpaHeHuss Poccuiickoit  ®denepauuu.
YnonHOMO4YEHHas opraHuzanus: (eaepaabHOE TOCyJapCTBEHHOE OFOKETHOE
yupexaenre "Haydnpliii IEHTp 3KCIEPTU3BI CPECTB MEAUIIMHCKOTO TPUMEHEHUS"
Munucrepcrsa 3apaBooxpanenust Pocculickoit denepanuu

KJIaccu(UKATOp NpeJHA3HAYCH [UIS IPEACTABICHUS CBEICHUIT O BUIaX BTOPHYHBIX
(TIOTpeOHUTETHCKIX) YITAKOBOK JICKAPCTBEHHBIX CPEICTB C YKa3aHWEM CBEACHUH O
MaTepuajaXx W OCOOSHHOCTSX HM3TOTOBIICHUS BTOPHUYHBIX (IIOTPEOUTEIHCKUX)
YIOIaKOBOK JCKAapCTBCHHBIX CpeacTB

(1pu HEOOXOIUMOCTH)

HCTIONb3yeTcs MpH (POPMHUPOBAHUM TIPEICTABISIEMBIX CyOBEKTaMH OOparieHus
JIEKapCTBEHHBIX CPEICTB B TOCYJAapCTBEHHBIE OPraHbl IOCYAApCTB — YIIEHOB
EBpa3uiickoro 5KOHOMHUYECKOT0 CO03a JOKYMEHTOB, B TOM YHCJIE B OJIEKTPOHHOM
BUJE, NMPH OQOPMIICHUU pPe3yJbTATOB KOHTPOJsSL OOpAIIeHHUs JIEKapCTBEHHBIX
npenapaToB, a Takxke Juis obecredeHHs MH(OOPMAIMOHHOTO B3aUMOAEHCTBUS
MIpH peain3anuy oO0MHUX MPOLECCOB B paMKax EBpazmiickoro 5KOHOMHYECKOTo
cor3a

BTOpPHYHAsl YIaKOBKa, INOTpPeOUTENbCKas YIMAaKOBKA, BHENIHSS YIaKOBKa,
JICKapCTBEHHOE CPEJICTBO
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rOCyJapcTB — YJICHOB
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17 Merton cuctemaTuzanuu (4 - KOMOWHHPOBAHHBIU METO I KIaccCuPUKaUH
KITacCH()UKAITIH) B COOTBETCTBHUHU C METOJAUKOM cOrnacHo mpuiioxkeHuto Ne 1
KJacCU(PHUKATOP BeIeTCs B SIEKTPOHHOM BUIE

18 Meroaunka BeaeHUsS
B COOTBETCTBHUH C TIOPSTKOM COTJIACHO MPUIOKEHUIO No 2

CTPYKTypa H PpEKBU3WUTHBIH cocTaB kiaccudukaropa (coctaB mosei
19 Crpykrypa KIaccuukaTopa, 00JacTH WX 3HAYCHHH M MpaBuia (HOPMHUPOBAHMUS) TOJLKHBI
COOTBETCTBOBATH OMUCAHUIO COTJIACHO MPHUIOxKeHHI0 Ne 3

CTeneHs
20 kKOHOHUACHIMATBLHOCTH  CBEJCHUs KiacCu(UKATOPA OTHOCATCS K MH(POPMAIMU OTKPHITOrO TOCTYIa
JTAaHHBIX

VcranoBiieHHAs
21 mepuoIUYHOCTh eXEeMEeCSIYHO
epecMoTpa

22 Usmenenus —

Cchrlnka Ha
JeTaTU3UPOBAHHBIC
JETATU3UPOBAHHBIE CBEJEHUS W3 KiaccupukaTtopa TNPUBEIEHBI Ha
23 cBeeHUSA n3 .
UH(POPMAIIMOHHOM MopTajie EBpasuiickoro 3KOHOMHYECKOTO COK03a
CIIpaBOYHUKA (
knaccudukaropa)

Crioco6 mpezcTaBieHus

24 CBEJCHU us3 onyONIMKOBaHKE Ha HH(POPMALMOHHOM INopTane EBpasuiicKOro SKOHOMHYECKOT0
CIpaBOYHHUKA ( coroza
Kiaccupukaropa)

I[MTPMJIOXKEHUE Ne 1
K IacTopTy Kiaccupukaropa
BHUJIOB BTOPHYHBIX
(OTPEeOHUTENBCKUX) YITAKOBOK
JIEKapCTBEHHBIX CPEACTB

METOJIVKA

KJIacCH(pUKanvy U KOTUpOBaHWUA HHPOpMaIuy Ki1acCU(PUKATOPa BUOB BTOPHIHEBIX (
NOTPEOHTENIHCKHUX) YIIAKOBOK JICKAPCTBEHHBIX CPEJICTB



I. OOnIMe moJIOXKEHU

1. Hacrosimass Metonuka pa3zpaboTaHa B COOTBETCTBUU CO CIEIYIOINIUMH aKTaMHU,
BXOJIAIIMMU B MPaBo EBpa3uiickoro 5KOHOMUYECKOTO coto3a (nanee — Coro3):

Pemenne Komnerun EBpasuiickoil 3xoHOMUUECKO Komuccuu OT 17 Hosi0pst 2015 1. Ne
155 "O enuHOW cuUCTEeME€ HOPMAaTHUBHO-CIpaBOYHOW uHGOpManuu EBpasuiickoro
SKOHOMHYECKOTO COr03a";

Pemienune Komnernu EBpasuiickoii 5koHOMUYECKON KoMHUCcCUU OT 25 okTs1i0pst 2016 r. Neo
122 "O TEexXHOJIOTMYECKHUX [JOKyMEHTaX, peTJIaMeHTUPYIOIIUX HWHOOPMAIIMOHHOE
B3aMMOJICHCTBUE NpPU peaJIH3alUU CPEICTBAMU HHTETPUPOBAHHOW HHPOPMALMOHHON
CUCTEMBI BHEIIIHEW M B3aUMHOUN TOProBiu o61iero mpoiecca "dopmupoBanue, BeIeHUE U
UCIIOJIb30BAHUE €IMHOTO peecTpa 3aperMCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEJCTB
EBpa3uiickoro 3k0HOMHUYECKOro cor3a';

Pemenue Coera EBpasuiickoil s3koHOMUYecKoi kKoMuccuu oT 3 HosiOpsa 2016 1. Ne 78 "O
[IpaBmiiax perucTpanvi M SKCHEPTU3bI JIEKAPCTBEHHBIX CPEJACTB ISl MEIULIMHCKOIO
NPUMEHEHHUS

Pemennie Komnnerun EBpa3zuiickoit 3xoHoMuueckoit komuccuut ot 30 utonst 2017 r. Ne 79 "
O TpebOoBaHUSIX K DJIEKTPOHHOMY BUY 3asBIICHUN U IOKYMEHTOB PETUCTPAIMOHHOTO J0ChHE,
MPEJCTABISIEMBIX TPU OCYIIECTBIECHHH PETUCTPAllMM M SKCHEPTU3bl JIEKapCTBEHHBIX
npenapaToB JIsi MEAUIIMHCKOTO TPUMEHEHUS "

Pewmenune Konnerun EBpasuiickoit 3xoHOMHueckoil komuccuu ot 19 centsiops 2017 r. Ne
121 "O6 yTBepxkaeHnn Metoaomorun pa3pabOTKH, BEJIEHUS U PUMEHEHHUS CTIPABOYHUKOB U
KJIaCCU(PHUKATOPOB, BXOJAIIUX B COCTAB PECYPCOB €IMHON CUCTEMbI HOPMATUBHO-CIPABOYHOM
uHpopmarmu EBpa3uiickoro 5KOHOMUYECKOTO Coro3a'.

I1. O6nacTs MpEMEHEHUS

2. Hacrosmas Metoauka pa3paboTaHa B IEIX ACTaln3allMu ONMMCAHUS U ONIpeIeTICHUS
cnenuUKy MPUMEHEHHUs] MeToa KJIacCU(PUKALMK U METOJa KOJUPOBAHUs, MPUMEHSIEMBIX
npu pa3pabOTKe M BEIECHHUM KiIacCHUPUKaTOopa BUAOB BTOPUYHBIX (IIOTPEOUTEIHCKHUX)
yHaKOBOK JIEKapCTBEHHBIX CPEACTB (J1ajiee — KiaccudukarTop).

3. Hacrosimass Meroauka npuMeHsI€TCs ONepaTopoM KiaccudukaTropa Npyu BHECEHUU B
HETo CBEJICHHI O BHJIE€ BTOPUYHOM (MOTPEOUTENHCKOM) YIIAaKOBKH JICKAPCTBEHHOTO CPE/ICTBA,
MPUMEHSAEMOM MTPU POU3BOJICTBE JICKAPCTBEHHBIX MPENApaTOB, TOMYIIEHHBIX K 00palIEHUIO
B pamkax Coro3a.

III. OcHOBHEBIE IOHATHA

4. Ins nenedt Hacrosmed MeTOAUMKH HCHOJB3YIOTCS MOHITHUS, KOTOPbIE O3HAYAIOT
cleyroniee:



"MoauduKkamus BUgAa BTOPUYHOUN (MOTPEOUTETHCKOI) YMAKOBKH JIEKAPCTBEHHOTO
cpencTBa" — ONUCAHHWE JIOMOJHUTENIBHBIX CBOWCTB OCHOBHOIO BHJAa BTOPUYHOU (
NOTPEOUTETHCKOM) YITAKOBKH JIEKAPCTBEHHOTO CPE/ICTBA;

"Monudukanus MaTepualna, HCHOJb3yeMOro sl U3TOTOBJIEHUS BTOPUYHOM (
MOTPEOUTENIbCKOM) YINAKOBKU JIEKAPCTBEHHOT'O CPEACTBA" — ONHMCAHUE JTONMOJHHUTEIbHBIX
CBOMCTB Marepuasia, CyIIECTBEHHBIX JJIi M3TOTOBJICHUS BTOPUYHOU (MOTPEOUTEIHCKON)
YIAKOBKHU JIEKAPCTBEHHOI'O CPEJICTBA, B TOM YHUCIJIE CIELUAIBHBIX TEXHOJIOTMI 00padOTKH
Marepuania;

"OCHOBHOM BUJ BTOPUYHOMU (MMOTPEOUTENHCKOI) YIIAKOBKHU JIEKAPCTBEHHOTO CpeacTBa” —
BHUJI BTOPUYHOU (MOTPEOUTEIHCKON) YIAaKOBKHM JIEKAPCTBEHHOT'O CpeACTBa 0e3 yuera ee
KOHCTPYKTHUBHBIX OCOOEHHOCTEH.

WHble MOHATHS, UCMIOJb3yEMbIE B HacTOsAIIe MeToauke, MPUMEHSAIOTCS B 3HAUYCHUSX,
ONpeNieNIeHHbIX akTaMu EBpa3uiickoil SKOHOMHYECKOW KOMHCCUMU B cdepe oOpamieHus
JIEKAPCTBEHHBIX CPEJCTB, a TAKKE KACAIOUIUMUCA CO3/IaHMS M PA3BUTHSI MHTETPUPOBAHHOMN
nH(popMaloHHo cuctembl Coro3a.

IV. Merop knaccudukammm

5. Buasl BTOpUUYHBIX (MOTPEOUTENHCKUX) YMAKOBOK JEKAPCTBEHHBIX CPENICTB
KITACCU(PUITUPYIOTCS B COOTBETCTBHH CO CIEAYIOIUMU MPU3HAKAMH:

a) OCHOBHOU BHUJ] BTOPUYHOM (MTOTPEOUTETHCKOM) YITaKOBKHU JIEKAPCTBEHHOTO CPEJNICTBA;
0) maTtepuan, U3 KOTOPOTO M3TOTOBJIEHA BTOpHYHAs (MOTpeOUTENbCKas) YIMaKOBKa
JIEKapCTBEHHOT'O CPE/ICTBA.

6. Kaxmas monudukanus BuAa BTOPUYHOU (MOTPEOUTENBCKON) YHAKOBKHU
JIEKapCTBEHHOTO CPEJICTBA KIaCCU(ULIMPYETCS B COOTBETCTBUH C MPU3HAKAMU, YKa3aHHBIMU B
NyHKTe 5 HacTosmei MeToauKu, W MpEeNCTaBiseTcs B BHUJE OTACIbHON MO3WLHUHU B
KJaccudukaTope.

7. CBenenusi 00 OCHOBHBIX BHJIaX BTOPUYHOU (TOTPEOUTENHCKOM) yMaKOBKHU
JIEKaPCTBEHHOTO CPEJICTBA CUCTEMATH3UPYIOTCS ITyTEM MPUMEHEHHS TIOPSAKOBOTO METOAA 110
anpaBUTHOMY MPUHIIMIY M yKa3bIBAIOTCS B COOTBETCTBHUU CO CIPABOYHHUKOM OCHOBHBIX
BUJIOB BTOPUYHBIX (MOTPEOUTENHCKUX) YIAKOBOK JIEKAPCTBEHHBIX CPEACTB (manee —
CIIPaBOYHUK).

8. Marepuainbl, U3 KOTOPbIX U3TOTaBIMBAETCA BTOpUYHAsA (MOTPEOUTENbCKAS) YITaKOBKA
JIEKapCTBEHHOTO CPEJICTBA, KIACCH(PHUIIMPYIOTCS IO BUJIaM U YKa3bIBAIOTCS B COOTBETCTBUU C
KJIaCCU(PUKATOPOM MaTEpUaNIOB, HCIOIb3YEMbIX [IJI1 H3TOTOBICHHUS BTOPUYHBIX (
MOTPEOUTENHCKHUX ) YIIAKOBOK JICKAPCTBEHHBIX CPECTB (fanee — KiaccuuKaTop MaTepraioB)

9. Ins onucanusi KOMOMHALIMI MaTEPUAIIOB, UCTIOIb3YEMBIX JJIsl U3TOTOBJICHUS! OAHOU U
TOW JK€ YNAKOBKM JIEKAPCTBEHHOTO CPEACTBA, BBOAATCSA OTIEJIbHBIE IMO3ULIMHU



KJ1accurKaTOpa MaTEPHAIOB, B KOTOPBIX YKa3bIBAIOTCS CCHUIKMA HAa MaTEPHAIIbl, BXOIAIIUE B
ATy KOMOHWHAIIHIO.

V. Meroasl KoaqupOBaHHAA

1. Meroa xoaqupoBaHUA I KIACCH(HUKATOPa MATEPHAJIOB

10. KogoBoe 0003HaueHHEe Marepuana BTOPUYHOUN (MOTPEOUTENHCKOI) yHMaKOBKH
JIEKapCTBEHHOTO CpeACTBa (POPMUPYETCS MyTEM MIPUMEHEHUST CEPUNHO-TIOPSAIKOBOIO METOAA
C UCTIOJIb30BaHMeM apadckux 1udp. JmuHa Koga cocTaBiseT 5 3HAKOB.

[lepBbie 3 3HaKa KoJla MaTepuaia UCHOIb3YIOTCS JJI1 0003HAUCHHs MaTepualia 6e3 yyeTa
MOIU(PUKAIIUA MaTepPUAIOB, HCIOJIb3YEeMBIX JJIi HW3TOTOBJICHUS BTOPUYHOU  (
NOTPEOUTENBCKON) YIIAKOBKH JIEKAPCTBEHHOTO CPEJICTRA.

[Tocneanue 2 3Haka KoAa Marepuala UCMOJb3YIOTCA 11 0003HAUYECHHS] MaTepuala ¢
y4eTOM MOJU(PUKAIMA MaTepHUAIOB, HCMOJB3YEMbIX [Jii HW3TOTOBJICHUS BTOPUYHOU (
MOTPEOUTENHCKON) YITAaKOBKH JIEKAPCTBEHHOTO CPEJICTRA.

s maTepuanioB, He OOJAJAIOMIUX JOMOTHUTEILHBIMUA CBOMCTBAMU, pa3psiabl Koja
Marepualia, COOTBETCTBYIOIINE HOMEPY MOIU(PUKAINKN, 0003HAYAOTCS HYJISIMH.

11. IIpu komMpOBaHUY MO3UIHN KIacCU(DUKATOPA MATEPUATIOB UCIIONIB3YETCS mar 5 mjs
o0o03HaueHuss MarepuaioB 0e3 yuera MoAMGPUKAIMUA MaTEpUaJIOB, HCIOJIB3YEMbIX IS
M3TOTOBJICHUS] BTOPUYHOU (MMOTPEOUTENBCKON) YIIAKOBKH JIGKAPCTBEHHOTO CPEACTBA, U mar 1
JUIsl 0003HAYEHUSI MAaTEPHAIOB C YYE€TOM MOJU(HUKAIUKA MaTEepUaIOB, UCIOIb3YEMbIX IS
M3TOTOBJICHUS] BTOPUYHOU (ITOTPEOUTENHCKON) YIAKOBKHU JIEKAPCTBEHHOTO CPEJICTBA.

12. JlomycTuMasi eMKOCTh KilaccudukaTopa MaTepralioB cocTaBisieT 99 999 mozurmii.

Pe3epBHas eMKOCTh KiaccupukaTopa MaTepuanoB cocTaBisgeT 99 968 mo3unuii.

2. Meron xoaupoOBaHAA I CIIPAaBOYHHKA

13. KogoBoe 0603HaueHME OCHOBHOI'O BHU/1a BTOPUYHOM (MOTPEOUTENHCKOM) yIaKOBKU
JIEKapCTBEHHOI'0 CpeAcTBa (PopMUpYyeTCsl MyTeM NPUMEHEHHS IMOPSIAKOBOIO METONa C
UCIOJIb30BaHuEeM apabckux uudp. JnrmHa koaa cocrasnsier 3 3Haka. [lo3unmu cnpaBoyHMKa
CHUCTEMAaTU3HUPYIOTCS MO ai)aBUTHOMY MIPHUHIIUITY.

14. Ilpu koIMpoOBaHUM MO3UIMI CIIPABOYHUKA UCTIOIB3YETCS IIar 5.
15. JlomycTrMasi EMKOCTh CIIPABOYHUKA COCTaBISET 999 nmo3uiui.
Pe3epBHas eMKOCTh CIpaBOYHHMKA COCTABIISIET 969 mo3uLIniA.

3. Meroa xomupoBaHuA IJ11 KIaccuukaropa

16. Kaxxno#t nmo3unuu kiaccudukaropa mprucBauBaeTcs 2 Koja: KiIacCu(PpUKAIMOHHbBIN U
TEXHOJIOTUYECKUM.



17. TexHonmorMYECKHU1 KOJI MO3UIIUK KJIacCU(PUKATOpa MPECTaBIAEeT cOO0H 1udpoBoit
KOJI, KOTOPBIA PopMHUpyETCS MyTeM MPUMEHEHUSI MOPSIKOBOTO METO/a C Iarom 1.

18. KnaccudukarmoHHBIA KOJ MO3MIMH Kjaccupukaropa (GOpMHUpPYETCS ¢
UCITIOJIb30BaHuEM apadckux nuudp. Jnuna kona cocrasinser 10 3HaKOB.

19. CtpykTrypa kiacCHPUKAIMOHHOTO KOJa KJaccupUKaTOopa HUMEET BUJ:
KKKMMMMMXX, rae paspsaasl KKK cooTBeTCTBYIOT OCHOBHOMY BUJY BTOPHYHOM (
MOTPEOUTETHCKON) YIIAKOBKU JIEKAPCTBEHHOTO CPEACTBA IO CHPABOYHUKY, pPa3psibl
MMMMM Cco0TBETCTBYIOT KOJIy MaTepuaia mo KiaccudukaTopy MaTepHasioB, pa3psaabl XX
HCTIOJIB3YIOTCA 11 0003HAuYeHUs MOJIU(PUKALIMKM BUJAa BTOPUYHON (MOTPEOUTETHCKOMN)
YIAKOBKU JIEKAPCTBEHHOTO CPEACTBA U (POPMUPYIOTCS MYTEM MPUMEHEHHUS MOPSIKOBOTO
METO/Ia C IaroM 1 ¢ yueToM 04epeTHOCTH BKIIFOUCHHS TTO3UIIMM B KJIacCU(UKATOP.

20. lomycTMasi eMKOCTh Kiaccu(ukaTopa mo KiIacCu(uKarmoHHOMY KOy COCTaBIseT 9
999 999 999 no3unuii, Mo TEXHOJIOTUYECKOMY — 999 no3unmii.

21. Pe3epBHast eMKOCTb KjaccU(HUKaTOpa MO KIACCU(PUKALIMOHHOMY KOIY COCTABIISIET 9
999 999 661 no3unuio, MO TEXHOJOTMYECKOMY — 661 TTO3UITHIO.

IMMPUJIOXKEHUE Ne 2
K [acIopTy KiaccudukaTopa
BUJIOB BTOPHYHBIX
(TIOTpeOUTENBCKHX) YITAKOBOK
JIeKapCTBEHHBIX CPEACTB

IMOPAIOK
BEICHAA KiIacCH(pHUKaTOpa BUIOB BTOPHIHEBIX (IIOTPEOUTEILCKIX) YIIAKOBOK
JIEKapCTBEHHBIX CPEICTB

I. OOmue moyoxeHus

1. Hacrosmumii [lopsimok pa3pa®oTaH B COOTBETCTBUU CO CIEAYIOUIMMH aKTaMU,
BXOJISILMMH B IpaBo EBpa3uiickoro 3KOHOMUYECKOro coro3a (nanee — Coro3):

Pemenune Komneruu EBpasutickoii s3xoHOMIYeCKO kKomuccuu oT 17 HosiOpst 2015 1. Ne
155 "O eaguHOW cucCTEME HOPMATUBHO-CIpaBOYHOW uHPopMauuu EBpasuiickoro
SKOHOMHMYECKOT'0 cor03a";

Pemenue Komnernn EBpazuiickoil 5xoHOMHUYECKOU KOMUCCUU OT 25 okTsi0pst 2016 r. No
122 "O TexXHONOTUYECKUX JOKYMEHTAX, PpETIAMEHTHPYIONIUX HWH(QOpMaIMOHHOE
B3aUMOJICHCTBUE TPU pealM3alUd CpPEJICTBAMU HWHTETPUPOBAHHONW HHPOPMAIMOHHON
CHUCTEMbI BHEIIIHEH W B3aMMHOW TOProBiH oOmiero mporecca "dopMupoBanue, BEASHUE U
UCIIOJIb30BAHUE €JMHOI0 PEECcCTpa 3apEeTUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB
EBpa3uiickoro 3K0HOMHUYECKOro cor3a';



Pemenue Coera EBpasuiickoit sxkoHOMUYeCKoi Komuccuu oT 3 Hosiops 2016 . Ne 78 "O
[IpaBunax perucTtpanv U SKCHEPTU3bl JIEKAPCTBEHHBIX CPEJICTB ISl MEIULMHCKOIO
MpUMEHEHUS";

Pewmrenne Komnernn EBpazuniickoit 3xoHoMuueckoit komuccnu ot 30 utonst 2017 r. Ne 79 "
O TpeOoBaHUSX K JIEKTPOHHOMY BUAY 3asBJICHUN U TOKYMEHTOB PETHCTPALIMOHHOTO J0CHE,
OPEACTABIAEMBIX IPU OCYIIECTBICHUHM PErUCTPAllMM M OSKCIEPTU3bl JIEKAPCTBEHHBIX
IIpEnapaToB JUIsl MEAULUHCKOTO MPUMEHEHUS " ;

Pemenue Komnerun EBpasuiickoit axoHoMuueckoit komuccuu ot 19 centsiops 2017 r. Ne
121 "O0 yTBepxkaeHnr MeToao10Tuu pa3pabOTKU, BEIEHUS U IPUMEHEHHUS CIIPAaBOYHUKOB U
KJIAaCCU(PUKATOPOB, BXOASIIUX B COCTaB PECYPCOB €IMHOM CUCTEMbl HOPMAaTHBHO-CIIPABOYHOI
uHpopmarmu EBpa3zuiickoro 3KOHOMUYECKOT0 coro3a'.

II. O6macTh mpUMEHEHUA

2. Hacrosimumii Tlopsanok ompezaenseT npouenypbl BeISHHUs KilaccuPuKaTopa BUJIOB
BTOPHUYHBIX (MIOTPEOUTETHCKIX) YIIAKOBOK JICKAPCTBEHHBIX CPEACTB (Hajiee — KiracCuPpuKaTop
3. Hacrosmuii [lopsaok npumMeHseTcss pU BHECEHUN U3MEHEHNUN B IETAIN3UPOBAHHBIC
CBeJIeHUS KilaccudukaTopa.

III. OcHOBHEBIE IOHATHA

4. Tlonstus, ucnoyib3yeMmble B HacTosieM [lopske, TpUMEHSIOTCS B 3HAUCHUSX,
onpeneneHHbix CorjameHWeM O eIWHBIX NPUHIMIAX W MpaBWiIaX oOpameHus
JIEKapCTBEHHBIX CPEJCTB B paMKax EBpa3uiicKOro SKOHOMHYECKOTO COI03a OT 23 mexadps
2014 rona u aktamu EBpasutickoit skoHoMH4eckor komuccuu (nanee — Komuccusi) B cdepe
oOpaieHnsi JIGKApCTBEHHBIX CPENCTB, a TAaK)KE KAaCAIOMHUMUCA CO3JaHUS U Pa3BUTHUA
MHTETpUPOBaHHON WHPOpMaIMOHHOH crcTeMbl Coro3a.

IV. IlpuHiuis! Beneans KiaccupukaTopa

5. O6beKTOM KiaccHu(UKAIUK SBISIOTCS CBEICHUS O BTOPUYHBIX (MTOTPEOUTEITbCKUX )
YIaKOBKax JIEKAPCTBEHHBIX CPENICTB, KOTOPHIE YKA3bIBAIOTCS B PETHCTPAIIMOHHBIX JOCHE
JIEKapCTBEHHBIX CPECTB.

6. B3anmogeiicTBue oneparopa KiacCH(pUKaTOpa C aIMUHUCTPATOPOM OCYIIIECTBIISIETCS B
COOTBETCTBHH C JOTOBOPOM MEXKy HUMH (J]aJiee — JI0TOBOP).

7. OTBETCTBEHHOCTh OTepaTopa Kiaccupukaropa U aJIMUHHUCTpATOpa OMpeaesieTcs

aKTaMu, BXOASIUMH B paBo Coro3a, a TakKe TOTOBOPOM.



8. IlepBuuHOE HamoOJIHEHUE KIacCU(pUKaTOpa BhINOIHSAETCS 1 pa3 mocie BCTYIIIEHUS B
cuny Pemenus Komnnernn EBpasuiickoit skoHoMuueckor komuccuu oT 15 ssuBaps 2019 r. No
6.

9. Cpox BBINOJHEHUS] MEPONPUATUHN MO MEPBUYHOMY HAMOJHEHUIO KiaccudUKaTopa
OIIPENENSIETCS YCIOBUSAMHU JOTOBOPA.

10. CBeneHust 1715l IEPBUYHOTO HAMOJIHEHUs KiaccupuKkaTopa rnepesarTcs oneparopoM
KJ1accupukKaTopa aJMUHUCTPATOPY B COOTBETCTBUM C NMyHKTamMu 18 — 25 Hacrosmiero
[Topsinka.

11. ITo3unuu knaccudukaTopa, He KCIOJIb30BAHHBIE B TEYEHHE 5 JeT sl GOPMUPOBAHUS
CBEJICHUI O PErMCTPALMOHHBIX yIOCTOBEPEHUIX JIEKAPCTBEHHBIX MPENApPaTOB, BKIOYEHHBIX
B €JIMHBIA PEECTp 3apEruCTPUPOBAHHBIX JEKAPCTBEHHBIX cpeAcTB Coro3a, NOJKHBI OBITH
OTMEUYEHBI KaK HEJIEHCTBYIOIIKE (C YKa3aHUEM JaThl OKOHYAHUS UX JEHCTBHUSA).

12. B cnydae oTCyTCTBUSI HEOOXOIUMBIX CBEJEHUM B KiaccuuKaTtope 3asiBUTEIb,
MOJAIONIUNA B YIIOJIHOMOYEHHBIN OpraH (OpraHu3aiuio) rocyaapcra — uieHna Corosa (naiee —
YIOJTHOMOYEHHBIM OpraH (OopraHu3aius)) 3asBICHHE O BBINOJHEHUHU MPOILEAYD,
npeaycMoTpeHHbIX [IpaBunamMu peructpanuu M SKCIEPTU3bl JIEKAPCTBEHHBIX CPEACTB s
MEIULIMHCKOTO MNpUMEHEHUs, yTBepxkIeHHbIMH Pemenuem CoBera EBpasuiickoil
SKOHOMHUYECKOW Komuccuu oT 3 HosiOpst 2016 1. Ne 78, moimkeH MpenocTaBUTh OMHCAHUE
npeayiaraeMol HOBOUM MO3UIMK B cBOOOAHOU (opme. CBeneHHs O TpeayiaraeMbIX HOBBIX
NO3UILIMSAX TEpPelaloTCa OoNepaTopy KiaccupuKaTopa YHOJHOMOUYEHHBIMH OpraHamMu (
OpraHu3alusMH) pePEepeHTHOTO TOCYAapCTBa, OCYIIECTBISIIOUIMMUA PETUCTPALIUIO
JIEKapCTBEHHOTO Ipernapara.

13. Obpaiienue aull, He SBISIONIUXCS YIIOJTHOMOUYCHHBIMU OpraHaMu (OpraHu3alusimMu),
HaANpsSMYIO K OIepaTopy Kiaccudukaropa 1o Bopocy U3MEHEHHs MO3ULUN KilacCupuKaTopa
HE JOIMYCKAETCs.

14. Pemienre 0 BO3MOXHOCTH BKJIFOYEHHUS, U3MEHEHUS U UCKIIFOYEHUS OTIEIbHBIX
MO3ULIUNA KJIaccupuKaTopa NPUHUMAETCSA YIIOTHOMOYEHHBIMU OpraHaMu (OpraHu3aiusiMu) u
Komuccuen.

15. Axrtyanusanus cBeleHUN KiacCU(PUKATOpPA BBIMOJHAETCS ONEpPaTOPOM
KinaccudukaTopa TMPU BBHIABICHUU HOBBIX OOBEKTOB KIacCUPUKAMU U (WIU) MpH
HEO0OXOIMMOCTH U3MEHEHHS YK€ BKIIFOUCHHBIX B KJacCUpUKATOp CBEACHUI He pexe 1 pa3a B
MECHL.

16. UndopmupoBanue noap3oBareneil kiaccudukaTopa, a TakKe YINOTHOMOYEHHBIX
OpraHoB (opranu3zainuii) 00 W3MEHEHHUSX, BHECEHHbIX B KJIacCU(UKATOP, OCYLIECTBISAETCS
cpenctBamu nHGpopMannoHHOTo nopTtaia Coro3a 1o ¢hakty onyO0IMKOBaHUS U3MEHEHUH.

17. I3meHeHus1, CBA3aHHBIE C KOPPEKTUPOBKOW HANMCAHUS HAMMEHOBAHUN BUJOB
BTOPUYHBIX (MOTPEOUTEIBCKUX) YMAaKOBOK JIEKAPCTBEHHBIX CPEACTB, W (WJIU) HHBIC
U3MEHEHHUS], HE MOAPa3yMEBAIOIINE U3MEHEHUS KOJIa MO3ULIHUKM BBUAY MEPEOINPEICICHUS €€
KJIaCCU(UKAUUOHHBIX TPU3HAKOB, CUUTAIOTCA TEXHUYECKHMH, BHOCSTCS OIEPATOPOM



KJ1acCU(pUKaTopa Mo OOpAIEHUIO BBISIBUBIIETO HECOOTBETCTBUE YIIOJIHOMOUYEHHOTO opraHa (
OpraHM3alii) U MEepeaaroTcsl aJAMUHUCTPATOPY B COOTBETCTBUM C NyHKTamu 18 — 25
Hacrosiero [Topsiika B TedeHue 5 pabounx JHEH CO JTHS TOTYyYESHHS TAKOTO oOparieHus 6e3
COTJIACOBAHUS C YIIOJHOMOYCHHBIMHU OpraHaMu (opranuzanusMu) u Komuccueit.

IIpaBuna nmepefaqn CBEAESHU OT omeparopa Kiaccu(puKaropa aAMUHUCTPATOPY

18. CBenenust u3 kiaccupukatropa, a Takxke KiaccupukKatopa MaTepHUalioOB,
HCTHOJB3YEMbIX I U3TOTOBIICHUS YMAaKOBOK JIEKAPCTBEHHBIX CPEACTB (nainee —
KJIacCCU(PUKATOp MaTepuanoB), M CIPABOYHHKA OCHOBHBIX BHJOB BTOPUYHBIX (
MOTPEOUTENBCKUX) YIAKOBOK JIEKAPCTBEHHBIX CPEICTB (Jajee — CHOPaBOYHUK)
MOATOTABIMBAIOTCS OMEPATOPOM KJacCU(UKATOpa U MPEACTABIAIOTCS aJIMHUHUCTPATOPY B
cooTBeTcTBUU C OmnucaHWeM CTPYKTYypbl Kjaccudukatopa BHUJIOB BTOPUUYHBIX (
MOTPEOUTENHCKIX) YMAKOBOK JIEKAPCTBEHHBIX CpeACTB (mpuioxkeHue Ne 3 K macmopry
KJ1accupuKaTopa BUJ0B BTOPUUHBIX (TOTPEOUTENILCKUX) YIIAKOBOK JIGKAPCTBEHHBIX CPEJICTB,
yTBepxkaeHHOMY Pemenunem Komnernn EBpasmiickoli 3KOHOMHUYECKOM KOMHCCHM OT 15
saBaps 2019 r. Ne 6) (nanee — Onucanue) B BUJEC OJHOTO WJIM HECKOJBKUX CIEAYIOIIUX
XML-10KyMeHTOB:

a) daiin, coaepkaluii CBEJCHU O BUAaX BTOPUUYHBIX (OTPEOUTENHCKUX) YITAKOBOK
JIEKapCTBEHHBIX CPECTB, (POPMUPYEMBI B COOTBETCTBUU CO CTPYKTYpPOU COTJIACHO TaOIuUIIe
1 Onucanus;

0) daitn, comepxaluii CBEJEHUS O MaTepuaiax, UCIOJb3yEeMbIX JJIsI U3TOTOBICHUS
YIAaKOBOK JIEKAPCTBEHHBIX CPEJICTB, (HOPMUPYEMBI B COOTBETCTBUU CO CTPYKTYPOH COTIIACHO
tabauie 2 Onucanus;

B) (baitn, comepxanuii cBeieHUs: 00 OCHOBHBIX BUAaX BTOPUYHBIX (OTPEOUTEITHCKUX )
yMaKOBOK JIEKAPCTBEHHBIX CPEJCTB, (GOPMHUPYEMBIl B COOTBETCTBUU CO CTPYKTYpPOM COTIIACHO
tabnuue 3 Onucanus.

19. daiinel, ykazanHeie B noamyHkrax "0" u "B" mynkra 18 nHactosimero [lopsnka,
MPEJICTABIISIIOTCS  OMEPaTOpoM KJIaccuPuKaTtopa aIMUHUCTPATOPY JJIsi TMEPBUYHOTO
HAIOJIHEHMSI KJlaccu(duKaTopa, a TakKe B CIydae HaJU4Hs U3MEHEHHI B JIETaTU3UPOBAHHBIX
CBEJICHMIX Kiaccudukaropa, Kjaaccudukaropa MaTepuaaoB U CIIpaBOYHUKA.

20. B cmywyae moOaBieHHs] HOBBIX MO3UWIMKA B KiaccudukaTop, KiaccupukaTop
MaTEpHAJIOB UM CIIPABOYHHUK B COOTBETCTBYIOMUM XML-TOKyMEHT JOJIKHBI OBbITH BHECEHBI
CBEJICHUSI O HOBOM MO3UILIMM C YKa3aHUEM JaThl Hauaja ee JeilcTBUs (0€3 yKa3aHUs JaThl
okoHYaHusl newcTBus). [Ipu GpopMupoBaHUM CBENEHUI O HOBOW JEHCTBYIOIIEH MO3UIIUU
Kiaccudukaropa, Kiaccudukaropa MaTepualioB UM CIPAaBOYHMKA €€ KOJ (popMupyercs B
COOTBETCTBUU C TMOJOKEHUSIMU MeToauku KiaccupuKaul U KOAUpoBaHUsT MHGOpMAIUU
KJ1accupuKaTopa BUOB BTOPUYHBIX (MOTPEOUTENBCKUX) YIIAaKOBOK JIEKAPCTBEHHBIX CPEJICTB (
npuinoxkenre Ne 1 Kk macmopTy kiaccupukKaTopa BHIIOB BTOPUYHBIX (IMIOTPEOUTEITHCKUX)



YIIAKOBOK JIEKAPCTBEHHBIX CPEACTB, yTBEpkAeHHOMY Pemenuem Koiuternu EBpazuiickon
AKOHOMMYECKOUN KoMuccuu ot 15 ssuBaps 2019 r. Ne 6).

Jlist hopmupoBaHUsl KOJOB MO3UIIMNA Kilaccu(PUKaTopa HE TOMyCKAaeTCs UCIIOIh30BAHUE
KOJIOB BBIBEJICHHBIX W3 JICUCTBUS MO3UIMN KiIacCU(UKATOpA MATEPUAJIOB M CIIPABOYHHKA.

21. Tlpu BHeceHMM W3MEHCHHWH B CBeAcHUS KiaccudukaTopa, Kiaccudpukaropa
MarepuagoB WIM CIpaBOYHUKAa B XML-10OKyMEHT BKIIFOYAKOTCSI CBEACHUS O ACUCTBYIOLIEH
MO3UIMU C YKAa3aHUEM JIaThl OKOHYAHUS €€ JCHCTBUS, a TaKXKE€ HOBAs PEAAKIMs MO3UILINH C
yKa3aHHWEM JIaThl Hauaja ee AeicTBus (0e3 yKa3aHus JaThl OKOHYAHUS JSHCTBUS).

22. ITpu HEOOXOAMMOCTH UCKITIOUCHHS CBEACHUN U3 KiaccudukaTopa, Kiaccupukaropa
MATEPUAIIOB WM CrpaBOYHUKA B XML-10KyMEHT BKIIIOUAKOTCS CBEACHHS O JECUCTBYIOLIEH
MTO3UIINY C YKa3aHUEM JIaThl OKOHYAHUS €€ JCHCTBHUS.

23. Omepatop kiaccupukKaTopa HAMpaBILET ATMHHUCTPATOPY MTOKYMEHTHI,
npeaycMOTpeHHbIE MyHKTOM 18 Hactosmero [lopsiaka, cogepkaiine akTyaabHbIE HA MOMEHT
nepeavyu AeTaIN3MpPOBaHHbIE CBEICHUS U3 Kilaccupukaropa, kinaccudukaropa MaTepuaioB
WM CIIPAaBOYHUKA.

24. ADMUHHCTPATOP MOATBEPKIAET MOJYYEHUE U YCHEHYI0 00pabOTKy CBEAEHUM
MyTEM HampaBJeHUsS omepaTopy Kiaccudukaropa MpoTOKoda 0OpabOTKH TMOTYyYEHHBIX
CBEJICHUN Ha PYCCKOM s3bIke. B ciydae OTCyTCTBHS OMIMOOK aIMUHHUCTPATOpP MPUHUMAET
MpECTaBICHHBIE CBEICHUS U obOecrneunBaeT WX OMyOJWKOBaHWE Ha WH(POPMAITMOHHOM
nopraie Coro3a He no3Hee 3 pabounx JAHEH CO JAHS MOTYUYEHUS.

25. B cayuae ecnu B MPOTOKOJIE 0OOPaOOTKU COACPKHUTCS OMHCAHUE OLUIMOOK, OMepaTop
KiaccupukaTopa yCTpaHSeT OIIMOKM U TOBTOPSIET MpollecC Mepeayd JT0KYMEHTOB,
COJIep KallliX CBEICHUS U3 KiIaccudukaropa, kiiaccupukaTopa MaTepralioB WIIM CIIPABOYHHKA
, AIMUHUCTPATOPY.

V. Meponpuarus, HeoOxoauMble 1)1 BeACHHA Kiaccu(ukaropa

1. [Tepeuenb MeponpUsATHIL
26. Jlns BeieHUs Ki1acCU(PUKATOPa PEANU3YIOTCS CIEAYIOINE MEPOTIPUSATHUSA:

a) MOJIrOTOBKA YIIOJTHOMOYEHHBIMU OpraHaMu (OpraHu3alusMM) 3asBKU Ha BKJIIOUYEHUE
HOBBIX MO3UIMN WJIM HA BHECEHUE U3MEHEHUM B KiaccudukaTop, ohopmiisiemoil o gopme,
npeaycMoTpernHon npunoxkenueMm Ne 3 k Metoionoruu pa3paboTKu, BEJEHUS U PUMEHEHUS
CIIPAaBOYHUKOB M KJIAaCCHU(UKATOPOB, BXOSIIMX B COCTAB PECYpCOB E€IUHOW CUCTEMBbI
HOPMAaTHUBHO-CIIPAaBOYHOM HH(poOpManuu EBpa3uiickoro 53KOHOMHYECKOTO COH03a,
yTBepxkaAeHHOW Pemenuem Komnernu EBpasuiickoli SKOHOMHUYECKONW KOMHCCHHM OT 19
ceHTa0pst 2017 r. Ne 121 (nanee — 3asBKa);

0) MOATOTOBKA OMEPATOPOM KitaccupUKaTOpa MPOEKTa U3MEHEHUN JeTAIM3NPOBAHHBIX
CBeJIeHMH Kiaccudukaropa (jajiee — MpoeKT U3MEHEHH) ¢ YIETOM MOCTYIHBIITUX 3aBOK;



B) PaCCMOTPEHUE MPOEKTa U3BMEHEHUW YIIOJTHOMOUYEHHBIMU OpraHaMy (OpraHu3alusiMK) U
Komuccueii;

T) YperyJupoBaHHE pa3HOTIIACHIA;

1) BHECEHHE ONEPATOPOM KilacCU(PUKAaTOpa U3MEHEHUHN B JI€TATU3UPOBAHHBIE CBEICHMUS
KJ1accu(puKaTopa.

2. [loaroroBka ynoJHOMOYEHHBIMU OpraHamMu (OpraHU3aIUsIMU) 3aBKU

27. Ananu3 3asBIICHUH, NTOJAHHBIX B COOTBETCTBUM C [IpaBunamu perucrpanuu u
AKCHEPTU3BI JIEKAPCTBEHHBIX CPEACTB I MEAMIMHCKOTO NMPUMEHEHHUS, YTBEPKIACHHBIMU
Pemennem CoBera EBpa3zuiickoil skoHOMUYEeCKON KoMuccuu OT 3 HosA0ps 2016 r. Ne 78, Ha
MpPEAMET BBISIBJICHUSI HOBBIX OOBEKTOB KJacCU(MUKAIUMU IS 1IeJIel BKIIOYEHUSI CBEJICHUN O
HUX B KjJacCU(PUKATOp MPOBOAUTCS YINOJIHOMOUYEHHBIMH OpraHaMmH (OpraHu3alusMH),
KOTOpBIE€ yKa3aHbl B 3asiBJICHHUSX B KAaue€CTBE YMOJHOMOUYEHHBIX OpPraHOB (OpraHu3aiuii)
pedepeHTHOro rocy1apCcTBa.

28. HoBble 00BbeKTHl KiaccHu(pUKAIIMU BKIIOYAIOTCA B 3asBKY B TOM Clly4yae, €CJIu
COOTBETCTBYIOIIEE 3asBICHUE O BBIIOJIHEHUU MpOLERyp, NnpeaycMorpeHubix [IpaBunamu,
yKa3aHHbIMU B MyHKTE 27 HacTosuero [lopsaka, npeaBapuTenbHO 0JJ0OpEHO (BBIMTOJIHEHA
BAJINJIALNASI PETUCTPALMOHHOTO JI0ChE), HO HE IO3/IHEE 4YeM 3a 2 Mecsla JI0 3aBEPLICHUS
TaKUX MPOLETYP.

29. CdopmupoBanHas 3asiBKa MepeaeTcs yMOIHOMOUYECHHBIMH OpraHamu (
OpraHu3alisIMK) ONEepaTopy KiaccuPuKkaTopa exxeMecsyHo, He nozaHee 20-ro yuca.
3. IlogroToBka omnepaTopoM KJacCU(PuKaTopa MPOEKTa HU3MEHEHUH C y4EeTOM
MOCTYIHUBIIUX 3aBOK

30. Ha ocHOBe mOJy4eHHBIX OT YIMOJIHOMOYEHHBIX OPTraHOB (OpraHu3aiuii) 3asBOK
oreparop KiaccudukaTopa MmoAroTaBlIuBaeT MPOCKT U3MEHEHUN B COOTBETCTBUU C (hOPMOH,
NpeaAyYyCMOTpPEHHOMH
npuioxenreM Ne 3 k Meroaonoruu, ykazanHoil B myHkte 26 Hactosimero [lopsiaka.

31. Oneparop knaccupuraTropa eXeMecsYHO, HEe TO3/IHee 25-TO 4Yucia, HampaBJseT
MPOEKT HM3MEHEHUN YNOJHOMOYEHHBIM opraHaM (opranuszauusM) u B Komwuccuro
opuIMaTbHBIMU MUChbMAaMH, a TaKKe B pabodeM MOpsAKe Ha ajpeca AJIEKTPOHHOM MOYThI
KOHTAaKTHBIX JIML, OMNPEAECICHHBIX NPOTOKOJOM COBELIAHUs HpeacTaBUTENIEH
YIOJHOMOYEHHBIX OpraHoB (opraHuzanuii) B cepe oOpallieHus JEKapCTBEHHBIX CPEJICTB
rocysapcts — useHoB Coro3a (fanee — COBElaHNue), HA OCHOBAHUU MUCEM YITOJTHOMOUYEHHBIX
OpraHoB (Opranu3anuii), HarpasiieHHbIX B Komuccuro.

32. I[loaroToBIICeHHBIN MPOEKT U3MEHEHUH MPEICTABIISIETCSl ONIEPaTOPOM KitaccupukaTopa
JUTSL PACCMOTPEHUS YIIOJIHOMOYEHHBIMU Opranamu (opranuzanusmu) u Komuccueil.

4. PaccMoTpeHure MPOeKTa U3MEHEHHUH YITOJTHOMOYEHHBIMHU OpTaHaMK (OpraHu3alusiMu) u
Komuccuen



33. YnomHomouyeHHbIe opraHbl (opranusanuu) u Komuccus obecrnednBaroT
paccMOTpPEHNE NMPOEKTa U3MEHEHU B TeueHne 30 KaJIeHAApHBIX JHEN CO JHS €r0 MOIYYEHHUS
T10 BJIEKTPOHHOM MOYTE.

34. B cinyyae Hamuuus BO3PaKEHUM YMOJIHOMOYEHHBIE OpraHbl (OpraHu3aluu)
HaIPaBJISIOT COOTBETCTBYIOIIYIO HH(POPMALIHIO oriepaTopy kiaccugukaropa u B Komuccuto B
TEUEHUE CPOKA PACCMOTPEHHMs MPOEKTa U3MEHEHHH o(uIManbHO U B pabodyeM MopslIKe Ha
azpeca 3JIEKTPOHHOU IMOYThl KOHTAKTHBIX JIUL, ONPEIEICHHBIX IPOTOKOJIOM COBEILIAHHUS.

35. B ciyuae ecnu B TeU€HHME CPOKA pACCMOTPEHUS MPOEKTAa U3MEHEHU NHGOpMAIIHS O
HaJM4YUU BO3PAXEHUHM OT YMOJHOMOYEHHBIX OpraHoB (opranusauuii) u Komuccuu He
MOCTyNuUIa, MPOEKT U3MEHEHUN CUUTAETCS COTIaCOBAHHBIM.

36. [ToAroTOBIIEHHBIN OMEPAaTOPOM KilacCU(PHUKATOPA MPOEKT U3MEHEHUH IO pe3ysIbTaTaM
€ro pacCMOTPEHHSI YIMOJHOMOYEHHBIMU OpraHamMu (OpraHu3alUsIMHU) MepeaaeTcs
anMuHucTpaTtopy. I[Ipy Hanuymum pa3HOIJIACHM OHHM TMOJJIEKAT YPEryJIUpPOBAHUIO B
COOTBETCTBHM C MOJPA3IEIOM 5 HACTOSLIETO pa3iena.

5. YperynupoBaHue pa3HOIIaCun

37. Pa3Hornacusi B OTHOLIEHWUH OTIEIbHBIX MO3UIMN MPOEKTa H3MEHEHUM
KJaccuukaTopa moasexaT yperyIupoBaHUIO Ha COBEIIIaHUU.

38. IIpoBeneHue COBEIIaHUS B LIEJISAX YPETyJIUMPOBAHMS PA3HOTIACHI B OTHOLICHUU
OTJACNBHBIX TMO3UIMNA Kiaccudukaropa opraHusyercs aenaprameHTom Kowmmccuu, B
KOMIIETEHIIUI0O KOTOPOTO BXOSAT BOIPOCHI PEryJMpPOBaHUs OOpalleHUs: JEKapCTBEHHBIX
cpeactB B pamkax Coroza.

39. Konus mpoTokona coBelllaHUs HalpasiseTcs AenapraMeHToM Komuccuu, B
KOMIIETEHIMIO KOTOPOI'O BXOJSAT BOIPOCHI PETYJIHPOBAHUS OOpaIEHUs JIEKAPCTBEHHBIX
cpenctB B pamkax Corosa, onepaTtopy kiaccudpukaropa oQUIMaIbHO U B paboueM MOopsIKe
HAa aJpec JIEKTPOHHOM MOYThI, YKa3aHHBIN B IIPOTOKOJIE COBELIAHUA.

6. BHeceHnue oneparopoM KiaccupukaTopa H3MEHEHHUI B IETATU3UPOBAHHBIC CBEICHUS
KJaccudukaTopa

40. Omeparop kiaccupukaTopa BHOCUT M3MEHEHUS B KIIACCU(DHUKATOpP B Clydae
OTCYTCTBHSI BO3Pa)KEHUU MO MPOEKTY U3MEHEHUHN B TEUEHUE CPOKA €r0 pacCMOTPEHUs OO
no (akTy NOJy4YEHHs KOMHHM MPOTOKOJA COBEIIaHUs, (PUKCUPYIOUIErO yperyiupoBaHue
pPa3HOTJIACUN.

41. Oneparop kinaccuukaropa B COOTBETCTBUM C NMyHKTaMu 18 — 25 HacTtosiero
[Topsinka mpeAcTaBISIET aAMUHHUCTPATOPY CBEACHUS OO0 HU3MEHEHHUSX, BHECEHHBIX B
KJ1accuukaTop, s onyOaukoBaHus Ha uHopManronHoMm noptaine Coro3a B TeueHue 10
pabouux JTHEH cO JHS OKOHYAHHS CPOKA PACCMOTPEHHS IPOSKTa M3MEHEHU WK B TEUEHUE 5
pabouux JHEW C AaThl MOJYyYEHHS IO 3JIEKTPOHHOM MoYTe KOMUU MPOTOKOIA COBELIAHUA,
(UKCHUPYIOIIErO yperyIupoBaHUE pa3HOTIACHIA.

42. Pe3ynbTaTOM BBINIOJHEHHUSI MEPONPUATUN SBISETCS aKTyaJIU3UPOBAHHBIN
KJ1accu(ukaTop, ormyOIMKOBaHHBIN Ha HH(POopManmoHHoM noptaiie Coro3a.



IMPUJIOXKEHUE Ne 3
K IaCIOPTy KJIaccu(uKaTopa
BHUJIOB BTOPHYHBIX
(TIOTpeOUTENbCKHX) YITAKOBOK
JICKapCTBCHHBIX CPEACTB

Ommcanne
CTPYKTYPHI KIacCH(HKaTOpa BUAOB BTOPHIHBIX (IOTPEOHUTEIHCKHX) YIIAKOBOK
JICKapCTBEHHBIX CPEICTB

1. Hactosmee Omnucanne ycTaHABIMBAET TPEOOBaHUS K CTPYKType Kiaccudpukaropa
BUJIOB BTOPUYHBIX (MOTPEOUTENHCKUX) YMAKOBOK JIEKAPCTBEHHBIX CPEACTB (nanee —
KJIaCCU(UKATOP), B TOM YHUCIE ONpPEAeNsieT PEKBU3UTHBIM COCTaB U CTPYKTYpY
KkiaccudukaTopa, 00JaCTH 3HAYECHUN PEKBU3UTOB U MpaBuiia X GopMUpoBaHUs.

2. CTpyKTypa M PEKBU3UTHBIMN COCTaB KiIacCHU(PUKATOpa BUIAOB BTOPHUYHBIX (
NOTPeOUTENIbCKUX) YMAaKOBOK JIEKAPCTBEHHBIX CPEJICTB, a Takke Kiaccupukaropa
MaTepHuanoB, UCIOJIb3yEMbIX ISl U3TOTOBJICHHUS] BTOPUYHBIX (MOTPEOUTENBCKUX) YIAaKOBOK
JIEKapCTBEHHBIX CPEJICTB, U CIIPABOYHUKA OCHOBHBIX BHIOB BTOPUYHBIX (IOTPEOUTETHCKUX )
YIaKOBOK JIEKAPCTBEHHBIX CPEACTB MPHUBEACHBI B Tabiuiax 1 — 3, B KOTOPbIX GOPMUPYIOTCS
cienyromue nois (rpadbl):

"00J1aCTh 3HAUCHHS PEKBU3UTA" — TEKCT, MOSCHSIONMINNA CMBICIT (CEMAaHTHKY) DJIEMEHTA;

"mpaBuiia GOpMUPOBAHUS 3HAYEHUSI PEKBU3UTA" — TEKCT, YTOUHSIOIINI Ha3HAUCHUE
AJIEMEHTA, ONPENENSIIONINI MpaBuia ero (GopMUpOBaHUs (3allOJHEHMS), WIH CIOBECHOE
OMKMCAHKNE BO3MOXKHBIX 3HAYEHUI 2JIEMEHTA;

"MH." — MHOXECTBEHHOCTh PEKBHU3HTA: 00s3aTEIBHOCTH (OMIIUOHAIBHOCTH) U
KOJIMYECTBO BO3MOXHBIX TOBTOPEHUN PEKBU3UTA.

3. JIns yka3aHus MHOKECTBEHHOCTH PEKBU3UTOB MEPEAABAEMbIX JAHHBIX UCIIOJIb3YIOTCS
cienyronme 0003HaYeHUS:

1 — pekBu3UT 00s13aTENEH, IOBTOPEHMS HE IOy CKAIOTCH;

n — PEKBU3HT 00s3aTeJIeH, I0JDKEH MOBTOPSTHCS n pa3 (n > 1);

1..* — peKBU3HUT 00s13aTEIEH, MOKET OBTOPATHCA 0€3 OrpaHUYEHUM;

n..* — pexBU3UT 00s3aTeNeH, TOJKEH MMOBTOPATHCS HE MEeHee n pa3 (n > 1);

n.m — PEeKBU3UT 00sA3aTENICH, TOJKEH MOBTOPATHCS HE MEHee n pa3 U He OoJiee m pa3 (n
> 1, m > n);

0..1 — peKBU3UT OMIIMOHAJICH, TOBTOPEHUS HE JAOIMYCKAIOTCS;

0..* — pEeKBU3UT ONIMOHAJIEH, MOKET MMOBTOPATHCS 0€3 OrpaHUYEHU;

0.m — PCKBHU3HUT OIMIIHOHAJICH, MOXKCT IIOBTOPATHCA HE 0osiee m pa3 (m > 1).
Tabmuma 1

CrpykTypa ¥ peKBU3HTHBIH COCTaB KIacCCH(PHUKAaTOpa BUIOB BTOPHIHBIX (
HOTPeOUTENhCKHX) YIIAaKOBOK JIEKAPCTBEHHBIX CPEACTB



O6nactp 3Hauenus IlpaBmuia dbopmupoBanus MH

HaumenoBanue PCKBU3UTA
PEKBHU3HUTA SHa4YCHU PEKBU3UTA

1. CBenenust o BTopu4yHOH ( ompenemnseTcs
MOTPEOUTENIECKON) YIMAKOBKE O0NacTSIMH 3HAaYCHUH
JIEKapCTBEHHOTO CPENICTBA BIIOYKCHHBIX PEKBH3UTOB

ompenensieTcss mnpaBuigamMu ¢GopmupoBaHus ..
BJIOKCHHBIX PEKBU3UTOB

KoJ0Boe  0Oo3HaueHue (HopMHpYyeTCs

1.1. TexHOTOTHYECKHI KO C HCIOJIb30BAaHUEM METOJa KOJUPOBAHHUS
. HOpMaJH30BaHHAas
BUIA BTOPUYHOU ( coriacHO mnpuioxeHuro Ne 1 K macmopTy
. CTpOKa CHMBOJIOB.
MOTPEOUTETBCKOM) YIAKOBKH 1I1a6 \d{3) kmaccudukaropa  BHOOB  BTOPHUYHBIX  (
aboH:

JIEKapCTBEHHOTO CPE/ICTBA MOTPEOUTENILCKUX) YITAKOBOK JIEKAPCTBEHHBIX

CpencTB

KoJoBOoe  oOo3HaueHHe (GoOpMHpYyeETCs
1.2. KnaccudukanmoHHbBIH KO C HCIOJIb30BAHMEM METOJA KOIWPOBAHHUS
. HOpPMaJIM30BaHHAs
:3791¢:] BTOPUYHOU ( cormacHO mpuioxkeHnro Ne 1 k macmopTy
. CTpOKa CHMBOJIOB.
MOTPEOUTENHCKOM) YIMAKOBKH 1I1a6 \d{10} kmaccuukaropa  BHOOB  BTOPHUYHBIX  (
a0JIoH:
JIEKapCTBEHHOT'O CPEJICTBA MOTPEOUTENBCKUX) YIAKOBOK JIEKapCTBEHHBIX
CpEeICTB

1.3. HaumenoBaHnue BuIa HOpMaJlu30BaHHAA

BTOPUYHOM (ITOTPEOUTENBCKON) CTPOKA CHMBOJIOB. HAaUMEHOBaHWe (OPMHUpPYETCS B BHUJC 1
YHOAKOBKH JIEeKapCTBEHHOTO  MUH. JIIWHA: 1. cnoBocoYeTaHUs Ha PYCCKOM SI3bIKE
CpeJliCTBa HA PYCCKOM SI3BIKE Makc. myaa: 500

1.4. CBeneHust o 3amucu ompejaensiercs
crpaBoYHWKa (Kiaccudukaropa oOMaCTIMH 3HAUCHHH
) BIIOYKCHHBIX PEKBU3UTOB

ompenensercss IMpaBwiaMd (GOPMUPOBaHUS
BJIOXKEHHBIX PEKBU3HUTOB

o0o3HayeHHe JaThl
B cootBercTBUM ¢ 'OCT cooTBeTcTByeT paTe Hadala JeHCTBHS,

*.1. Jlata Havanma nedcTBHs HNCO 8601-2001 B yka3anHoW B akTe opraHa Espasuiickoro 1
bopmare 9KOHOMHYECKOTO COI03a
YYYY-MM-DD

*2. CBemenus o0 akre,
ompeaensieTCs

periaaMeHTHPYIONIEM HAvajio . ompexaensiercs npaBuwiamu ¢popmupoBanus 0.
o0acTIMH 3HAYEHHUI

Z[Gf/i()TBI/IH 3alrcu CripaBOYHHUKaA BJIOJKCHHBIX PCKBU3UTOB .1
BJIOKCHHBIX PEKBU3UTOB

(xmaccuduraropa)
HOpMaJH30BaHHas KOJI0BO€ 0003HaUYeHHE aKTa B COOTBETCTBHUHU C
*2.1. Bun akra CTpoOKa CHMBOJIOB. KJaccM(UKaTopoM BHUAOB HOPMATHBHBIX |
la6mon: \d{5} IIPABOBBIX AKTOB MEXAYHAPOJHOIO paBa
HOPMaJIN30BaHHAS
CTpOKa CHUMBOJIOB. COOTBETCTBYET HOME aKTa Oprasa
*2.2. Homep axTa P . Y Py P 1
MuH. JIIUHA: 1. EBpa3uiickoro 5KOHOMHYECKOTO COI03a

Makec. mmmna: 50

o003HaueHne IaTel B

coorBetctBun ¢ ['OCT
COOTBETCTBYET [aTe IPUHATHA aKTa OpraHa
*23. Jlata akta UCO 8601-2001 B reTBy P P 1
EBpasuiickoro 5KOHOMHYECKOTO CO03a
bopmMmare

YYYY-MM-DD

o0o03HaueHne IaTel B

cootBercTBUU ¢ ['OCT COOTBeTCTByeT [aTe OKOHUYaHHUS JeHCTBUS,
* 3. Jlata oxonuanus neiicteus MCO 8601-2001 B ykaszaHHOW B akre opraHa EBpasumiickoro

bopmare HKOHOMHUYECKOT'0 COI03a

YYYY-MM-DD



* 4. Cpenmennss 00 akre,
periaMeHTUPYILEM ONMpEACTIACTCA

. ompenmenseTcs mnpaBmiaamMu ¢opmupoBarus 0.
OKOHYAHHE NCHCTBHs 3ampcy OOMACTAMH  3HAYCHHIA

BJI0’KEHHBIX PEKBH3HTOB 1

crpaBoYHHUKa (Kiaccuukaropa BAOKCHHBIX DEKBU3UTOB

HOpMaJIM30BaHHAs KO/I0BO€ 0003HAUCHHE aKTa B COOTBETCTBUH C
*4.1. Bun akra CTpOKa CHMBOJIOB. KJaccH(pUKaTopoM BHAOB HOPMATHBHBIX |

Ma6mon: \d{5} MIPABOBBIX aKTOB MEXAYHAPOTHOTO ITpaBa

HOpMaJIM30BaHHAS

CTpOKa CHMBOJIOB. COOTBETCTBYET HOME aKTa opraHa
*4.2. Homep akTa p . y py P 1

Mun. JUIMHA: 1. EBpa3uiickoro 3KOHOMHYECKOT0 CO3a

Makc. mmna: 50

o0o03HaueHHe OaThl B
cootBercTBHM ¢ ['OCT
*4.3. Jlata akTa NCO 8601-2001 B
bopmMmare
YYYY-MM-DD

COOTBETCTBYET HaTe NPHUHATHA aKTa OpraHa
EBpa3uiickoro 3kx0HOMHUYECKOr0 COX03a

Tabuma 2

CrpyKTypa ¥ peKBH3HTHBIA COCTaB KIaCCH(HUKATOpa MaTepHAIIOB, HCIIOJIB3YEMbIX
IS A3TOTOBIIEHASA BTOPAYHBIX (IOTPEOHUTENHCKHX) YIIAKOBOK JIEKAPCTBEHHBIX
CPEACTB

O6mxacTh M
H
HaunMeHoBaHME peKBH3HUTA 3HAYEHHUS IIpaBuia popMUpPOBaHHS 3HAUCHUST PEKBHU3UTA
PCKBU3UTA
1. CBegenuss o0 wMaTepuane,  OIpenelseTcs

HCIIONBb3YEMOM JUI M3TOTOBJIEHUS O0O0JIacTAMHU
N N N ompejensercs npaBwiamMu  ¢opmupoBaHus ..
BTOPHYHOW (TOTPEOUTENbCKONW) 3HAYCHUH

BJIOYKEHHBIX PEKBH3UTOB *
YIaKOBKH  JIEKAPCTBEHHOTO BIIOKEHHBIX
cpencrsa PEKBHU3HUTOB
1.1. Kon Marepuaa, KoJoBoe oOo3HaueHHE (QOPMUPYETCI C

HCIOJB3yEeMOI'0 UIs U3rOTOBJICHUSA HOPMaJIN30BAHHAA HCIOJIB30BAHUEM MCTOJd KOAWPOBAHUS COIJIACHO

—

BTOPHYHOW (IOTPEOUTENBCKOH)  CTPOKAa CHMBOJIOB. TIpHIIOKEHHIO Ne 1 k macmopry Kiaccu(uiraTopa
YIIaKOBKH  JIEKapCTBEHHOTO [Ma6mon: \d{5}  BHIOB BTOPHWYHBIX (TOTPEOMTEITHCKUX) YMAKOBOK
cpencTaa JIEKapCTBEHHBIX CPEICTB

1.2. HaumeHoOBaHMe MaTepuana,
HOpMaJIN30BaHHAs
UCTIONIB3yEMOTO JUISl H3TOTOBJICHUS
BTOPHYHOW (TOTPEOUTETHCKOM)
YHAaKOBKH  JIEKAPCTBEHHOTO

cpencTaa

CTpOKa CMBOJIOB. HAUMEHOBaHUE  (GOpMHUpPYyeTCs B BHUIC
Mun. anuna: 1. cnoBocodeTaHUsS Ha PYCCKOM SI3BIKE
Makc. mmmaa: 500

KOJI0BOE obo3HaueHHE tdhopmupyeTcs
1.3. Csemenms o wMarepmayne, HOPMAaJIH30BaHHAs C HCIIOIB30BAaHUEM METO/a KOIUPOBAHHS COTIIACHO
BXOZSIIEM B COCTaB KOMOMHAIMM CTPOKA CHMBOJIOB. IpriIoxkeHnto Ne 1 k macmopty kiaccudukatopa
MaTepHuaIoB [la6bnon: \d{5}  BHIOB BTOPWYHBIX (TIOTPEOUTEIHCKHUX) YIAKOBOK
JICKapCTBCHHBIX CPEIACTB

oTpeesieTcs
obOacTsaIMu



1.4. CegeHnuss o0  3amucu
cnpaBOYHUKA (KIaccudukaTopa)

1.4.1. Jlara Hauana IeHCTBUS

1.4.2. Cpeneuus 00 axre,
periiaMeHTUpPYIOLIeM  Hayajo
JIEeHCTBUSL 3alCH CHpPaBOYHHKA (
KJaccudukaTopa)

* 1. Bunm akra

*2. Homep akra

* 3. Jlara akTa

1.4.3. Jlata okOoHYaHUs JEHCTBHS

1.4.4. Cenenuss 00 akre,
peraMeHTHpPYIOIIEM OKOHYaHUE
JIeHCTBUSL 3alMCH CHPAaBOYHHKA (
Kraccudukaropa)

*1. Bunm akra

*2. Homep akra

*3. Jlata akTa

3HAYEHUH
BJIOJKEHHBIX
PEKBU3UTOB

0o003HaAUCHHE
JaT bl

B COOTBETCTBHUH C
TI'OCT UCO 8601
-2001 B popmarte
YYYY-MM-DD

omnpeaenseTcs
obnacTamMu
3HAaYCHUN
BJIOKEHHBIX
PEKBU3UTOB

HOpMaJIn30BaHHas1

CTPOKa CUMBOJIOB.
[a6mon: \d{5}

HOpMalTu30BaHHAas
CTPOKa CMBOJIOB.
Mun. mmmHa: 1.
Makc. muna: 50

o003HaUCHHE
JaT bl

B COOTBETCTBHUH C
T'OCT UCO 8601
-2001 B popmate
YYYY-MM-DD

o0o3HaueHHe
qaTBbl

B COOTBETCTBHH C
T'OCT HUCO 8601
-2001 B dopmare
YYYY-MM-DD

OTIpEICIISICTCS
o0nacTaMu
3HAaYEeHU U
BIOKEHHBIX
PEKBU3UTOB

HOpMaJIU30BaHHAs
CTPOKa CUMBOJIOB.
[Ta6xon: \d{5}

HOpMaJTu30BaHHAas
CTPOKa CUMBOJIOB.
MuH. mnunaa: 1.
Makc. mmaa: 50

o0o3HaUeHHE
JaTskl

B COOTBETCTBHH C
TI'OCT HCO 8601
-2001 B dopmate
YYYY-MM-DD

ompezensercs mnpaBwiaMu  ¢opMmupoBaHus 1
BJIO’KEHHBIX PEKBH3HUTOB

COOTBETCTBYET JaTe Havajia JeHCTBUS, YKa3aHHOMU B
akTe opraHa EBpasuiickoro skoHoMuueckoro 1
coro3a

ompenensiercs npaBuiamMu  GopmupoBanus 0.
BJIO’KEHHBIX PEKBU3UTOB 1

KOJIOBOE€ 0003HauYEHHE aKTa B COOTBETCTBUHU C
KJIacCH(HUKAaTOPOM BHIOB HOPMAaTHUBHBIX MPABOBBIX |
aKTOB MEXyHapOJHOTO IpaBa

COOTBETCTBYCT HOMEPY aKTa OpraHa EBpa3HﬁCKOFO
OKOHOMHUYCCKOI'0O COr03a

1

COOTBCTCTBYCT JAaTC€ IMPUHATHA aKTa OpraHa
EBpaBHﬁCKOFO OKOHOMHYECCKOI'0 COrO3a

COOTBETCTBYET JaTe OKOHYaHUSA JeHCTBUS,
yka3aHHOM B axkTe opraHa Espasuiickoro
3KOHOMHUYECKOTO COI03a

ompezensercs mnpaBwiamMu  ¢opmupoBanus 0.
BIIOXKEHHBIX PEKBU3UTOB A

KOZoBOE€ 0003HaUEHHE aKTa B COOTBETCTBUU C
KJIacCH(HUKAaTOPOM BHIOB HOPMATHUBHBIX MPABOBBIX |
aKTOB MEX/[yHapOJHOTO IpaBa

COOTBETCTBYCT HOMEPY aKTa OpraHa EBpaBI/If/'ICKOI'O
3KOHOMHYCCKOI'0 COro3a

1

COOTBETCTBYET JaTe IPUHATHS aKTa OpraHa
EBpa3uiickoro 3k0HOMUYECKOTO CO03a



Tabmuma 3

CrpyKkTypa ¥ peKBH3HTHBIA COCTAaB CIPABOYHHUKA OCHOBHBEIX BUJIOB BTOPHYHBIX (
IOTPeONTENHCKHUX) YIIAKOBOK JIEKAPCTBEHHBIX CPENICTB

O6xacTsh M
H
HaunmMeHoBanne pexBu3HUTa 3HAYCHUSA [TpaBuiia GpopmMupoBaHHs 3HAYCHUS PEKBU3HUTA
pEKBH3UTA
oTpenensieTcs
1. CBenenus 00 OCHOBHOM BHJE
N .. obmacTamu
BTOPUYHOU (TIOTPEOUTENBCKOIN) . omnpejensercs OpaBwiIaMH  (HOPMUPOBAHHS 1.
3HA4YCHHUH
YHAKOBKH  JIEKaPCTBEHHOTO BJIO)KEHHBIX PEKBH3HTOB *
BJIO’KEHHBIX
cpezacTBa
PEKBU3UTOB
KOJIOBOE o0o03HaucHUE opMHUpyeTCs
1.1. Kog ocHOBHOro BHJa opmupy
. .. HOpPMaln30BaHHas C HCIIOJb30BAHHUEM METOJa KOIMPOBAHUS COTJIACHO
BTOPHYHOU (TOTPEOUTENBCKOI)
CTpOKa CHMBOJIOB. TIpHIIOkeHHI0o Ne 1 k macmoprty kiaccudukaropa 1
YHOAKOBKH  JIEKapCTBEHHOTO
[Mabmon: \d{3}  BHIOB BTOPHYHBIX (IIOTPEOUTEITHCKUX) YIAKOBOK
cpexacTBa
P JICKapCTBCHHBIX CPCICTB
1.2. HaumeHOBaHHME OCHOBHOTO HOPMAaJM30BaHHAas
BUJA BTOPHUYHOHU ( cTpoka CHMBOJIOB. HAUMEHOBaHHE  (GoOpMHUpYyETCsI B BHJE 1
MOTPeONTENbCKOM) ymakoBKH  MwUH. nmnmHa: 1. CIIOBOCOYETAHHS Ha PYCCKOM SI3BIKE
JIEKapCTBEHHOT'O CPEJICTBA Makc. mymaa: 500
oTpeensieTcs
obmacTamMu
1.3. CBenenus o0 3amucu N ompejensercs OpaBwiIaMH  (OPMUPOBAHHS |
3HA4YCHHUHU
crpaBOYHUKa (Knaccupukaropa) BJIO)KEHHBIX PEKBH3HTOB
BJIOJKCHHBIX
PEKBU3UTOB
obo3HaueHUE
JaTsl

B COOTBETCTBHH C COOTBETCTBYET JIaTe Hayalla JACHCTBUS, YKA3aHHOMH B
T'OCT UCO 8601 axte oprana EBpa3uiickoro S5KOHOMHYECKOTO COI03a
-2001 B dopmate

1.3.1. Jlara Hauana nelcTBuUs

YYYY-MM-DD
omnpeaeseTcs
1.3.2. CBegenus o0 akxre, p
ob0nacTaMu
pEerIaMeHTHPYIONIEM HAYallo N ompejensercss npaBwiaMu  (HOPMUPOBAHUS 0.
. 3HAYEHHH
JICACTBUS 3alHCH CIIPAaBOYHHKA ( BJIOKEHHBIX PEKBH3HTOB 1
BJIIOXKCHHBIX
Kiaccuukaropa)
PEKBH3HUTOB

HOpMaJlM30BaHHas KOJIOBOe O0O3HAaYEHHE aKTa B COOTBETCTBHH C
*.1. Bun akra CTpOKa CHMBOJIOB. KJIACCH(HKATOPOM BHIOB HOPMATHBHBIX IPABOBBIX |
[a6mon: \d{5}  aKkTOB MEXIyHApPOIHOIO MpaBa

HOpMAaJTN30BaHHAS
CTPOKa CHUMBOJIOB. COOTBETCTBYET HOMEpY akrta opraHa EBpasuiickoro
MuH. mmmHA: 1. Y9KOHOMHYECKOTO COM03a

Make. mmua: 50

*2. Homep akra

o0o3HaueHNE
q1aT sl
*3. Jlata axa B COOTBETCTBMH C |
= T'OCT HUCO 8601



1.3.3. JlaTta oKOHYaHUS JEHCTBHS

1.3.4. CBegenus 00 akre,
PErIaMEHTUPYIOIIEM OKOHYAHHE
JIEHCTBUS 3allUCH CIPABOYHHUKA (
kiaccudukaropa)

*.1. Bug akra

* 2. Homep axta

*3. Jlara akta

-2001 B dpopmare
YYYY-MM-DD

o603HaUeHUE
qaT sl

B COOTBETCTBHUH C
I'OCT HUCO 8601
-2001 B popmare
YYYY-MM-DD

OTIpeaeIIsICTCS
obmacTaMu
3HAaYCHU U
BIIOKEHHBIX
PEKBU3UTOB

HOpMaJIM30BaHHas
CTPOKa CUMBOJIOB.
a6mon: \d{5}

HOpMaJIM30BaHHAs
CTPOKa CMBOJIOB.
Mun. mmmaa: 1.
Makc. nmmHa: 50

obo3HaueHUE
qaT sl

B COOTBETCTBHUH C
I'OCT HUCO 8601
-2001 B popmare
YYYY-MM-DD

COOTBCTCTBYCT [JaTC IMPUHATUA aKTa OpraHa
EBpaSHfICKOFO 3KOHOMHYCCKOI'0 COrO3a

COOTBETCTBYeT JaTe OKOHYaHUA JACHCTBHS,
yKa3zaHHOW B akTe opraHa EBpasuiickoro
SKOHOMHYECKOTO COI03a

ompenensercs mOpaBuiIaMu  (GOPMHUPOBAHUS
BJIOKECHHBIX PEKBU3HUTOB

KOOOBO€ 0003HaYEeHWE aKTa B COOTBETCTBUU C
KHaCCI/I(i)I/IKaTOI)OM BUIOB HOPMATUBHBIX MPABOBLIX
AKTOB MCXKAYHApPOAHOT'O IIpaBa

COOTBETCTBYET HOMEpY akTa opraHa EBpazuiickoro
SKOHOMMYECKOI'O COK03a

COOTBETCTBYET JaTe MpPHUHATUA aKTa OpraHa
EBpa3uiickoro 5KOHOMUYECKOr0 CO3a

1

1
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