EBPA3UNCKAS DKOHOMHYECKAS KOMUCCHS
COBET

PEINEHUE

«15» masg 2025 r. Ne 32 r. Mocksa

O BHecennu n3MeHeHnii B TpeGoBaHHs K MAPKHPOBKe JIeKAPCTBEHHBIX
CPeCTB 115 MEJUIIUHCKOT0 IPMMEHEeHHs U BeTePHHAPHBIX
JICKAPCTBEHHbIX CPENCTB

B coorsercrBuu co cratbamu 30 u 56 Jlororopa o Eppasuiickom
SKOHOMHMYECKOM coroze oT 29 mas 2014 roma, mymktoM 14 Ilpotoxona
O MPUMEHEHMM CAHUTAPHBIX, BETEPUHAPHO-CAHUTAPHBIX U KAapPaHTHHHBIX
¢uTocanuTapHelx Mep (mpuioxenue Ne 12 kx yxasannomy Jlorosopy),
cratbedl 8 CornalleHus o0 eAUHBIX MPUHIMIAX W MpaBHIaxX obpalieHus
JIEKapCTBEHHBIX CPEACTB B paMkax EBpa3uiickoro SKOHOMHYECKOI'0 COM3a
ot 23 nexabps 2014 rona u nynkramu 57 u 97 npunoxenus Ne 1 k Pernamenty
paborel  EBpasuicKkoil  5KOHOMMYECKOH  KOMUCCHUH, YTBEPKIECHHOMY
Pemwennem Beicmero EBpasniickoro skoHOMHUYECKOro coBeTa ot 23 nexkabpst
2014 r. Ne 98, Coset EBpasuiickoil 5JKOHOMHUYECKOW KOMUCCUU P € I M JI:

1. Buectu B TpebOoBaHUsI K MapKUPOBKE JIEKAPCTBEHHBIX CPENICTB ISt
MEIULMHCKOrO IPUMEHEHUSI U BETePUHAPHBIX JIEKAPCTBEHHBIX CPEJICTB,
yrBepxkaenHele Pemenuem Cosera EBpazuiickoll 5KOHOMUYECKOH KOMUCCHU

oT 3 HosiOps 2016 r. Ne 76, n3MeHEHUS COTTACHO MPUIIOKEHHIO.



2. Hacrosimee PemeHne BeTymaeT B CMIIy 1[I0 MCTEYEHMH

180 KaneHgapHBIX AHEH C 1aTHl er0 OQUUHATEHOTO OIYOIMKOBAHHUS.

Yaenwl CoBera EBpasuiickoil 53KOHOMHYECKO KOMHCCHU:

ckoi Ot Poccuiickoii




ITPHUIJIOKEHUE

K Pemrenuro Cosera

EBpazuiickoit 5KOHOMHUECKON KOMHCCUH
oT 15 mas 2025 1. Ne 32

NU3MEHEHMWA,
BHOCHMbBIe B TpeboBanust K MAapDKHPOBKe JIEKAPCTBEHHBIX CPEICTB
JJIs MEUIHHCKOI0 MPHUMEHEeHHsI U BeTepUHAPHBIX
JIEKAPCTBEHHBIX CPEACTB

1. AB3al; BTOpo# NyHKTa 2 HOCJE CIOBA «BTOPHYHYIO» JOIOJHHUTH
CJIOBOM «(TIOTPEeOUTETHCKYIO )».

2. B nynkre 4:

a) Mo TeKCcTy ab3ala CeJbMOro ClIOBa «IIEKAPCTBEHHOE CPENCTBOY
B COOTBETCTBYIOILEM I1aJ€KE 3aMEHHUTh CIIOBaMH «JIEKapCTBEHHEIH MTpermapaT)
B COOTBETCTBYIOIEM  TaJeXe, CI0Ba  «BETEPUHAPHOE  CPEICTBO»
B COOTBETCTBYIOIIEM ITAJIEKE 3aMEHUTh CIIOBAMH «BETEPHHAPHBIN Iperapary
B COOTBETCTBYIOIIEM TaJIeiKe;

0) B ab3arne IeBATOM cI0Ba «00pasaM u» HCKIIOYHUTD.

3.B moamyHKTE «H» TYHKTa 5 cloBa «(«roOJeH J10...»)» 3aMeHHTb
CIOBAMH «(«IOJIEH J0...», KTOJEH...», «JI0...»)».

4. IlyHkT 6 ZOIOJHUTE a03a1leM CIIEAYIONIEro COACPIKAHUSI:

«Mudopmanuio, NperycMOTPEHHYIO MOANYHKTOM «H» IIVHKTa 3
Hacrosmux IpeboBanuii, AONycKaeTcsi yKasblBaTh B (opMare «Mecsll,
KaJeHJIAapHBIA TOM» C pasjensdromeid nosunued (mampumep, MM TTTT,

MM.ITTT, MM/ITTT, MM ITIT v MM I'T, MM.IT, MM/TT, MM TT).
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Taxum jxe 06pasom Jo1ycKaeTes yKasbiBaTh IATy HCTEUCHUS CPOKA FOJHOCTH
Ha Ty0ax B MecTax 3aleyarThbiBaHus WIIA CIIANKH.».

5. IlynKT 7 M3J10KUTH B CIEAYIOIIEH peIaKIiHu:

«7.Ha nepBUYHOH ynakoBke HeOOJNBIIMX pa3MepoB, Ha KOTOPON
HEBO3MOKHO Pa3sMECTUTh BCIO HEOOXOAMMYI0 HHOOPMALMIO ¥ KOTOpAas
NOMEIIACTCsT BO BTOPUYHYIO YNAKOBKY, JOIIYCKAeTcs HE YKa3bIBaTh
MH(OPMALIUIO, NPEJIyCMOTPEHHYIO HOJITYHKTAME «6», «B» U (K» MYHKTA 5
Hacroswux TpeboBaHmid.

Wudopmanuio, IIpeiycMOTPEHHYIO HOAIYHKTOM «HM» IyHKTa 5
Hacrosiux TpeboBanuii, JomyckaeTcst ykaspiBaTh B (hOopMaTe «Mecsi,
KaJICH/IapHBIM '0J[» B COOTBETCTBUU € a03alleM BTOPBIM IMYHKTA 6 HACTOSIIUX
TpebGoBanwmii.».

6. TTOAMYHKTHI «H» — «J1» MyHKTa 8 U3JI03KHUTH B CIEAYIOMEH peaKIIHy:

«M) HOMEp  cepuM (A7  BBICOKOTEXHOJOTHYHLIX  JIEKAPCTBEHHbIX
npenaparoB  (€Clid  IPUMEHHMMO) [ONOJHHUTENBHO K HOMEpY Cepuu
YKa3bIBatOTCS HAEHTH(QHUKALUOHHBIE KOJIBI TOHALINN);

K) 1aTa MpOM3BOJACTBA (JUIsl MMMYHOOUOJIOTHYECKHX BETCPUHAPHEIX
I[Ipel1apaToB — AaTa BBIIYCKa CEPUM);

JI) laTa UCTEYEHHsl CPOKA TOTHOCTH (KTOJIEH JI0...%, KTOJIEH. ..», «JI0...»)
B (hopmare, ykazaHHOM B yHKTe 30 HacTosnmx TpeGoBaHuii;.

7.B moanyHkTe «k» IyHKTa 11 cnoBa «(«rojeH J0...»)» 3aMEHHThH
CJIOBaMM  «(«TOLEH J0...», «TOMEH...», «J10..») B GopMare, ykazaHHOM
B myHkTe 30 Hacrosmmx TpedoBanwuii,.

8. B moanmynkre «x» myHkra 16 cmoBa «(«rojieH 0...»)» 3aMEHHTH
CIIOBAMH  «(«TOJIEH JI0...», «IOJIEH...», «0..») B (opMare, yKa3aHHOM
B nyHkre 30 Hacrosmux TpeboBanuiiy.

9. AGzar1 BTOpo# nyHkra 17 M3I10KUTh B CIEIYIOIIEeH pelakI[iH:
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«JlJ1g JIeKapCTBEHHBIX PACTUTENLHBIX IPEapaToB, MPEACTABIISIONMX
co0oii (hacoOBaHHOE JIEKAPCTBEHHOE PACTUTEIBHOE CHIPHE HIIH PACTHTENHLHYIO
bapmaleBTHIECKYIO CyOCTaHIIUIO, yKa3bIBacTCs HAaMMEHOBaHHE
(3@ MCKIIOYEHMEM  HaUMEHOBaHWMsI  cOOpoB), cHOPMUPOBAHHOE U3
HAaUMEHOBAHMS  MCIIOJb3YEMOM  4YacTH  MPOU3BOUSIIETO  pPACTEHHS
(Mopdosoruueckol Tpymnbl) B UMEHUTEILHOM [aJeXe MHOMKECTBEHHOI'O
yucna (3a MCKIIOUEHHEM CIIOB  «TpaBay M «KOpa»), HauMEHOBAHHS
NPOU3BOJIAIIETO PACTEHUS B POLAUTEIILHOM Tajieke W BUAa (acoBaHHOMR
NPOJYKIMH (HapUMEp, «LENIbHBIE», «U3MEeJbYEHHBIe», (ITOPOLIOK» U Jp.).
JloToTHUTeTEHO YKa3bIBACTCS HAaNMCHOBaHUE JIEKApCTBEHHOTO
PAcCTUTENBLHOTO CBIPbA MM PACTUTENbHONU (apMalneBTHUecKOH cyOcTanunm
Ha JaTUHCKOM SI3BIKE.).

10. B mynkre 18:

a) ab3all BTOPOM moOcCie ClIoBAa «YyKa3bIBAETCS» JMIOIOJHUTEL CIOBOM
«TOIBKOY;

0) mocsie ab3atia IATOro JOMOIHUTE a03aI[eM CITIETYFOIIETO COAEPIKAHMS:

«Jlmst BBEICOKOTEXHOJIOTMYHBIX JIeKapCTBEHHBIX IIpernaparos,
COJIeprKallluX KIIETKU UJIM TKaHM, yKa3biBaeTcs «lIpemapar comepikuT KieTKn
YeJIOBEYECKOr0 (3KMBOTHOIO) MPOUCXOKISHUS) C KPATKUM OITMCAHUEM TAKHX
KJIETOK MJIM TKaHEH ¥ UX HENOCPEACTBEHHOTO MPOUCXOKICHUS (BKITFOUAsT BH]L
JKMBOTHOTO, B CJIy4yae €ClId IIperapar COACPNKUT KIeTKH IKHBOTHOIO
ITPOUCXOMKACHHS ). ).

11. B nynxre 22:

a) ab3all nepBbI U3JOKUTE B CICAYIOUICH peIakIMu:

«22. KomguecTBO ~ JIEKAPCTBEHHOI'O  Ipemapara  (BETEPHHAPHOIrO
TIperapara) B yIIaKOBKe yKa3bIBaeTCs 110 Macce, 00beMy, KOJTHYECTBY €MHHUIL
JO3UPOBAHHON  JIEKAPCTBEHHOM (OPMBI WM ©JWHHI] JIO3UPOBAHUS B

3aBUCHMOCTH OT JIEKAPCTBEHHOH (POPMBI U THIIA YITAKOBKH.Y;
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0) B ab3are BTOPOM CJI0BA «aKTUBHOM (hapMalleBTHUeCcKoi cyOcTaHImu
PACTUTENIBHOTO  NPOUCXOXKAEHHUSA»  3aMEHHUTH CIOBAMH  «PACTUTENBHOIL
(papmalieBTHUECKON CyOCTaHIUIY .

12. IlonmyHKT «e» myHKTa 24 MOTOJIHUTE Mpe/I0KEeHUEM CIIeIYIOIIETO
cojiepiKanus: «3a MCKIIOYCHHEM BBICOKOTEXHOJIOIHYHBIX JIEKAPCTBEHHBIX
penaparoB, COAEPIKAlIMX IeHEeTHYeCKH MOAMDUIIMPOBAHHLIE KIETKH, IS
KOTOPBIX IIPHBOIUTCSH TOJIBKO ONACAHUE CHCTEMbl KOHCEPBAHTA. ).

13. Tlynkr 28 U3110°KUTE B CIEAYIOLIEH pelaKiim:

«28. @opmar  HaHeCeHHs]  HOMepa  CEPHM  YCTAHABIUBACTCS
IPOU3BOUTEIICM JICKAPCTBEHHOIO CPEJICTBA (BETEPUHAPHOTO CPEJCTBA).
Jlomyckaercs He ykas3pIBaTh J1aTy IPOM3BOJICTBA, €CIIH OHA BKIIIOUEHA B HOMED
CePUM ¥ MOXKET OBbITh UACHTH(OUIUPOBAHA [IPU IPOUYTEHUH HOMEPA CEPHUH.

Jlara  TpOM3BOACTBA HAa  YIAKOBKE JIEKAPCTBEHHOTO  CpECTRA
(BETepUHAPHOTO CPEJICTBA) yKa3blBaeTcsl B (hopMare «Mecsll, KaleHIapHbIii
rog» (wanpumep, MM ITITT, MMITIT, MM/ITIT, MM _ITIT wunu
MM IT, MM.IT, MM/I'T, MM_IT). dns nekapCTBEHHBIX TPEnapaTtoB co
CPOKOM TOJHOCTH MeHee 12 MecsueB Jara MPOW3BOJCTBA YKA3LIBAETCS B
dopmare JULMM.ITIT wm JJ/MM/ATIT (nens, mecsi, KaleHIapHbIi
roj).».

14. B nmynxre 30:

a) ab3all [1epBbIi U3JI0KUTh B CICAYIONIEH PEeNaKIIUuM;

«30. IIpr HaHEeCEeHUH JaThl UCTEUEHHS CPOKA I'OJIHOCTH JIEKAPCTBEHHOTO
npenapara (BETEPUHAPHOIO IpernapaTa) Ha YIIaKOBKE YKa3BIBAIOTCS MECSII W
KaJeHIapHbIH 1o B (GopmMare, ykazaHHOM B ab3alle BTOPOM IIyHKTa 6
Hacrosmux Tpebopanuit. llpu s1OoM npH ykasamuu mecsia IO JATOM
UCTECYCHMsSI CPOKA TOJHOCTH I10pa3yMeBaeTCsl [1OCIIeHEee YHCIO YKA3aHHOTO
mecsina. Jlara ucreyenus cpoka IOJHOCTH yKasbiBacTcest B Gopmare «Mecsi,

KaleHaapueld  roa» (manpumep, MM ITIT, MMITIT, MM/ITIT,
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MM_TITIT, MM IT, MMIT, MM/IT, MM IT). B orHOueH"#
JIEKAPCTBEHHBIX IPEHaparoB €O CPOKOM TOJHOCTH MeHee 12 MecsieB Mpu
yKa3aHUHM [JaThl HMCTEYCHMS CpOKa TI'OJHOCTH YKa3bIBaeTCsl jeHb (ecnn
IIPUMEHHUMO), MECSI1I, KaJIeHJApPHEBIA TO/.»;

0) B ab3alle BTOPOM cl10Ba «MIH pazdaBlicHHsi pacTBOpa (CyCIEH3MH)»
3aMEHHTD CIIOBAMHU «CYCIIEH3UU MIIH PA3BeJICHUS PACTBOPAY.

15. B ab3ane Bropom mynkTa 36 cloBa «(BETEPUHAPHBIX [IPEMAPATOB)»
UCKIIIOYHTh.

16. B nynxre 37:

a) ab3a1 BTOPOH MOJITYHKTA «OK» H3T0KHTh B CIEIYIOIEH pelaKuu;

«IIpy HEOOXOMMMOCTH Ha YHAKOBKY HAHOCSTCS Jpyrde HaAIUCH H
CHMBOIIBI NPEYNPEUTENLHOIO Xapakrepa (eciu JaHHas WH(QOpMAIys
00OCHOBaHA COOTBETCTBYIOWIMMH JIOKYMEHTaMH PErHCTPAIIMOHHOIO [0ChE),
a TaKXkKe YKa3bIBAIOTCH CIIENUATBHBIE Mepbl IPEAOCTOPOKHOCTH —IPH
YHUYTOKEHHM HEHUCIIONL30BaHHBIX JIEKapCTBEHHLIX IIPErapaToB MM HX
OTXOZO0B;»;

0) IONONHATE TOAIYHKTAMHE «3% U «HY» CIEAYIOUIEr0 COMEPKAHU

«3) «IIpemapar couep:kuT apomatuszaTop...», win «C apomaToMm...»,
wid «Co BKycOM...» (I JeKapCTBEHHLIX IIPEHapaToB, COAEPMKAIIMX B
cOCTaBe apoMaTH3aTOpP, 00YCIOBIMBAIOILMI HAIMYKME BKyca U (HJIK) apomaTa);

1) MHGOpMalKs,  TO3BOJSIONIAS  MJIEHTH(QUIMPOBATL  MAIHEeHTa
(Harpumep, (aMHIMHA, WUMS, OTYECTBO (IIPU HAIMYMM), 1aTa POIKJIECHHS),
U ykazanue «TolbKO A ayTOJOIMYHOTO — IpPUMEHEHHs» (I
BBICOKOTEXHOJIOTHYHBIX JIEKAPCTBEHHBIX TMpenapaToB Ui ayTOJOTHYHOIO
npuMeHenus). JlomycTHMO HaHeceHHe 3TOW MH(OpPMAIMH Ha NEPBHYHYIO
YIAaKOBKY IIPH OTCYTCTBHM BTOPUUYHOM YIIAKOBKH.».

17. 1loamyHKT «r» yHKTa 38 U3I0KHATE B CIEAYIOLIEeH pelakIMHu:
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«T’) AaTa NCTEUEHHMS! CPOKA FOJHOCTH B COOTBETCTBHH C ITOITYHKTOM I
IyHKTa 5, ab3areM BTOPBIM IIYHKTa 6 U OAMYHKTOM «JI» IyHKTa 8 HACTOSIINX
TpeboBaHuii;.

8. IIpennmoxenue tperbe mNyHKTa 49 JIONONHHUTE clloBaMU  «0Oe3
yKa3aHusl CIIOB «TOIEH J10...», KTOJICH...», «I0...».».

19. lpunokenue Kk ykazaHHbIM TpeGoBaHusIM HU3IOKUTE B ClIeAyIOIEH
penaKInm:

«[TPHJIOXKEHUE

K TpeboBaHUsIM K MapKHUPOBKe
JIEKaPCTBEHHBIX CPEJICTB U1l MEJIUIIMHCKOTO
IIPUMEHEHUS U BETEPUHAPHBIX
JIEKAPCTBEHHBIX CPEJICTB

IIEPEYEHDb
BCIIOMOTaTeJIbHBIX BeIECTB, YKAa3bIBAeMbIX HA BTOPHYHOH YIIAKOBKE
JIEKAPCTBEHHBIX NPenapaToB (BeTepHHAPHBIX MPenapaTos)
AJIs1 Ip¥eMa BHYTPb

Kon
IToporogoe
BcnomorarensHoe BelecTBoO BCIIOMOTaTeJIbHOTO
CoJiep)KaHue
Bel[eCTRa
A30KPACUTEIIU
a30pyOuH (KapMya3uH) E122 0
yepHBIX Onectsinuii BN, uepusiii PN Elsl 0
MOHCO 4R, KOLICHUIIEBBIH KpacHbIH A E124 0
costHeuHbIH 3akaT FCF E110 0
TapTpasvuH E102 0
OPUTPO3UH E127 0
3arperieH
B COCTaBe
JIEKapCTBEHHBIX
IIpernapaTon

I netei



BcermmoMorarensnoe BEIIIECTBO

Kon
BCIIOMOTATEILHOTO
BellleCcTBa

Iloporosoe
cojlepXKaHue

ApaxucoBoe Macio
Acnapram

["anakro3a

1 moxo3a (nexcrpo3sa)

['nuuepon (rnutieprn)

H3omanbT (M30MabTHT, H30MAIBTHTON)

Kanuiiconepkaiue coemnHeHus

KacToposslie macna

IOJIMTOKCHUIIMPOBAHHbBIE (MaKporosa
CITUUEPUHIIPULIMHONEAT, MaKpOroJa

rUApPOKCHCTeapar)
KoHnceppaHTsr:

OEH3IKOHMS XJIOPHT

OEH3UIIOBLIH ClIUpT

KucioTa Oen3oinas u 0eH30aThI;
Kanusa 6ensoar
KHCI0Ta OeH30iHas
HaTpus OeH3oar

Kennuron (kcunur)
KynxyrHoe macio

JIakTHTON (JIAKTHT)

JlakTo3za

Jlarekc (kay4yK HaTypalbHbIH)

ManbTuTomn (MajibTHT)
MaJIbTUTOJL JKUIKHAN
(TUIPOTeHU3UPOBAHHBIN CHPOIT
TITFOKO3BI)

MauHuTon (MaHHHT)

EB5d

E422
E9353

E212
E210
E211

E967

E966

E965

E421

= O 2

0
10 r/no3a
0

39 mMr/no3a
0

o O o o o <

10T



Kon
BcnomoraTenbHoe BeliecTBo BCIIOMOT'aTEJLHOTO Lloperaroe
BerecTsa coJiepiKanue
MoueBuHa 0
Hatpuiicomep:xariue coeiluHeHNS 23 mr/moza
IlaparnnpoxcubeH3oarsl 1 UX HQUPHL: 0
METHJITHJPOKCUOeH30aT E218
HaTpUst METHJITHJIPOKCHOEH30aT E219 0
HaTPHs TPOIMITHIPOKCHOEH30aT E217 0
[IPONUITUIPOKCUOEH30aT E216 0
STUIITHIPOKCHOEH30aT E214 0
IIponunesrnuKons 1 ero 3pupsl E1520 500 mr/kr/cyr
JUTS1 B3POCITBIX
1 mr/xr/cyT
IUIs IeTer
[ IIeHUYHBIN Kpaxmail 0
Caxap WHBEPTHBIN 0
Caxaposa 0
Coesoe macio 0
Copburon (copour) E420 0
Cyne(uThl, BKIIOYAst META0UCYTBMUTHI: 0
Kanust OucynbhuT E228 0
KaJlisl MeTabuCybhUt E224 0
HaTpusi OUCynbGUT E222 0
HATpUsI METaOUCYITBEOHUT E223 0
HATpus CynbOUT EZ221 0
Cepbl JIMOKCHU]L E220 0
0

Ddenunananvu



Kopn
IToporosoe
BcenomorarensHoe BemecTBo BCIIOMOTaTeIIFHOTO
cozlepKaHue
BellecTBa

Dopmanbaerun 0
OpykTo3a 0
Dranon’ (CHUPT 3TUIOBEIH) 0

" IIponenTHOE cofepkanue (06/00) B IKH KX JEKAPCTBEHHBIX dopmax.».




