EBPABUNCKASI DKOHOMUNYECKASI KOMUCCUS
KOJIVIEI'UA

PEIMEHUE

«08» oxTsa6ps 2019 . Ne 171 r. Mocksa

O kaaccupuKaTope KOMILIEKTYIOLIHMX CPEACTB YIAKOBKH
JIEKAPCTBEHHBIX NpenapaTos

B cootBerctBuu co crateedi 30 JloroBopa o EBpasuiickoMm
5KOHOMUYECKOM coto3e oT 29 mas 2014 roma, mynkramu 4 u 7 IIporokona 00
MHGOPMALMOHHO-KOMMYHHKAIMOHHBIX TEXHOJIOTHAX W HMH(OPMAIHOHHOM
B3aUMOJIeiCTBUM B paMKax EBpa3uiicKoro 3KOHOMHYECKOTo  COr3a
(mpusoxkenre Ne 3 x JloroBopy o EBpasuiickoM 3KOHOMHYECKOM COMO3€
ot 29 Mas 2014 roga) u pykoBoJCTBYsCH llonoxeHneM 0 eIMHON cucTeme
HOpPMAaTUBHO-CIIpaBoyHOH uH(opmanuu EBpasuiickoro 5KOHOMHYECKOTO
cot03a, yTBep:kaeHHbIM Petiennem Konnerun EBpasuiicKoi 5KOHOMHYECKOH
koMuccuu oT 17 Hos6ps 2015 1. Ne 155, Komnerus Espasuiickoit
YKOHOMHYECKOM KOMUCCUH p e uJIa:

1. Y1Bepauts [pUJIaraeMblii MacropT KJ1accuukaTopa
KOMIUIEKTYIOILIMX CPECTB YIAKOBKHM JIEKAPCTBEHHbBIX MIPENapaToB.

2. IlpumeHsTh KiacCU(PUKATOP KOMIUIEKTYIOIIUX CPEJICTB YINAaKOBKH
JIeKapCTBEHHBIX IPErapaToB (Janee — KIacCH(pUKArop) B COOTBETCTBHHU C

YTBEPKACHHBIM HACTOALLHUM Pemenunem [TacIopTOM.
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3. BKJIIOUHTh KJacCH(pUKATOp B COCTaB PECYPCOB €JAMHON CHCTEMBI
HOpMaTUBHO-CIIpaBoYHON MH(opManuu EBpasuiickoro 5KOHOMHUYECKOI0
COM03a.

4. YCTaHOBUTD, UTO:

KjacCHPUKATOp TMPHUMEHsIeTcss C  JaThl BCTYIUIEHUS HACTOSILEro
Peluenus B cuiy;

MCIIOJIb30BAHUE KOJOBHIX 0003HaueHUH KiaccupukaTopa sBIsSETCS
o0s13aTeNbHBIM TIPH pealii3alyi o0LMX MpolieccoB B paMkax EBpasuiickoro
HKOHOMHYECKOT0 cOro3a B cepe oOpallieHus JIeKapCTBEHHBIX CPEICTB.

5. Hactosimee  Pemenwe BeTymaer B CWIY 110 HMCTEYEHUM

30 KajeHIapHbIX JHEH ¢ 1aThl ero 0(ULIUAIBHOTO OIyOIH

[Ipencenarens Konneruu
EBpa3uiicKoi dKOHOMHUYECKON KOMHCCUH '



YTBEPX/IEH

Pemenuem Kosuterum
EBpa3uiickoil 5KOHOMUYECKONW KOMUCCHUH
ot 8 okTs10pst 2019 r. Ne 171

MMACIIOPT
KJaccupuKaTopa KOMIUIEKTYOIIHX CPeIcTB
YHAaKOBKH JIEKAPCTBEHHBIX IIPenaparon

No
O0o3nauecHue IEMEHTa Onucanue
/i

1 2 3

1 | Kon 059

2 | Tun 2 — knaccuuxaTop

3 | HaumeHoBanue KIacCH(PUKATOP KOMILIEKTYIOIIHX CPEJICTR

YIIAKOBKH JIEKAPCTBEHHBIX IPENapaTon

4 | A6OpeBuarypa KKVIJIII

5 | Obo3HaueHue EK 059-2019 (pen.1)

6 | PexBHU3UTEHI aKTa 0 IPUHITHH Pemenne Komnernn Eppazuiickoii skoHOMHYECKOH
(YTBEp:KJIEeHHH) CIIPaBOYHHKA KoMHcCcHH 0T 8 okTsiOpst 2019 1. Ne 171
(knaccuduratopa)

7 | Jlara BBe/IcHHs B JIEHCTBME ¢ JaTel BCTyIUieHus B cuity Pemmenus Konnernn
(Hauama MIpUMEHEeHHS ) EBpasuiickoil 9KOHOMHUYECKOH KOMHCCHH
cripaBounuKa (kraccuukaropa) | ot 8 oxrssopst 2019 . Ne 171

8 | PeKBM3UTHI aKTa O MPEeKpaleHuH | —

IIPUMEHEHUS CIIPABOYHHUKA
(knaccuduxaropa)
9 | HaTta okoHUaHUS IPUMEHEHUS -
CIpaBouHUKa (KIaccHpukaropa)
10 | Onepatop (ornepatopsi) RU, MununcTepeTBo 3apaBooxpaneHus Poccuiickoi

Qenepanyuy. YIOIHOMOYESHHAS OPraHH3aIus:
(enepabHOE TOCY/IAPCTBEHHOE OFODKETHOE
yupexjienue «HayuHbli HeHTp 3KCIepTH3EI
CPEACTB MEAULIMHCKOTO MTPUMEHEHUS
MunncTtepeTBa 3paBooxpanenus Poccuiickoi
Oenepanun




No
O0o3HayeHue 3MeMeHTa Omnucanue
n/m
1 Z 3
11 | Haznauenue kraccuukaTop mpeaHasHadeH JUls MpejicTaBIeHus
CBEJICHHH 0 KOMIUIEKTYIOMINX CPE/ICTBAX YIIAKOBKH
JIEKapCTBEHHBIX [IPENIapaToB MPU ONMHCAHHH (HOPMBI
BEIITYCKa JIEKaPCTBEHHBIX MPETapaTor
12 | Aunotanus MCIIOJIB3YETCs TIPU OMMcaHuu (GOPMBI BBIITYCKa
(obmacTh mpUMEHEHHS) JIEKApCTBEHHOTI'O NIPENapara B PEruCTpalliOHHOM
IOCBE JIEKAPCTBEHHOI'O IIpernapara, a Takke Juis
obecnieuenus HHPOPMAIMOHHOTO B3AHMOIEHCTBUSL
IIPH peau3alnn 00IMHX MPOIECCOB B paMKax
EBpa3uiickoro sJKOHOMHYECKOTO COI03a
13 | KiiroueBble cioBa KOMILUIEKTYIOLIEE CPENCTBO YITAKOBKH
JIEKAPCTBEHHOTO IIpenapara, KiaccupukaTop,
nH(popMarnonHas cuctema, cdhepa odparieHus
IeKapCTBEHHLIX CPE/ICTB
14 | Cdepa, B KOTOPOH peanu3yrOTCsl | TEXHHYECKOE PeryJIHpPOBaHHE
TIOJIHOMOYHS] OPTaHOB
EBpazuiickoro "KOHOMHYECKOT0
coro3a
15 | Mcnonp3oBanue MeXXAYHAPOAHOI | 2 — npu paspaboTke kiaccupukaropa
(MeXrocynapcTBEHHOI!, MEXKTYHAPOIHBIE (MEKIOCY/IapPCTBEHHBIE,
PErHOHATIBHOMN) KIacCH(UKAIIMK | PETHOHATIbHbIE) KIIACCH(PUKATOPHI U (HIIH)
CTaHJIAPTHI HE TIPUMEHSITHCH
16 | Hamwume rocynapcTBEHHBIX 2 — kiaccu(pUKATOp HE HMEET aHAJIOTOB B
CIIPABOYHHKOB rocyapcTBax — wieHax EBpasuiickoro
(xiaccupuKaTopoRB) HKOHOMHUECKOTO COI03a
rOCyZapcTB — WICHOB
EBpa3uiickoro 3KOHOMHYECKOT0
COr3a
17 | Mertoj cucTeMaTH3alHK 2 — MepapXUUeCKui, UCI0 CTYIeHEH
(knmaccuduranum) (ypoBHeif) — 2, B COOTBETCTBHH ¢ METO KO
COTJIaCHO npritoxkeHuto No |
18 | Metonuka Benenus KIacCH()UKATOP BEJIETCS B 3JIEKTPOHHOM BHJIE

B COOTBETCTBUHU C MTOPSAKOM COTJIACHO
MIpUIIOKEHHIO No 2




Ne
Ofo3HaueHHe dNIeMeHTa Onucanue
/1
1 2 3

19 | Crpykrypa CTPYKTypa M PEKBH3UTHBIH cocTaB KiaccH(pukaropa
(cocraB noseH KiaccupuraTopa, 001acTH HX
3HaYeHUH W npaBuiia GOPMHUPOBAHHUS) TOIIKHEL
COOTBETCTBOBATH ONHCAHUIO COTTACHO
IPHIOXKEHHIO No 3

20 | Crenenb KOH(GUAECHIIMATBHOCTH | CBEACHUS U3 KIacCH(UKATOPa OTHOCATCS K
JTAHHBIX HHPOPMALIUH OTKPLITOTO JIOCTYIIA

21 | YcraHOBIEHHASA NEPUOJIUYHOCTE | €XKEMECSYHO
nepecMoTpa

22 | U3menenus -

23 | Ccplika Ha JeTaIM3UPOBAHHbIE JIeTaIN3UPOBAHHBIE CBEIEHUS U3 KilaccudukaTopa
CBEICHUS M3 CIIPABOUHHKA IPUBE/ICHBI HAa MHPOPMAIIMOHHOM [TOpTaje
(xnaccuduraTopa) EBpazuiickoro sKOHOMHYECKOT0 COI03a

24 | Cnoco® mpeacTaBiIeHus OI1yOJIMKOBaHHE HA HH()OPMALIMOHHOM TTOPTAJIE

CBE/ICHUI U3 CIPABOYHHKA
(knaccuduxaTopa)

HOMHHECKOTO COM03a




[TPUJTOXKEHHUE Ne 1

K Iacropry kiaccudukaropa
KOMILJICKTYIOIIUX CPEJICTB YIIaKOBKH
JIeKapCTBEHHBIX MPernapaToB

METOAUKA
KJaccH(PHKANUHE H KOAHPOBaHUs HH(popManuu KiaccupuraTopa
KOMILIEKTYIOLIHUX CPEACTB YIAKOBKH JIEKAPCTBEHHbIX MpenapaToB

[. OGuue nooxeHus

1. Hacrostimass ~ Metoauka  pazpaboTaHa B COOTBETCTBHH — CO
CJICYIOIIMMU aKTaMU, BXOASIIKMMHU B IIpaBo EBpasuiickoro aKOHOMHUYECKOTO
COLO3a:

Pemenne Komnerun  EBpasuiickoil  3KOHOMHYECKOM  KOMHCCHH
oT 17 HostOpst 2015 r. Ne 155 «O enunoit cucreme HOPMATUBHO-CIIPABOYHOM
uH(popMmaru EBpa3zuiickoro 5KOHOMUYECKOI'0 CO03ay;

Pemenne Komerun  EBpaszuiickoifi  5KOHOMHUYECKOH  KOMHCCHH
or 22 pexabps 2015r. Ne 172 «O6 yrBepxaenun HomeHnknarypsl
JIEKapCTBEHHBIX (POpM»;

Pemenue Kosuternun  EBpa3ulickoll  3KOHOMHYECKOH  KOMHCCHH
or 25 okrabpa 2016 r. Ne 122 «O TeXHONOTHYECKHX HOKYMEHTAX,
periaMeHTHPYIOIIUX MH(POPMAIIMOHHOE B3aUMOJEHCTBUE TIPU pealii3aliu
CpeACTBAMH HHTErpUPOBAaHHOW HMHOOPMALMOHHONW CHUCTEMBI BHELIHEH
M B3aMMHOM Toprosiau obmiero mpouecca «®DopMupoBaHwe, BeeHUE
U HCIIOJIB30BaHUE E€JUHOI0 peecTpa 3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX
cpeacTB EBpazuiickoro 3KOHOMHYECKOTO CO03a;

Pemenne  CoBera  EBpasuiickoli ~ 5KOHOMHYECKOH  KOMMCCHH
oT 3 Hostops 2016 r. Ne 78 «O IlpaBunax peructpaid U 5KCIEPTU3EI

JIEKapCTBEHHBIX CPEACTB OJISI MEAHIIMHCKOI'O IIPUMCHEHH ),
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Pemenune Konnerun EBpazuiickoli SKOHOMHYECKOH  KOMMCCHH
or 30 mrona 2017 r. Ne 79 «O TpeOoBaHMSIX K O3JIEKTPOHHOMY BHIY
3asBJIEHUH M JIOKYMEHTOB PETUCTPALMOHHOIO JOChE, MPECTABISIEMBIX IPH
OCYIIECTBJIEHUM PErHCTPALMU U DKCIIEPTU3bl JIEKAPCTBEHHBIX TIPENapaTon
JUISL MEIMIIMHCKOTO TIPUMEHEHHS Y,

Pemenuve Kosernun  EBpasulickoil  3KOHOMHMUYECKOH  KOMHCCHH
or 19 ceurstops 2017 r. Ne 121 «OO6 yrBepskaeHHH MeTOM0I0IMH
pa3paboOTKH, BEAEHHUS] U MPUMEHEHUs CIPABOYHUKOB U KIIACCH(HKATOPOB,
BXOJSIIHUX B COCTAaB PECYPCOB €IMHON CHCTEMbl HOPMaTHBHO-CIIPaBOYHOI

nHGopmaruu EBpa3uiickoro s5KOHOMHYECKOTO COI03a».

[I. Obnactb npruMeHeHust

2. Hacrosimast Metonuka pa3pabotana B LEJsSX JeTalu3a[di OIHCAHHS
U OIpelesIeHus crielu(PUuK MpUMEHEHUs] MeTo1a KiacCH(DUKAIIH U METO/[a
KOJMPOBaHUs, IPUMEHAEMBIX NpU pa3paboTKe W BeleHHU KiaccuduraTopa
KOMIUIEKTYIOIMX CPEJCTB YIAaKOBKH JIEKAPCTBEHHBIX IpernapaToB (Janee —
KJaccuuKaTop).

3. Hacrosmas Meronuka npUMeHsieTCsl OnepaTopoM KiacchdukaTopa
IIPY BHECEHUU B HEro CBEJEHUH O KOMIUIEKTYIOIIEM CPEICTBE YIMaKOBKH
JIEKapCTBEHHBIX  IIPENapaToB,  PErHCTPALMOHHOE  JIOChE  KOTOPBIX
paccMaTpuBaeTcs B cOOTBeTCTBUU ¢ [IpaBunamu perucTpaui U SKCIepTU3bl
JIEKapCTBEHHBIX CPEACTB [JI MEAUIIMHCKOTO MPUMEHEHHSs], YTBEPIKIEHHBIMU

Pemrennem Cosera EBpasuiickol 3KOHOMMUYECKOH KOMHCCUU OT 3 HOSIOpsi

2016 1. No 78,

[I1. OcHoBHBIE TOHATHS

4. IlonATHs, UCTIONB3yeMble B HacTosileld MeToiuke, MPUMEHSIOTCS B
3HAUYEHMSX, ONIPEe/IeHHBIX akTaMu EBpazuiickoit SKOHOMUYECKOH KOMHUCCHM

B c(epe oOpalleHUs] JIEKApPCTBEHHBIX CPEJICTB, a TaKKe KacaroluMHCs
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CO3JaHUs M Pa3BUTHSl HHTErPUPOBAHHOW WHGOPMAITMOHHON CHCTEMEI

EBpazuiickoro s3KOHOMHUYECKOT0 COI03a.

IV. Meton knaccudukanuu

5.Caenenuss 0 BHMIAX KOMIUIGKTYIOIIMX  CPEJCTB  YIMaKOBKH
JIEKAPCTBEHHBIX MPENapaToB KIACCUPUIIUPYIOTCS HEPAPXHUUECKUM METOIOM.

6. KnaccuukamoHHBIM NPU3HAKOM MEPBOM CTYNEHH HMepapXHu
SIBJIIETCS] KATEropHsl KOMILIEKTYIOIMX CPEJCTB YHMAKOBKH JIEKAPCTBEHHBIX
IIPEINAapaToB, IIPU 3TOM BBIIEISIOTCS CAEAYIOINE KaTErOPHH:

YCTPONCTBA BBEICHUSI,;

YKYIOPOUYHBIE CUCTEMB;

YCTPOMCTBA paclaKOBKU;

JpyTHE BUJIBI KOMILJICKTYIOILINX.

7. Knaccu(UKalMOHHBIM  TPU3HAKOM BTOPOH CTYIEHM HEpapXuu
SBJIIETCS  BMJl KOMIUIEKTYIOLIErO CpEeACTBA YIMAKOBKH JIEKAPCTBEHHBIX
NpernapaToB, ONpeleJeHHBI B coorBeTcTBMM ¢  HomeHknmarypoii
JIeKapcTBeHHBIX (QopM, yTBepxaeHHOH Pemennem Kosuterun Eppasuiickoid
HSKOHOMMUYECKON KoMHUccUHU OT 22 nexadbps 2015 r. Ne 172.

8. Kaxmass monmpukanmsi KOMIUICKTYIOIIETO CpeACTBa  YIIaKOBKH
JIEKApCTBEHHBIX  IIpenapaToB  KJIacCUMUIMUPYETCS B  COOTBETCTBHH C
IpU3HAKaMH, YKa3aHHBIMM B IIyHKTax 5 — 7 Hacrosmedl MeroJukw,
Y [IPEJICTABIIAETCS B BUAE OTAEIBHON MO3UIMK B KiaccuukaTope.

9. Kateropun KOMIUIEKTYIOUIMX CPEACTB YNAKOBKH JIEKAPCTBEHHBIX
MpenapaToB KJIACCUPUIUPYIOTCS IO XPOHOJOTMYECKOMY MPHHIHMIY ¢
YUETOM 0YepPeHOCTH UX BKIIFOUYEHUS B KJIACCH(PUKATOP.

10. Kommekryroniue cpencTBa YIIAKOBKH JIEKAPCTBEHHBIX

npenapartos, OIINCBIBACMEIC Ha BTOpOﬁ CTYIICHH HEPAPXHH,
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KIACCU(OUUUPYIOTCS MO  XPOHOJOTMYECKOMY  MIPUHIHUIY € y4YeTOM

OYEpPEIHOCTH BKIIFOUEHUSI MO3UITMH B KJIaccupukaTop.

V. Mertoa KoaupoBaHuUs

11. JInsg  KoxmpoBaHUsl 3JIEMEHTOB KJIacCU(HUKATOpPA HCTIOIB3YeTCs
nocieJoBaTeNbHLIH MeTO .

12. AndaBut kojia COCTOUT U3 apabCKuX MUPP.

13. JlniHa Koja mepBOMl CTYNEHM HepapXuM cocTaBiseT 2 3Haka,
BTOPOW CTYIIEHU UepapXuu — 6 3HAKOB.

14. KopoBoe o0003HaueHHe KaTeropud KOMIUIEKTYIOLIUX CpEJICTB
YIIAaKOBKH JIEKAPCTBEHHBIX IpenapaToB GOpMUPYETCS MOPSAKOBEIM METOIOM
[0 XPOHOJIOTMYECKOMY TNPHUHIMUITY: HOBOE 3HAUEHHE NOOaBISICTCS B KOHEIL]
3JIEMEHTOB Kjaccu(ukaropa COOTBETCTBYIOIIEH crymneHd wuepapxuu. Illar
KOJUPOBAHUs MPUHUMAETCsl paBHbIM ejuHune. Hesnavamue crapiune
pa3psiAbl KoJa Mpu HeOOXOJUMOCTH 3arlOTHSFOTCS HYJISIMH,

15.3a  wiaccu@uKalMOHHOW  TPYNIHUPOBKOH  «OpPYrde  BHUILI
KOMIUIEKTYIOIIHNX» 3aKperuisieTcss QUKCHPOBAHHBIN KO «99».

16. Kon mosunuit BTOpO# CTyNeHW HepapXxuu HMeeT CIEAYIOLIYIO
crpykrypy: CCKKMM, rne CC — kojgoBoe oOO03HaueHHE KaTeropuu
KoMIUIeKTyomux, KK— HauanpHble TUPPBI cepUH KOJIOB, COOTBETCTBYHOIIHE
BULY KOMIUIEKTyromero, MM — pa3psiibl, HUCHOJb3yeMble JUIs yKa3aHHs
MOJU(pUKALMKA KaKIOTO BUAA KOMIUIEKTYIOIIETO CPEJACTBA  YIIAKOBKU
JeKapCTBEHHOIO Mpernapara.

17.B  ciayuae  HeoOXOAMMOCTH  BKJIIOYEHHMs  HOBOrO  BHJA
KOMIUIEKTYIOILIEIO CpeAcTBa YIIAKOBKH JIEKAPCTBEHHOrO TIIpernapara, €ero
KofoBoe  obo3HaueHue  (QopMHUpyeTCs  MOPSAKOBBIM — METONOM IO
XPOHOJIOTUYECKOMY MPUHIMIY: HOBOE 3HaueHWe [00aBisieTcss B KOHEI]

[epeuHss BHIAOB KOMIUICKTYHOIIHUX CpPEACTB YIAKOBKH JICKAPCTBCHHBIX



npenaparoB. [llar komupoBaHHWS TPHHUMASTCS PaBHBIM  COWUHHIIE.
Hesnauaniue crapimme paspsabl Kojga MPH HEOOXOAMMOCTH 3allOJIHSIOTCS
HYJISIMH.

18. B ciyuae otcyTcTBUsS MoaudUKaUU BUAA KOMIUIEKTYIOIIETO
Cpe/CTBa YNAKOBKM JIEKQpPCTBEHHBIX IPENapaToB  COOTBETCTBYIOIIHUE

pa3psibl KOJIa 3all0JHSIOTCS HYJISIMU.
19. I[ToBTOpHOE  HKCMOJIB30BAaHWE KOJIOB, B TOM 4YHCJE IIOCTE

VICKJIFOUEHHSI OTIEJIbHBIX ITO3UIUN U3 KH&CCH@HK&TOP&, HE NOITYyCKacTCA.

V1. Emxocts knaccuduxaTopa

20. Nomyctumas €MKOCTh KaccuduKaropa COCTaBJISIET

999 999 mo3uIui.

21. PezepBHas eMKOCTE Kojia coctapiisieT 999 911 nozuwuii.




I[TPUITOXEHME Ne 2

K MacrnopTy KjiaccudukaTopa
KOMILIEKTYIOIIUX CPENICTB YIaKOBKH
JIEKapCTBEHHBIX MIPErapaToB

HOPAAOK
BeJeHHs KJIAcCH(PHKATOPa KOMIVIEKTYIOIIHUX CPeICTB YNAKOBKH
JIEKAPCTBEHHBIX MpenapaToB

I. O01ue 1oIoxkeHus

1. Hacrosmuit ITopsimok paspaboTaH B COOTBETCTBUU CO CIIEAYIONTHMHU
aKTaMM, BXOJSLIMMHU B TMpaBo EBpa3wiickoro 3KOHOMHYECKOTO CO3a
(nanee — Coroz):

Pemrenue Kosmernun  EBpa3zuiickoil  3KOHOMHYECKOH  KOMMCCHH
oT 17 Host6pst 2015 r. Ne 155 «O enpuHOl cucTeMe HOPMATHBHO-CIIPABOYHOM
nHopmannn EBpazuiickoro s3KOHOMHUYECKOT'O COI03a%;

Pemrenne  Kosmerun  EBpasuiickoli  3KOHOMUYECKOH  KOMHCCHHU
or 22 pekabps 2015r. Ne 172 «OO6 ytBepkaenun Howmenkiarypsl
JIeKapCTBEHHBIX (HOopmM»;

Pemenne  Coera  EBpasuiickoil  5KOHOMHYECKOH  KOMHMCCHH
or 3 Hos0psa 2016 r. Ne 78 «O IlpaBunax peructpaiii ¥ 5KCIEPTU3LI
JIEKApCTBEHHBIX CPEJICTB JIJIsl MEJIMLIMHCKOTO MPUMEHEHHUSY;

Pemenne Kosmeruu EBpasuiickol  SKOHOMHYECKOM  KOMHCCHH
or 25 okta0ps 2016 r. Ne 122 «O TexXHOJOTHYECKMX JOKYMEHTaX,
perJaMeHTHUPYIOIUX HMH(POPMAMOHHOE B3aUMOJCHCTBHE TPU peau3aluu
CpelCTBAaMU HMHTETPUPOBAHHONW WHMOPMAIIMOHHONH CHCTeMBl BHENIHEH u
B3aMMHOH TOproenau obuiero npounecca «@PopMUpoBaHHWE, BejcHUE U
WCTIOIB30BaHUE E€IUHOIO peecTpa 3aperMCTPUPOBAHHBIX JIEKAPCTBEHHBIX

CpeJaACTB EBpaSHﬁCKOFO OKOHOMHYECKOT'O COIO3a»,
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Pemenne  CoBera  EBpasuiickoll ~ 3KOHOMHUECKOH  KOMMCCHU
or 3 HosOpsa 2016 1. No 78 «O IlpaBumax perHCTpalliél M OKCIEPTH3HI
JIEKapCTBEHHBIX CPEACTB JUUIl MEAMIIMHCKOTO TIPUMEHEHHUS»;

Pemene  Kosuterum — EBpasuifckoift  5KOHOMHYECKOW  KOMHMCCHH
or 30 mons 2017 r. Ne 79 «O TpeGoBaHUIX K 3IEKTPOHHOMY BHIY
3asBJICHUH W JJOKYMEHTOB PErMCTPALMOHHOIO JIOCKE, IPEICTABISIEMBIX TPH
OCYILIECTBJIEHUH DPErMCTPALMH M OKCIEPTH3bl JIEKAPCTBEHHBIX IIPENapaToB
IUTSI METUITUHCKOTO IPUMEHEHHSIY,

Pewenne Komneruun EBpasuiickoifl  3KOHOMHYECKOH  KOMHCCHU
or 19 centsdbps 2017r. Ne 121 «O0 yrBepxkgeHun MeTOHOIOTUH
pa3paboTKu, BEJEHMs M NPUMEHEHHUS CIIPABOYHMKOB M KJIACCH(HKATOPOB,
BXOJIIIMX B COCTaB PECYPCOB €IUHON CHCTEMbl HOPMATUBHO-CIPABOYHOI

nHpopManuu EBpasuiickoro sSKOHOMHUECKOIO COH3a».
[1. ObnacTe nMpuMeHeHHUsI

2. Hacrosiumit  Tlopsnok — ompenmenseT — TpoUenypbl  BeeHHs
KIaccuGuKaTopa KOMIUIEKTYIOIIMX CPEICTB YIAKOBKH JIEKAPCTBEHHBIX
npernaparos (fanee — kiaccuuxaTop).

3. Hacrosmuit Ilopsnok npumeHsieTcs MpU BHECEHHH H3MEHEHHH B

NeTalN3UpOBaHHbBIE CBEJICHHUS U3 KiaaccudukaTopa.
[II. OcHOBHEBIE TTOHITHA

4. Ilonstus, Hcnonb3yeMble B HactosieM [lopsiake, mpuMeHsIOTCS B
3HAUYEHUsX, onpeaeaeHHbIX CorylanieHueM 0 eTUHBIX MPUHIIUIAX ¥ [TPaBUIIax
oOpallleHHsl  JIeKapCTBEHHBIX  CPeJCTB B  paMmkax  EBpasuiickoro
DKOHOMHYECKOT0 coro3a oT 23 nexabps 2014 rona u axtamm EBpaswuiickoii

sKOHOMHUYecKOH Komuccum (manmee — Kowmmwmcecusi) B chepe obpatieHus
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JICKAapCTBCHHBIX CPCACTB, a4 TAKXKE KacCcallUMHUCA CO3HaHUSA W Pa3BUTHS

MHTErpUPOBaHHOM HHOpMaLnOHHOM cucTeMbl Coro3a.
IV. IlpuHuune! Begenus kinaccuduraTopa

5. O0bekToM  KiaccU(UKAIMK  SBJISIIOTCS — CBEJEHMS O  BHOAX
KOMIUIEKTYIOIIMX CPEICTB, BKIIOYAEMBbIX B IMOTPEOUTENBCKYIO YITAKOBKY
JIEKapCTBEHHBIX IIPENaparoB, KOTOPBIE YKAa3bIBAIOTCS B PErHCTPalMOHHLIX
JIOChE JIEKAPCTBEHHBIX MPernapaToB.

6. BaumopeiicTeue omepatopa KiaccuuKaropa ¢ aIMHHUCTPATOPOM
OCYILECTBJIAETCS B COOTBETCTBHH C  JIOTOBOPOM  MEXKIY  HUMH
(nanee — moroBop).

7. OTBETCTBEHHOCTh OIeparopa Kiaccu(UKaTopa W aJMUHHCTPATOPa
OIpEeAEIETCA aKTaMHy, BXOAAIMMH B 11paBo Coro3a, a Takke JIOrOBOPOM.

8. IlepBruHOe HanonHeHne Kinaccudukaropa BeIONHsETCs | pas mocie
BCTymieHuss B cuiny Pemenuss Komeruu EBpazuiickoit 3KOHOMHYECKOM
KoMmuccuu oT 8 okTsi0opst 2019 r. Ne 171.

9. CpoK BBINOJHEHUST MEPONPHUATHH M0 MEPBUYHOMY HAIIOJHEHUIO
Kiaccu(uKaTopa onpeaessieTcst yCIOBUSIMH JI0T0BOPA.

10. Cpenenust sl NEpBUYHOrO  HAMOJHEHHs  Kjaccu(uKaTopa
IIEPEaroTCs OIIEPaTOPOM KIIACCU(PUKATOPA aIMUHUCTPATOPY B COOTBETCTBUU
¢ myHkramu 18 — 24 nacrosimero Ilopsinka.

11. ITozunuu knaccudukaTopa, He UCIOJIB30BAHHBIE B TEYEHHE 5 JIeT
s (OpMHMpOBaHMSl CBENEHHH O PErvCTPAlMOHHBIX YIOCTOBEPEHUSIX
JIEKapCTBEHHBIX  IPENaparoB,  BKJIIOUEHHBIX B €JUHBIH  peecTp
3aperUCTPUPOBAHHBIX JIEKAPCTBEHHBIX cpeactB (Coro3a, JOMDKHBL OBITH

OTMCYCHBI KakK He,[[eﬁCTByIOIHHe (C YKa3aHUEM JIaTbhl OKOHYAaHHA HX

JICUCTBHS).
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12. B cimyuyae OTCyTCTBUSI HEOOXOIMMBIX CBEIEHUH B KiaccudukaTope
3asgBUTEIIb, MOJAIOLIUA B YIIOJHOMOYEHHBIH oprad (opraHusaiuil) B cdepe
oOpallleHus1 JIEKapCTBEHHBIX CpeACTB rocyaapctBa — wiena Corosa
(manee — yroJIHOMOUYEHHBIM opran (opraHu3aiiysi)) 3asBjieHHe O BHIIOJHEHUU
npouenyp, InpexycMoTpeHHBIX [lpaBuiamu peructpauud M SKCIEepPTH3HI
JIEKAPCTBEHHBIX CPEICTB Ul MEAUIMHCKOrO MPUMEHEHUS, YTBeP)KICHHBIMU
Pemiennem CoBera EBpasuiickoil 5KOHOMHYECKONH KOMHUCCHHM OT 3 HOSOps
2016 r. Ne 78 (mamee — 3asiBjieHHE), OOJKEH IMPEACTaBUThH OIMUCAHUE
mpeajiaraeMoil HOBOM no3uuuu B cBoOoaHOM Qopme. CpemeHus o

IpejlaraéMbelX HOBBIX IMO3MIMAX IEPEAAOTCs onepaTopy kiaccudukaTopa

YIOJIHOMOYEHHBIMHU opraHamu (opraHuzanmsiMm) pedepeHTHOro
rocy/1IapcTBa, OCYILECTBIISIIOIIMMU ~ PETUCTPALUIO  JIEKAPCTBEHHOI'O
nmpemnapara.

13. OOpatenue nul, He SBISIONIMXCS YIIOJIHOMOYEHHBIMH OpraHaMu
(opranu3zanMsaMK), HaAOpAMYyIO K Omepatopy KiaccH(pUKATOpa IO BOIPOCY
M3MEHEHHU S TTO3UIMH KiIacCH(pUKaTOpa He AOMYCKAeTCs.

14. Pemmenre 0 BO3MOXKHOCTH BKJIIOUEHHS, U3MEHEHUS WM WMCKIIFOUECHHUS
OTJIENIbHBIX MO3ULMK KilaccupukaTopa NPUHUMAETCS YIOJIHOMOYEHHBIMH
opranamu (opranuzauusiMmu) u Komuccuei.

15. Aktyanuzanusi cBeleHMH W3 KiIacCUPUKATOpa  BBIOJHIETCS
ormepaTopoM  kiaccu(uKaTopa TpPH  BBISBJICHUM  HOBBIX  OOBEKTOB
KnaccuuKaluuy U (UIH) MpU U3MEHEHUH CBEJIEHUH 00 y)Ke BKIIFOUEHHBIX B
KiaccuUKaTOp CBEACHUSIX HE pexke 1 paza B MecsIl,

16. IndopmupoBanue mosib30BaTesiel KiaccHpUKATOpa, a TaKKe
YIIOJJTHOMOYEHHBIX OpraHoB (opraHu3anuii) o0 HM3MEHEHHUSIX, BHECEHHBIX B
KJ1accH(UKATOP, OCYLLECTBISIETCS! Cpe/cTBAaMM HH(DOPMAIIMOHHOTO TOpTaa

Coroza 1o dakty onydnukoBaHus U3MEHEHHH.



17. 3menenusi,  cBsi3aHHbIE C  KOPPEKTHPOBKOW  HamMcaHus
HAaMMEHOBAHUM  KOMIUIEKTYIOIUUX CPEJICTB  YIMAKOBKH JIEKAPCTBEHHBIX
npenaparoB, W (WIK) MHbIC U3MEHEHUs, He TMOJpa3yMeBaOIIne H3MEHEHHMS
KOJ1a TIO3UILIMK BBHJLY NIEPEONPEIeNIeHUs €€ KJIaCCU(PUKAITMOHHEIX ITPU3HAKOB,
CUMTAIOTCS TEXHWYECKUMH, BHOCSITCS OIEpaTopoM kiaccudukaropa Io
OOpallleHHIO  BBISBUBILErO HECOOTBETCTBHE YIOTHOMOYEHHOIO OpraHa
(opranuzanuu) W OepefaroTcs aIMUHUCTPATOPY B COOTBETCTBHH  C
nyHkramn 18 — 24 nacrosiero [Topsika B TeyeHue 5 pabouux mHER co JHs
IIOJIyYeHUsl Takoro oOpaiieHusi 06e3 corjacoBaHHsS C YIIOJTHOMOYEHHBIMH

opranamu (opranuzanusamu) u Komuccuei.

ITpaBuna nepenaun ceeJileHUH OT onepaTopa Kiaccupukaropa
aZIMMUHHCTPATOPy

18. Ceenenusa wu3 knaccuduxaropa MOATOTABIKMBAIOTCS OIEPATOPOM
Knaccuukaropa ¥ MPeJCTABISIOTCS aIMHUHUCTPATOPY B COOTBETCTBHHU C
OnucanneM CTpyKTypsl U PEKBH3MTHOIO cocTaBa Kiaccuduraropa
KOMIUIEKTYIOIIMX ~ CPEJACTB  YMAaKOBKM  JIEKAPCTBEHHBIX  IpernaparoB
(mpunoxenne Ne 3 k macnopTy Kiaccu(uKaTopa KOMIUIEKTYIOUMX CPECTB
YIAKOBKM  JIEKAPCTBEHHBIX IperaparoB, yTBepxkjaeHHOMY Pelenuem
Konnernn EBpasulickoil sKkoHOMUYeCKON KOMUCCHHM OT & OKTsOpst 2019 r.
Ne 171) B Bune XML-nokymenTa (nanee — XML-mokyMeHT).

19.B cnyuae pno06aBneHMsI HOBLIX T[O3UIUH B  KIACCH(HUKATOP
B XML-10KyMeHT JOJDKHBI OBITH BHECEHBI CBEIECHHS O HOBOH IMO3UIMH C
yKa3aHMeM [aThl Hauana ee pAeiictBusi (0e3 ykazaHWsl JaThl OKOHYAHHSI
neHCTBUS).

ITpu popmupoBaHMM CBeleHMI O HOBON MO3UIMM Kiaccudukatopa,
ee Koj (opMHpyeTcsl B COOTBETCTBHUHM C IOJIOXKEHHSIMH MeTOMHKH
KlaccupUKalMy M KOAUpOBaHHA  uMHPOpMAIMK  KiaccH(puKaropa

KOMIIJICKTYIOIIHX CpeacTB YHaKOBKH JIEKaAPCTBEHHBIX IIpenaparoB
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(mpunoxkenne Ne 1 k macnopry kinaccu(pukaropa KOMIUIEKTYIONIUX CPEICTB
YIIAKOBKHM  JIEKQpPCTBEHHBIX  IIpenaparoB, yTBepkJeHHOMY Pemenuem
Komnernn EBpasuiickoil sxoHOMUYeckod komuccuu oT 8 okTsiopst 2019 r.
Ne 171).

20.Ilpn BHeceHMM H3MEHEHUH B JETANM3UPOBAHHBIE CBEICHHS W3
knaccupukaropa B XML-10KyMeHT BKIIIOYAIOTCS CBEEHUSI O ACHCTBYIOIIEH
MO3UIMK C YyKa3aHWeM JaThl OKOHYAHUs ee JCHCTBHUS, a Takke HOoBas
penakuys MO3ULUU C yKa3aHUWeM JaThl Havyana ee JedcTBus (0e3 ykazaHus
JlaThl OKOHYAHUSI ICHCTBUS).

21. Ilpn HEOOXOIMMOCTH UCKITIOYECHHUS CBEJICHUH U3 KilacCU(pHUKATOpa B
XML-/10KyMeHT BKJIIOYAIOTCSl CBENEHUs O [JeHCTBYIOUICH TMMO3MIMKU C
yKa3aHUeM JIaThl OKOHUYAHUS ee JeHCTBHUS.

22. Oneparop  wiaccudukaropa  HampaBiseT  aAMUHHCTPATOPY
NOKYMEHT,  cojepxalluuii  akTyajbHble  Ha  MOMEHT  Iepeaadu
JeTaJIM3UPOBaHHbIE CBEJICHHUS U3 KilacCH(HUKATOpA.

23. AIMUHUCTPAaTOp  TOATBEPXAAeT IOJIy4YeHHWE U YCIEIIHYIO
00paboTKy CBEIEHUIl I1yTeM HampaBleHHUsl omeparopy kiaccupuraropa
npoToKona 00pabOTKK MOMYyUYEHHBIX CBEIEHUN Ha PYCCKOM si3bike. B ciyuae
OTCYTCTBHUS OIIMOOK aJIMUHUCTPATOP MPUHUMAET NPECTaB/ICHHbIE CBEEHHS
1 oOecreunBaeT WX olyO/IuMKoBaHWe Ha WHpopManuoHHoMm nopraie Coroza
He no3aHee 3 pabouux JHEH co JIHS MOJyUYeHHS.

24. B ciywae eciu B npoTokojie oOpaOOTKM CBEIEHUI COMEPIKUTCS
onucaHue omubOOK, omeparop KilaccuHUKaTopa YCTpaHsSeT OLIHUOKH U
NOBTOpsieT npouece nepenaun XML-goKkymMeHTa, coepKaiiero cBeicHus 13

KJaccupuKaropa, aAMUHUCTPATOPY.
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V. Meporipusitusi, He0OX0UMBbIE /17151 BeJIeHUsI Kiacchu(pukaTopa

1. Ilepeuennr MeponpusTHIA

25. Ins  BenmeHus  KimaccuduKaTopa  peanus3yIOTCs  CICAYIOLIHE
MEPOIIPUSITHS:

a) NOJArOTOBKA YIOJHOMOYEHHBIM OpraHoM (OpraHu3alueil) 3asBKu Ha
BKJIIOUE€HHME HOBBIX ITO3UIIMI UM HA BHECEHUE U3MEHEHHM B KilacCU(pUKaTOpP,
opopmsiemold mo dopme, NpeLyCMOTPeHHOW mpuiaokeHnemM Ne 3 Kk
Meroponoruu pa3pabOTKH, BeJEHHS] M IPUMEHEHHs CIPABOYHHUKOB M
K1accu(UKATOPOB, BXOMSIIMX B COCTaB PECYpPCOB EIUHOW CHCTEMBI
HOPMAaTHMBHO-CNPAaBOUYHONH HHGpopMaluu EBpazuiickoro »KOHOMHYECKOTO
coro3a, yreepxkaeHHoi Pemennem Kosuernn EBpasuiickoil s5koHOMHYECKOH
Komuccud oT 19 centsiOpst 2017 r. Ne 121 (nasee — 3asiBka);

0) mOAroTOBKA ONEPaTOpOM KIIACCH(PUKATOpPA TMPOEKTa H3MEHEHUH
JETAIM3UPOBAHHBIX CBEAEGHUH U3 Kiaccupukaropa (mamee — IPOEKT
M3MEHEHHUN ) C y4eTOM MOCTYIHUBIINX 3a5BOK;

B) PACCMOTPEHHE IPOEKTa M3MEHEHWH YMOJHOMOYEHHBIMH OpraHaMu
(opranmzauusmMu) u Komuccuei;

I) yperyaupoBaHue pa3HOTIAaCcHii;

1) BHECEHHE  ollepaTopoM  kiaccupukatopa  U3MEHEHHH B

ACTAJIM3UPOBAHHLIC CBCICHH S U3 KJIB.CCH(l)HK&TOpEl.

2. IloaroToBka ynoJiHOMOYEHHBIMHM OpraHaMu
(opraHu3zanusMu) 3asiBKU

26. AHain3 3asBJICHUM HAa TIPEMET BBISBIEHHST HOBBIX OOBEKTOB
Knaccu(UKAIMU B LENSIX BKIIOUEHUs] CBEACHUN O HUX B 3asBKY IMPOBOJIUTCS
YIOJHOMOYEHHBIMH OpraHaMy (opraHu3aiusiMi), KOTOpble YyKa3aHbl B

3a5BJIEHMSAX B KA4eCTBE  YIOJHOMOYEHHBIX OpraHoB (OpraHH3aliuii)
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pedepeHTHOro rocy/apcTaa, OCYIIECTRIISIONIHNX pEerucTparuo
JIEKapCTBEHHOTO Tpernapara.

27. HoBoe KOMIUIEKTYIOIIME CPEICTBO YIAKOBKH JIEKAPCTBEHHOTO
mpernapaTa BKJIIOUAeTCss B 3adBKYy B CJydae, €cCIM COOTBETCTBYIOIIEE
3asiBJIEHHE npeABaAPUTEITLHO on00peHo (BBITIOJTHEHA BaJIM 1AM
PETUCTPALIMOHHOTO JOChe JIEKAPCTBEHHOTO Iperapara), HO He MO3/IHEe YeM
3a 2 Mecsila J10 3aBepIIeHUs TAKKX MPOLETYP.

28. ChopmupoBaHHas ~ 3asBKa  MepemaeTcs  YIOJTHOMOYEHHBIMU
opraHamMu (OpraHu3alysMU) oOlepaTopy KilaccuHuKaTopa exKeMecsJHo,

He no3aHee 20-ro yucia.

3. IloaroroBka onepatopoM KiaccupukaTopa MpoeKTa U3MEeHeHu
C Y4ETOM MOCTYIUBIINX 3asIBOK

29. Ha ocHOBe 3asBOK, MOJYYEHHBIX OT YIMOJIHOMOYEHHBIX OpPraHoB
(opranuzanuit), orepatop Kiaccupukaropa GopMUPYET MPOEKT U3MEHEHHH B
COOTBETCTBMU C (OpPMOH, MNpeaycCMOTpeHHOH mpunoxenneMm Ne 2 K
Mertononoruu, ykazanHoi B myHkTe 25 Hacrosiero [opska.

30. Onepatop knaccudukaTopa exeMecsqHo, He To3AHee 25-r0 Yucia,
HanpasJjsieT NPOEKT U3MEHEHUH YIOJIHOMOYEHHBIM OpraHaM (OpraHHu3aIisM )
1 B Komuccuro opunuansHeIMU TUCbMaMHU, a TakKe B paboueM Mopsijike Ha
azpeca AIEKTPOHHON MOYTHl KOHTAKTHBIX JIML, OMpeeIeHHbIX MPOTOKOJIOM
COBEILIAHUS IIPEACTABUTENICH YIOJHOMOYEHHBIX OpraHoB (OpraHu3aliuii)
(masee — coBelllaHWE), Ha OCHOBAHWMU IHCEM YIMOJHOMOYEHHBIX OPraHOB
(opranuzaumii) 00 oOnpeAeseHMH KOHTAKTHBIX JIMI[, HampaBJICHHBIX B
Komuccuro.

31. IloaroToBiieHHEBIH IPOEKT U3MEHEHHUH MIPEACTABIISIETCS ONEPaTOPOM

Kjmaccudukaropa Ui pacCMOTPEHMS] YMOJHOMOYEHHBIMM OpraHaMHh U

Komuccueii.



4. PaccMoTpeHre mpoeKkTa U3MEHEHHH YIOJIHOMOYEHHBIMH
opraHamu (opranuzanusMu) u Komuccueit

32. YnonnomoueHnnsle  opranbl W Komuccusi  obecreuynBaror
paccMOTpeHHe NPoeKTa U3MeHeHUH B TeueHue 30 KaqeHAapHBIX THEH CO JHS
€ro MOoJIyueHHsI [0 SJEKTPOHHOH ToyTe.

33.B ciyyae HanMuus BO3pPAKEHUH YIIOJIHOMOYECHHBIE OpraHbl
(opranusali) HAINpaB/sIIOT COOTBETCTBYIOUIYIO HH(OPMAIHIO OIEpaTopy
knaccupukaropa 1 B Komuccuio B TedeHHe CpPOKa pacCMOTPEHHS MMPOEKTa
M3MEHEHHH O(QHUIMAILHO U B paboyeM MOpsjKe Ha aapeca dJICKTPOHHOM
MOYTHl KOHTAKTHBIX JIHII, ONpeIeIeHHBIX POTOKOJIOM COBELAHHSI.

B cmydae  masmums  Bospaxenuit  Komuccuss  Hampasiser
COOTBETCTBYIOLIYI0 HMH(MOPMaLUIO OlepaTopy KiaccuHUKaTopa B TeueHHE
CpPOKa pacCMOTPEHHUsl TpPOeKTa H3MeHeHUH oduuualbHO W B pabouem
NOpsiJIKe Ha ajipeca 3JeKTPOHHON IMOYTHl KOHTAaKTHBIX JIMI, OMpeaeIeHHbIX
MPOTOKOJIOM COBEIIAHHUSL.

34.B cayyae ecid B TeUYeHHE CpOKA pPACCMOTPEHHs IIPOEKTa
MU3MEHEHUH HH(pOpMalusi O HAJIWMYHWU BO3PAKEHUH OT YIOJHOMOUYEHHBIX
opraHoB (opranmzainuii) u Komuccuum He MOCTymuia, IPOEKT HW3MEHEHH
CUMTAETCSI COTJIACOBAHHBIM.

35. IloaroToBneHHEI  OIEpPaTopoM  KJIacCUPHUKATOpPAa  IMPOEKT
U3MEHEHUH 110 pe3ysibraraM €ero paccMOTpPEHHUs  YMOJHOMOYEHHLIMU
opravamu (opranuzanusMu) U Kowmwuccueil mnepemaercss aMHUHHCTPATOPY.
Ilpy Hamuuuyu  pa3HOIJIACMM  OHM  TOJNJEXKAT  YPEryJIUPOBAHHWIO B

COOTBETCTBHHU C MOAPA3JIEIIOM 5 HACTOSIIErO pa3zeia.

5. YperynupoBaHue pazHOTJacuii

36. PazHornacusi B OTHOILIEHMH OTHEJBHBIX MMO3WIMH  IIpoeKTa

M3MEHEHMHU [10JJIeXKAT YPeryIupoBaHHIO Ha COBEIIaHUH.
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37. IlpoBenieHre cOBEIAHUSI B LIEJSIX YPEryJIMPOBAHMS pazHOrIACHM
B OTHONIEHMHM OTHEJIBHBIX [O3ULMIA IpoeKTa H3MEHEHWIHl OpraHu3yeTcs
nenapramenToM KomHCCHM, B KOMIETEHIMIO KOTOPOTO BXOMSIT BOIPOCHI
perynmpoBaHus 0OpalieHus JeKapcTBEHHBIX ¢peicTB B paMkax Coro3sa.

38. Komusi mpoToKoJia COBEIIAHUs HANpPaBISIETCS  IEMapTaMEeHTOM
Komuccnun, B KOMIIETEHLMKO KOTOPOTO BXOMST BOIPOCHl PEryJUpOBAHHS
oOpalleHHs JleKapcTBEHHBIX cpenctB B pamkax Coroza, omeparopy

Kyaccu(pukaTopa oQUIMaIbHO U B pabodeM MOpsiAKe Ha aipec SJEKTPOHHOM

ITOYTHEI, yKaSaHHBIﬁ B [IPOTOKOJIE COBEIIaHM.

6. Brecenune oneparopoM kinaccuuraropa U3MeHEHHH B JIeTATH3UPOBAHHbIE
CBeJleHUs U3 Kiaccudukaropa

39. Onepatop kinaccuuKaTOpa BHOCUT W3MEHEHHsI B KJIaCCU(MUKATOD
B Clly4ae OTCYTCTBUs BO3PaXKEHUH IO MPOEKTY U3MEHEHHH B TeUeHHE CPOKa
€ro paccMOTpPeHus JIN0O 1o (PaKTy MOTYUEHUs. KOITUH IPOTOKOJIA COBENaHMS,
(uKcHpyIOLIEero yperyJinpoBaHHe pa3sHOTJIACHH.

40. Oneparop Kjaccu(puKaTropa B COOTBETCTBHH ¢ IyHKTamu 18 — 24
nHacrosmero Ilopsaka mnpencraBiasieT agMUHUCTPATOPY CBEJEHHS 00
M3MEHEHUSX, BHECEHHBIX B KiaccupuKarop, Uil ONMyONMKOBAaHUS Ha
nHpopmanuoHHoM mnoptaie Coro3a B Teuenue 10 pabouux mmeil co aHs
OKOHYAHHUS CpPOKa pacCMOTPEHHsl IpPOEKTa HM3MEHEHHH WKW B TedyeHue
5 paboumx pAHeW cO JHS TMOJIyUEHHS 10 DJICKTPOHHOH IOYTE KOIHUH
IPOTOKOJIA COBELaHMs, (PUKCUPYIOIIETO YPeryJIupOBaHUE Pa3HOTIACHH.

41. Pe3ynpTaToM BBIIOJHEHHS MEPONPHSITUH, TMPeayCMOTPEHHBIX
myHKToM 25 nHactosmero Ilopsaka, sBAseTcss aKTyalM3UPOBAHHBIH

KJ1accu(UKaToOp, OIyOJIMKOBaHHBIH Ha HHpOpMaIoHHOM moprajie Corosa.




[TPHUJIOXKEHHME Ne 3

K TIacropry kjiaccupukaropa
KOMIUIEKTYIOLUX CPEACTB YIIAKOBKU
JeKapCTBEHHBIX IPENapaToB

OIMUCAHUE
CTPYKTYPBI U PEKBH3UTHOI'0 COCTABA KJaccHpUKaTOpa
KOMILUIEKTYIOIIUX CPeCTB YIAKOBKH JeKAPCTBEHHBIX NMPenapaTon

1. Hactosimee Omnucanue ycTaHaBIMBaeT TpeOOBaHUS K CTPYKType
Kiaccudukaropa KOMIIJIEKTYOLUX CpeJICTB yHaKOBKH
JeKapCTBeHHBIX IpenaparoB (masee — KiIacCHPUKATOpP), B TOM UYHCIIE
OIpeJiessieT CTPYKTYPY M PEKBU3UTHBIM cocTaB KiaccupukaTopa, oOgacTh
3HAUEHUH PEeKBU3UTOB U MpaBuiia uX GOPMUPOBAHHUS.

2. CTpyKTypa U PEeKBMU3UTHBIN cOcTaB KiaccHu(UKaTOpa MPUBEIECHBI B
Tabnuie, B KOTOPOH (popMHUPYIOTCS ciienyromue mnoss (rpadul):

«obJlacTh 3HAYeHUs PEKBU3UTA» — TEKCT, TMOSICHSIOUIUN CMBICI
(CeMaHTHKY ) 2JIEMEHTA;

«rpaBuiia GOPMUPOBAHUS 3HAUEHHUSI PEKBU3UTAY» — TEKCT, Y TOYHSFOIITH
Ha3HAa4YeHUE DJIEMEHTa, OIpelessiolMid  npaBuia ero (HOpMHUPOBAHUS
(3amoJTHeHUSs1), MM CIIOBECHOE ONMUCAHUE BO3MOXKHBIX 3HAUCHUH 3JIeMeHTa;

«MH.»  —  MHOECTBEHHOCTb  peKBH3UTa  (00s3aTeNbHOCTD
(OMIMOHANIBHOCTE) U KOJTMYECTBO BO3MOYKHBIX MIOBTOPEHUM PEKBU3NTA).

3. lnsg  ykazaHMsI MHOXKECTBEHHOCTH PEKBHU3UTOB Ilepe/laBaeMbIX
JAHHBIX HUCIIOJB3YIOTCS ClleIytolue 0003HaAYeHHMSI:

1 — pexBU3UT 00s13aTeNeH, MOBTOPEHMSI HE JOMYCKAIOTCS;

n — PeKBU3UT oOsI3aTeleH, JODKEH MOBTOPATLCS n pa3 (n > 1);

I

*

— PEKBU3UT 00s3aTesICH, MOYKET MOBTOPSTHCS Oe3 OrpaHuYeHUH;

n..* — pekBU3UT OOs3aresnieH, NOJDKEH MOBTOPSTHCS HE MEHee n pa3

(n>1);
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N..m — PeKBU3UT 0Os3aTeNeH, AOKEH MOBTOPSITHCS HE MEHee n pa3 u
He Oojsiee m pa3 (n> 1, m > n);
0..1 — pexBH3UT OMIIMOHAJIEH, TOBTOPEHUS HE JIOMYCKAIOTCSI,
0..* — peKBU3UT ONMUMOHATCH, MOKET OBTOPSATHCS O€3 OrpaHuYECHHIA,

0.m — PEKBH3UT OIIIHMOHAICH, MOMKCT ITIOBTOPATLCA HE Oosiee m pas

(m>1).
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