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O6 yrBepxkaennu TpeboBaHuMit K MAPKHPOBKE JICKAPCTBEHHBIX CPEACTB AJIA MEIUIIMHCKOTO
IIPUMEHEHHUS ¥ BETePUHAPHBIX JIEKaPCTBEHHEIX CPEJICTB

Pemennie CoBera EBpasuiickoit 3koHOMHUYecKoi komuccuu oT 3 Hosiopst 2016 roma Ne 76.

B cootBercTBUM co crathsamu 30 u 56 JloroBopa o EBpa3zuiickoM 3KOHOMHYECKOM COIO3€
oT 29 mas 2014 ronma, nyuktom 14 mpunoxenust Ne 12 x JJoroBopy o EBpazuiickom
DKOHOMMYECKOM coro3e oT 29 mas 2014 rona, crateert 8 Coryiamenus 0 €IMHbIX TPUHIATIAX
U MpaBuUiiax oOpaleHus JIeKapCTBEHHBIX CPEACTB B paMKax EBpazuiickoro s5KOHOMHUYECKOTO
coto3a oT 23 nekadpsa 2014 roga, mynkramu 57 u 97 npunoxenust Ne 1 k Pernmamenty paboTsl
EBpasuiickoi 3KOHOMHYECKOM KOMHUCCHUM, YTBEpKIEHHOMY Pemenuem Bricuiero
EBpasuiickoro s3xoHoMHuecKoro coera oT 23 nexadps 2014 r. Ne 98, u Pemenuem Briciiero
EBpasmiickoro skoHomuueckoro cosera ot 23 mekadps 2014 r. Ne 108 "O peanmuzaruun
Cornamienusi 0 eIMHBIX MPUHIMIAX W MPaBHIIaX OOpallleHUs JICKAPCTBEHHBIX CPEACTB B
pamkax EBpasumiickoro skoHomuueckoro corsa" Coer EBpa3niicKoM 3KOHOMHYECKOU
KOMMCCUY PEIMIMII:

1. YTBepauTh npunaraemsie TpeOoBaHUSI K MAPKUPOBKE JIEKAPCTBEHHBIX CPEICTB IS
MEAMIMHCKOIO MPUMEHEHUS U BETEPUHAPHBIX JIEKAPCTBEHHBIX CpelcTB (nanee — TpeGoBaHus
K MapKHPOBKE).

2. Hacrosmiee Penienue Bctynaer B CUily mo ucredeHuu 10 kameHaapHbIX THEH C JaThl
BCcTyIuieHus: B cuny Ilpotokona, moanucanHoro 2 aexadps 2015 roga, o mpucoeaiMHEHUU
PecniyObnuku Apmenus k CorjameHHI0 O €IMHBIX MPUHIMIIAX W IpaBUIaxX OOpalieHus
JIEKApCTBEHHBIX CPEJCTB B paMKax EBpa3uiickoro SKOHOMHYECKOTO cOio3a OT 23 nexadps
2014 rona, HO He paHee yeM Mo ucTedeHuu 10 KaleHAapHBIX JHEU ¢ JaThl OQUIIHMATBLHOTO
OonmyONMKOBaHUs HacTosiero PemeHus, 3a HCKIOYEHUEM IOJOKEHUHM YTBEPKIECHHBIX
HacTosiuiuM Pemenuem TpeOGoBaHUN K MapKUPOBKE, KacCalOLUXCS MAapKUPOBKH
BETEPUHAPHBIX JIEKAPCTBEHHBIX CPEICTB.

[Tonoxxenust TpeboBaHUII K MapKUPOBKE, Kacaroluecss MAPKUPOBKH BETEPUHAPHBIX
JIEKapCTBEHHBIX CPEACTB, BCTYIAIOT B CHJIy C JaThl BCTYIUIEHMS B CUJIY IIPaBuUIl
peryJiupoBaHusi OOpalieHusi BETEPUHAPHBIX JIEKAPCTBEHHBIX CPEICTB, YTBEPKIAAEMBIX
Coserom EBpa3uiickoll 3KOHOMHUYECKOW KOMMCCHHM, B COOTBETCTBHM C IIyHKTOM 57
npuinoxenuss Ne 1 x Permamenty pabGotbl EBpasuiickoil 3KOHOMHYECKOW KOMHCCHH,
yTBepKJIeHHOMY Pemenriem Briciiero EBpa3uiickoro 5kOHOMHU4ECKOro coBeTa oT 23 aexadps
2014 r. Ne 98.

Unensl CoBera EBpasuiickoii 3KOHOMUIECKOH KOMUCCHH:
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PecryOnuku PecrryGnuku PecryOnuku Ksiprezckoit Poccuiickoii

ApmeHus Benapycs Kazaxcran PecnyOnukun Denepanun

B. I'abpuensa B. MartomeBckwii b. Carunraces O. [TankparoB U. IllyBamos
YTBEPX/IEHbBI

Pewenunem Coeta
EBpa3uiickoii 53KOHOMUYECKOH KOMUCCUH
ot 3 HostOpst 2016 1. Ne 76

TPEBOBAHUA

K MapKHUpPOBKE JIEKAPCTBEHHBIX CPEICTB I MEAUIIMHCKOTO PAMEHEHHASL
¥ BETepUHAPHEIX JICKAPCTBEHHBIX CPEICTB

I. O6mue momoXxeHus

1. Hactostmue TpeGoBaHus ycTaHABIMBAIOT MpaBUja MAapKUPOBKHU, Pa3MEIIEHHON Ha
YIIaKOBKaX JIEKAPCTBEHHBIX CPEACTB Uil MEIUIIMHCKOrOo TMpUMEHeHus (Jainee —
JIEKapCTBEHHBIE CPEJICTBA) U BETEPUHAPHBIX JIEKAPCTBEHHBIX CPEJCTB (ajiee — BETEpUHAPHBIE
CpEJICTBA), BBIITYCKAEMbIX B OOpallleHne Ha 00I1eM phIHKE JIEKapCTBEHHBIX CPEJCTB B paMKax
EBpasuiickoro skoHoMu4eckoro corosa (naiee — Coro3s).

2. MapkupoBKa JEKapCTBEHHBIX CPEACTB (BETEpUHAPHBIX CPEJCTB) HAHOCUTCA Ha
YIIAaKOBKY Ha pPYCCKOM SI3bIK€ W MNPH HAJUYUM COOTBETCTBYIOUIMX TpeOOBaHUU B
3aKOHOJATENbCTBE rocynapcts — wieHoB (Coro3a (manee — rocyaapcTBa-wieHbl) Ha
roCyJapCTBEHHOM sI3bIKE (FOCYIAapCTBEHHBIX SI3bIKAaX) rOCyJapCTBa-4JIeHa, HA TEPPUTOPUHU
KOTOPOI'0 PEAIU3YIOTCS JIEKAPCTBEHHBIE CPEACTBA (BETEPUHAPHBIE CPEJCTBA).

Jnst oppaHHBIX ¥ BBICOKOTEXHOJOTHMYHBIX JE€KAPCTBEHHBIX MPENapaToB JOMYyCKaeTCs
HaHECEHNE MAapKUPOBKH TOJIBKO Ha PyCCKOM WJIM AHTJIMHACKOM SI3bIKE MPU HAJTUYHMH CBEJACHUIM
00 3TOM B 3KCHEPTHOM OTYETE MO OIEHKE 0e30macHOCTH, 3PHEKTUBHOCTH M KAuyeCTBa,
IIOATOTOBJIEHHOM B COOTBETCTBUHU C npuioxkeHueM Ne 16 k IlpaBunam perucrpannu n
AKCHEPTHU3bl JIEKAPCTBEHHBIX CPEACTB JJISI MEOULMHCKOTO MPUMEHEHUS, YTBEPKICHHBIM
Pemenuem Coseta EBpasuiickoil skoHOMU4ecKoil koMuccuu ot 3 Hos0pst 2016 1. Ne 78, u B
pazneine "MapkupoBka" HOPMAaTUBHOTO JIOKYMEHTA 10 Ka4€CTBY JIEKAPCTBEHHOIO Mpenapara,
YTBEPKJECHHOTO YINOJHOMOYEHHBIM OpraHoM pedepeHTHoro rocynaapcra. [lpu stom
HEOOXOJMMO HAHECEHHE MAPKUPOBKH C HCIIOJIb30BAHUEM JOINOJHUTEIBHONW ITUKETKU (
CTUKEpa) Ha BTOPUUYHYIO (MOTPEOUTENHCKYIO) YIIAKOBKY Ha PYCCKOM Si3bIKe (B Clydae ero
OTCYTCTBUS B HCXOJHOM BapuUaHTE MAapKUPOBKHM) M HAa TOCYJAPCTBEHHOM SI3bIKE
rocy/lapcTBa-4wieHa, Ha TEPPUTOPUU KOTOPOTO OCYUIECTBIISIETCS OOpallleHHue TaKuxX
JEKapCTBEHHBIX MpenaparoB (IpW HaJIMYUU COOTBETCTBYIOIIMX TpeOOBaHUU B
3aKOHOJATENBCTBE TOCYAAPCTBA-YWICHA).

JIOMOTHUTENBPHOE MCIOJIB30BAHUE IPYTUX SI3BIKOB JIONYCKAETCS MPU YCIOBUHU MOJHON
UACHTUYHOCTU UH(POPpMAIUH.



MapkupoBka JI€KapCTBEHHBIX CpEJCTB (BETEpUHApPHBIX CPEACTB) HE JOJKHA
MPOTUBOPEUYUTH MJIM UCKAXKATh CBEJEHUS, COAEpKALIUECs B JOKYMEHTaX PErUCTPALIMIOHHOTO
JI0Chb€, U HOCUTh PEKJIIAMHBIN XapaKTep.

CHocka. ITyHKT 2 ¢ u3BMeHeHnsaMH, BHECEHHBIMU petieHussMu Coeta EBpasuiickoi
skoHOMHYeckoil komuccuu ot 23.09.2022 Ne 141 (BcTynaet B cuity 1o ucteueHuu 10
KaJIeHJIAPHBIX THEH ¢ IaThl €ro ouiranbHOro onyoaukoBanus); oT 15.05.2025 Ne 32 (
BCTyNaeT B CUIIy 10 vcteueHnu 180 kaneHaapHbIX THEN ¢ AaThl €ro OpUIUaIbLHOTO
OITyOJIMKOBAHUS ).

3. MapkupoBKa JE€KapCTBEHHBIX CPEJACTB (BETEPUHAPHBIX CPEJICTB) JOKHA OBIThH
JIETKOYHUTAeMOM, y1000UNTaeMOM, MOHATHON M JOCTOBEPHOM M HE BBOJUTH B 3a0JTyKJICHHUE
norpebureneil (mpuoOperaTeneil) JIEeKapCTBEHHOIO IpemnapaTa W BETEPUHAPHOTO
JIEKapCTBEHHOTI'O IIpenapara (fajiee — BETEpUHAPHBIN Mpernapar).

4. Jlna neneit Hacrosuux TpeOoBaHUM HCMOIB3YIOTCS MOHATHS, KOTOPbIE O3HAYAIOT
Cleayolee:

"BropuyHas (MOTpeOUTeNIbCKasl) YMakoBKa" — yHaKoBKa, B KOTOPYHO IMOMEIIAETCs
JIEKapCTBEHHBIN Mpenapar (BeTepUHApHBIN MpenapaT) B MEPBUYHON WM MPOMEKYTOUHOU
yIHaKOBKE JJIsl pean3aluy NoTpeOuTeNto;

"MapkupoBKa" — MH(pOpMaIUs, HAHECEHHAs] Ha YIAaKOBKY JIEKapCTBEHHOTO cpencTBa (
BETEPUHAPHOTO CPEJCTBA);

"mepBUYHas (BHYTPEHH:IS1) yIIaKOBKA" — yIIaKOBKA, HETIOCPEACTBEHHO COMPUKACAIOIASICS
C JICKapCTBEHHBIM CPEJICTBOM (BETEPUHAPHBIM CPEACTBOM);

"MpOMEKyTOUHAs YIaKOBKa" — yIaKOBKa, B KOTOPYIO MOKET OBITh MOMEIEHA IEPBUYHAS
YIAKOBKa C LENbI0 JOMOJHUTEIBHON 3alIUThI JIEKAPCTBEHHOr0 Npenapara (BETepUHApHOTO
npenapara) WiIM HCXOJAs W3 OCOOCHHOCTEW NPUMEHEHUs JIEKapCTBEHHOIo mpemnapara (
BETEPUHAPHOIO Mpernapara);

"ymakoBka" — mMaTepualn WIH YCTPOMCTBO, FapaHTUPYIOIIEE COXpPaHEHHE KadyecTBa
JIEKApCTBEHHOTO Cpe/cTBa (BETEPUHAPHOIO CPEACTBA) HA MPOTSKEHUU YCTAHOBJIECHHOTO
CpOKa TOJHOCTH (XpaHEHHs), oOecreduBaroIee 3alluTy JEKapCTBEHHOTO cpeacTBa (
BETEPUHAPHOI'O CPEJCTBA) OT MOBPEXKICHHN M MOTEpb, a TakKe MpeloXpaHsioliee
OKPY’KAIOILYIO Cpeay OT 3arps3HEHU;

"sguelikoBasg KOHTypHasi ynakoBka (Omucrep)" — rubOkas ymakoBKa € JIEGKapCTBEHHBIM
npenapatoM (BeTEpUHApHBIM MpenapaToM) B OTPOPMOBAHHBIX SUEHKaX, U3 KOTOPBIX
JIEKapCTBEHHBIN MIpenapaT (BeTepruHapHbIN penapaT) U3BJIEKAETCA ITyTEM BbIIaBINBAHUS.

WNHble MOHATHUS HMCHOJIB3YIOTCS B 3HAUYEHUSX, ONPENEIICHHBIX MEXKIyHapOIHBIMU
JOTOBOPAaMH U aKTaMH, COCTaBJIAOIMMH ITpaBo Coro3a.

TpeOoBaHus K MaKkeTaM yakOBOK yCTaHOBJICHBI [IpaBuinamMu perucTpaiuu U SKCHepTU3bl
JIEKapCTBEHHBIX CPEACTB JJI1 MEIULUHCKOIO IPUMEHEHU.

CHocka. ITyHKT 4 ¢ u3aMeHeHusaMH, BHECEHHBbIMU penieHussMu Coeta EBpasuiickoit
sKOHOMHUYECKON komuccuu ot 23.09.2022 Ne 141 (Bctynaet B cuity 1o ucreueHuu 10



KaJIeHIAPHBIX JTHEH ¢ AaThl ero opuIMaIbHOro omyonkoBanus); ot 15.05.2025 Ne 32 (
BCTYyIIAET B cwity 10 ucteueHuu 180 kaneHAapHBIX JHEN ¢ JaThl €r0 OPUIIUATIBHOTO
OmnyOJIMKOBaHUA).

II. O6mue TpeOGoBaHUA K MAPKHPOBKE

5. Ha nepBuuHOli (BHYTpEeHHEH) ymakoBKe (Jajiee — MEpBUYHAS YIMAKOBKA)
JIEKapCTBEHHOTO Tpernapara (BeTEpUHAPHOTO Mpenapara) (3a UCKII0UYEHHUEM JIEKAPCTBEHHOTO
npenapara (BEeTEpUHApHOrO IIpemnapara), MpeacTaBisonero codoil (acoBaHHOE
JIEKapCTBEHHOE PACTUTENIbHOE ChIPbE) YKa3bIBaeTcs cienytonas uHpopmanus:

a) TOProBo€ HaMMEHOBAHUE JIEKAPCTBEHHOT0 MpernapaTa (BETEpUHAPHOTO IIpenapara);

0) MeXXIyHapoHOE HemaTeHTOBaHHOE HauMeHoBaHue (nanee — MHH) (mpu vammnamm)

WM 00IenpUuHATOe (TPyHNIUPOBOYHOE) HAUMEHOBAHUE;

B) JICKapCcTBeHHAas (hopma;

') J03UPOBKa U (MJIM) aKTUBHOCTH M (MJIM) KOHIICHTpAIus (€CJIM MPUMEHUMO) aKTUBHOU
(hapMaiieBTHUYECKOM cyOCTaHIINM (AKTUBHBIX (papMalieBTUUEeCKUX CyOCTaHIui);

1) KOJIMYECTBO JIEKAPCTBEHHOTO MpernapaTa (BeTepUHAPHOTO MpernapaTa) B YIIaKoBKeE;

€) MyTh BBEJICHUS;

’K) HAMEHOBaHHUE WJIM JIOTOTHUIl JepKaTessl PeruCTPAllMOHHOIO YJOCTOBEPEHUS WU
MpoUu3BOAUTENS (MMPU HEOOXOJMMOCTH) JIEKAPCTBEHHOro mpenapara (HaMMEHOBaHUE WIIU
JIOTOTHUIT IPaBO0OIaAaTENs] PErUCTPAIIMIOHHOTO YAOCTOBEPEHHUSI BETEPUHAPHOIO MIpernapara);

3) HOMEp CepuHu;
1) JaTa ucTedeHus cpoka rogqHoctu ("'ronuex go...", "rogex...", "mo...").
CHocka. ITyHKT 5 ¢ u3aMeHeHneM, BHeceHHbIM penieHneM CoBera EBpaszuiickoil

'

sKOHOMHUYECKON komuccuu oT 15.05.2025 Ne 32 (Bcrynaet B cuity 1o ucreuenuu 180
KaJICHJAPHBIX JIHEH C AaThl €ro OUIIMATBLHOTO OIyOJIUKOBAHUS).

6. Ha nmepBruyHOI1 yrlakoBKe B BHJI€ SYEHKOBON KOHTYpHOMU ynakoBKH (OnucTepa) (nanee —
sYEeHKOBas YIaKoBKa), KOTOPYIO TIOMEIIAI0T BO BTOPHUYHYIO (TOTPEOUTENHCKYIO) YITAKOBKY (
Jajee — BTOpUYHAs YMNaKOBKa), [OINyCKaeTcs HE YyKa3blBaTh HWHQOpPMAIUIO,
MpeayCMOTPEeHHYI0 oAnyHKTamMu "B" 1 "a" nmyHkTa 5 HacTosiux TpeOoBaHuUiA.

HNudopmanuto, npeycMOTpEHHYIO MOANYHKTOM "H" myHKTa 5 HacTtoamux TpeOoBaHumid,
JIOTMyCKaeTcsl yKa3bIBaTh B hopmate "Mecsll, KaleHIapHbIi roa" ¢ pa3aenstonieil nounuen (
Hanpumep, MM I'TTT, MM.ITIT, MM/ITTTT, MM _ITIT wiu MM I'T, MM.I'T, MM/IT,
MM IT). Takum xe 00pa3oM AOMYCKAETCs yKa3blBaTh JaTy UCTEUEHUS] CPOKA TOJHOCTH Ha
Ty0ax B MecTax 3aleydyaThbIBaHUsI UM CIIAWKH.

CHocka. [lyHkT 6 ¢ u3MeHeHueM, BHeceHHbIM pelienueM Coseta EBpasuiickoi
sKoHOMHYecKoil komuccuu ot 15.05.2025 Ne 32 (Bcrymnaer B cuity 1o ucrtedenuu 180
KaJIeHJApHBIX JIHEH ¢ AaThl €ro O(pUIUATBLHOTO OMyOJIUKOBAHUS).

7. Ha nepBUYHOM ynakoBKe HEOOIBIINX pa3MepPOB, HA KOTOPOIl HEBO3MOXKHO Pa3MECTUTh
BCIO HEOOX0AuMyI0 HHGOpPMALMI0 U KOTOpas MOMEIIAeTCs BO BTOPUYHYIO YMaKOBKY,



" "

JIOIyCKaeTCsl He YKa3bIBaTh HHPOPMAIIHIO, IPEAYCMOTPEHHYIO nmoanyHkTamu "6", "B" u "x
NMyHKTa 5 HacTtosumx TpedoBaHMil.

Nudopmaruio, mpeyCMOTPEHHYIO ITOANYHKTOM "H" MyHKTa 5 HacTosmux TpeOoBaHui,
JIOIyCKaeTcsl yKa3bIBaTh B (popMare "Mecsl, KaJleHAapHbIi roa" B COOTBETCTBUM C ab3alem
BTOPBIM ITyHKTa 6 HacTosmmx TpeOoBaHMIA.

Cnocka. ITynkr 7 — B penakuuu pemieHusi Copeta EBpa3zniickoil 53KOHOMHYECKOM
komuccuu oT 15.05.2025 Ne 32 (BcTynaet B cuity 1o ucredeHuu 180 kaneHaapHbIX JHEH C
JaThl €r0 O(UIIUAIBHOTO OITyOTMKOBAHUS ).

8. Ha BTOpMYHOW ymakoBKe, a MPU €€ OTCYTCTBHUM — HA MEPBUYHOM YNAaKOBKE
JEKapCTBEHHOTO mpemnapara (BETEpUHAPHOTO Mpernapara) yKa3blBaeTcs Cleayromas
uHdopmarus:

a) TOProBO€ HAaMMEHOBAaHUE JIEKAPCTBEHHOTO Tpenapara (BEeTepUHAPHOIO Mpernapara);

6) MHH (nipu Hanmmuuu) uiv o0ImenpuHsAToe (TPyIIIupOBOYHOE) HAUMEHOBAHNUE,

B) HAUMEHOBAHUS JAEpKaTessl PErUCTPAlMUOHHOTO YJIOCTOBEPEHUS W MPOU3BOAUTENS
JEKapCTBEHHOTO TMpemnapata (HAaUMEHOBAHHUS MPaBooOJajgaTeNss pPEruCTPAlMOHHOIO
YAOCTOBEPEHUS U MPOU3BOIUTENS BETEPUHAPHOIO MIpenapara);

r) aapec JepKaTeyisli PEerUCTPAallMOHHOTO YJIOCTOBEPEHHUS M IMPOU3BOIUTEIS
JIEKapCTBEHHOIO Tpenapara (aapec nmpaBooOIaaarelis perucTpallioOHHOrO YJIOCTOBEPEHUS U
MIPOU3BOJIUTEIIS BETEPUHAPHOTO MIpenapara);

1) JIeKapCcTBeHHas (hopma;

€) J03UPOBKA, U (UJIU) aKTUBHOCTb, U (WJIM) KOHIIEHTpaUs (€ClId MPUMEHUMO) aKTUBHOMN
(dhapMalieBTHYECKOM cyOCTaHIIMM (aKTUBHBIX (papMarieBTUUEeCKUX CyOCTaHITUH);

) KOJIMYECTBO JIEKAPCTBEHHOTO Mpernapara (BETEpUHAPHOro MpernapaTa) B yIIaKOBKE;

3) uH(opMaIus 0 cOCTaBe JEKAPCTBEHHOTO Mpenapara (BeTepruHapHOTo Mpenapara);

1) HOMEp cepuu (JJisl BHICOKOTEXHOJOTHYHBIX JEKaAPCTBEHHBIX MpenapaToB (€ciu
MPUMEHHUMO) JTOMIOJIHUTEIIBHO K HOMEPY CEpHUH yKa3bIBAIOTCS WICHTU(DHUKAIIMOHHBIE KOJbBI
TOHAIIHI);

K) JaTa IPOU3BOACTBA (IS UMMYHOOMOJIOTHYECKIX BETEPUHAPHBIX MPENapaToB — JgaTa
BBIIyCKa CEpUN);

1) nara uctedeHusi cpoka rogHoctu ("ronmexH mo...", "ronueH...",
ykazaHHoM B nyHkTe 30 HacTtosmux TpeboBaHui;

'

'no...") B dopmare,

M) YCJIOBUSI XpPaHEHHUS U MTPU HEOOXOJUMOCTH YCIOBUS TPAHCIIOPTUPOBKHU;

H) IyTh BBEICHUS;

0) YCJIOBHS OTITyCKa;

) IpeAyNpeIuTEIbHbIEC HAINCH;

P) PETUCTPALIMOHHBII HOMEp (/17151 BETEpUHAPHBIX MPENapaToB).

Caocka. [Iynkr 8 ¢ u3amMmeHeHneM, BHECEHHBIM pereHnem Cosera EBpa3zuiickoit
sKoHOMHUEecKoil komuccuu ot 15.05.2025 Ne 32 (Bcrymnaer B cuity 1o ucreuenuu 180
KaJICHIAPHBIX JHEH C AaThl €ro OPUIIMaIBLHOTO OMYyOJIMKOBAHMUS).



9. Jlns mpemnapaToB, BBITYCKAaEMBIX KaK C KOHCEPBAHTOM, TaK U 0€3 KOHCEpBaHTa, MpHU
BBIITYCKE MPOAYKLIMH O€3 KOHCEpPBAHTa MOCJE MEpPeyHs BCIOMOraTesbHbIX BEIIECTB Ha
BTOPHYHOM YITaKOBKE yKa3bIBaeTCs cienyrorias nHdopmanus: "He cogepxut koHCepBaHTa'.

10. ITpomexxyTouHas ynakoBKa, HE MO3BOJISIONIAsl 0€3 HapylIeHUsl €€ 1eJIOCTHOCTU
npoyecTb MHPOPMAIMIO HA TEPBUYHOM YMAKOBKE, KaK MUHHMYM JOJDKHA TOBTOPSTH
nH(pOpPMAIINIO, YKAa3aHHYIO Ha IEPBUYHON YIIaKOBKE.

11. Ha ynakoBke akTUBHBIX (papMalleBTUYECKUX CYOCTAaHUMI yKa3bIBae€TCs CIEAYIOIast
uHdopmarus:

a) TOProBo€ HaMMEHOBAaHUE aKTUBHOW (papMalleBTHUECKOW CyOCTaHIIMM (ITPU HATUYHUN);
6) MHH wunu oGmenpunsitoe (rpynnmupoBOYHOE) HANMEHOBAHUE;

B) HAUMEHOBAHUE U a/IpeC MIPOU3BOAUTENS aKTUBHOM (papMalieBTUUECKON CyOCTaHIINY;
T') HOMEp CEepuH,;

1) 1aTa IpOU3BOJICTBA;

€) KOJIMYECTBO aKTUBHOU (hapMalleBTUUECKON CYOCTaHIIUU B YITAKOBKE;

) JaTta UCTeUeHHsl cpoka rogHoctu ('roaeH mo...' 'mo...") B ¢opmare,
ykazanHoM B myHkTe 30 Hacrosmmx TpeOoBaHMM, WK, €CIAU MNPEAYyCMOTPEHO, JaTa

' '

, "roxgeH...",

IIOBTOPHOTI'O UCIIBITAHUS;

3) YCIIOBUSI XpaHEHUS;

1) Ha3HA4YCHHUE.

CHocka. ITynkr 11 ¢ uamMenenueM, BHeCEHHBIM perienneM Coseta EBpasuiickoi
sKoHOMHUeckoil komuccuu ot 15.05.2025 Ne 32 (Bcrymnaer B cuity 1o uctedenuu 180
KaJICHJAPHBIX JTHEH C AaThl €ro O(pUIIMATBLHOTO OIyOJIUKOBAHUS).

12. Jlns xommuiekTa (J€KapCTBEHHBIM mpernapar (BeTE€pUHApHBIA Ipenapar) c
pacTBopuTesneM (pasbaBureneM)) win Habopa (KOMIUIEKTa U3 2 U 0ojee JIEKapCTBEHHBIX
MpenapaTtoB (BETEpUHAPHBIX MPENApaToB)) HAa BTOPUYHOW YMAKOBKE JAOMOJHUTEIBHO
yKa3bIBaeTCs clieAyromas HHpopMaIus:

a) CBEICHMS O KOMIIOHEHTaX KOMILIEeKTa (Habopa):

HAaUMEHOBAHUsI KOMIIOHEHTOB;

JIO3UPOBKA U (MJIM) aKTUBHOCTb, U (MJIM) KOHIIEHTpAIus (€ciu MPUMEHUMO) aKTUBHOM
(hapMaiieBTHUYECKOM cyOCTaHIINM (AKTUBHBIX (papMarieBTUUeCKUX CyOCTaHIuM);
uH(pOpMAIIsS O COCTABE;

KOJIMYECTBO;

HOMEp cepuH (B COOTBETCTBUHU ¢ IMyHKTamHu 28 u 29 Hactosuux Tpedoanmii);

0) cBeieHHs] O HAJIMYMU BCIIOMOTATENbHBIX MEIUIIMHCKUX U3ACIUNA (IUIMPHUIbI, TAMIIOHBI,
YCTPOMCTBA JUIsl BBEACHUS U T. I1.).

13. He nomyckaeTcs HaHOCUTh Ha yNaKOBKY BbIOOPOYHBIE CBEJCHUS, YKa3aHHBIC B
paznenax "kiaumHWYeckue naHHble" u "(dapMakogmHaMUueckue CBOMcTBa" 0O0IIei



XapaKTEPUCTUKU JTaHHOrO JIEKAPCTBEHHOTO IIpernapara M SKBUBAJICHTHBIX pa3Jieliax
WHCTPYKIIMH 110 MEIUIIMTHCKOMY MPUMEHEHUIO (JTMCTKA-BKJIA/IbIIIA) JAHHOTO JIEKAPCTBEHHOTO
npermnapara.

JlomyckaeTcst HAHOCUTh Ha YIAKOBKY TEKCT MHCTPYKIIUU 110 MEIUIIMHCKOMY TTPUMEHEHUIO
(TMCTKa-BKIJIA/IbIIA) JIGKAPCTBEHHOI'O Mpenapara M TEKCT MHCTPYKUHMHU MO MPUMEHEHHIO (
JIMCTKA-BKJIAJIbIIIA) BETEPUHAPHOTO Mpernapara.

14. Jlomyckaercsi pa3MelleHne Ha BTOPUYHOM YIaKOBKE JIEKAPCTBEHHOTO mpenaparta (
BETEPUHAPHOTO Mperapara) AOMOTHUTEIbHOM HHPOPMALIMK TPU YCIOBUH €€ COOTBETCTBHUS
JIOKYMEHTaM PETUCTPAIIMOHHOTO JIOCKE.

Jlomyckaetcsi pa3MelnieHrne Ha yMaKOBKE MITPUX-KOJa, TOJOTPaPUUIECKUX U JAPYTUX
3aIIUTHBIX 3HAKOB, CTUKEPOB, NyOIMPOBaHUE TEKCTA MAPKUPOBKH C UCIIOIB30BaHUEM JIPYTHX
S3BIKOB W MpudTa bpaiins, pazMenieHne CUMBOJIOB WU MUKTOTPaMM, KOTOPhIE TTOMOTAIOT
Pa3biCHUTh HHQPOPMAIMIO O JIEKapCTBEHHOM IIpernapare (BeTepUHApHOM IMpenapare)
notpeduTento (mpuodperarTento).

15. [Ipu Hanmuuuu B MPOMEKYTOUHOW WIJIM BTOPUYHOM YIMAKOBKE JEKAPCTBEHHOTO
npernapara MakeTUKOB (WK TabJIETOK) ¢ BJIArOMOIJIOTUTENIEM Ha HUX JIOJKHA ObITh HAaHECEHA
npeaynpeanTesibHasi MApKHUPOBKA COOTBETCTBYIOIIETO COACPIKAHUS.

16. Ha TpaHncmopTHO# Tape ynakoBKHM Hepac(acoOBaHHOW MPOAYKIUU yKa3bIBAETCS
cienyroias naHpopManms:

a) TOProBo€ HaMMEHOBAHUE JICKAPCTBEHHOTO MpernapaTa (BEeTEpUHAPHOTO Ipenapara);

0) nekapcTBeHHas Gpopma;

B) MHH (npu Hanuuum) unu obmenpuHsaTOe (TpyIIupPOBOYHOE) HAUMEHOBAHNUE,

I') I03UPOBKA, U (UJIM) aKTUBHOCTD, U (WJIM) KOHIIEHTpaIs (€Clu MPUMEHUMO) aKTUBHOMN
dapmarneBTUYeCKOM cyOcTaHuu (aKTUBHBIX (hapMaIleBTUYECKUX CyOCTaHIINMN);

1) HAMMEHOBAaHMUE MPOU3BOJIUTENS, aIpec MPOU3BOAMUTENA JEKapPCTBEHHOIO mpenapara (
BETEpUHAPHOTO Mpenapara);

€) KOJIMYECTBO JIEKAPCTBEHHOI0 IMpenapara (BeTepuHApHOro Mpernapara) B ynakoBKe U (
WJIM) KOJIMYECTBO YMIAaKOBOK B TPAHCIIOPTHOU Tape;

) YCJIOBHS XpaHEHUS U MTPU HEOOXOUMOCTH YCIOBUS TPAHCTIOPTUPOBKHU;

3) HOMEp CepuHu;

W) J1aTa MpOU3BOCTBA;

' '

K) JaTa MUCTeYeHHs cpoka rogHoctu ('rojaeH go...", "roaeH...",
ykazanHoM B myHkTe 30 HacTosmux TpeGoBaHuii.

[Ipn HEOOXOAUMOCTH MOKET OBITh yKa3aH JIOTOTHII MPOU3BOJUTEINS MPOAYKIHUU,

'mo...") B dbopmare,

IIpeAYNPEIUTEIbHBIC HAANUCU U MAHUITYJIATOPHBIC 3HAKH.

CHocka. ITynkr 16 ¢ u3mMeHeHueM, BHeECEHHBIM perienneM Coseta EBpasuiickoi
skoHOMHUecKkoil komuccuu ot 15.05.2025 Ne 32 (Bcrymnaer B cuity 1o uctedenuu 180
KaJICHJAPHBIX JIHEH C AaThl €ro O(PUIIMATBLHOTO OIyOJIUKOBAHUS).



II. TpeGoBaHMA K TEKCTy MapKHPOBKA

17. ToproBoe HaMMEHOBaHKE JIEKAPCTBEHHOTO TpernapaTa (BeTepUHAPHOIO Mpenapara)
YKa3bIBa€TCs HA YIIAKOBKE B UMEHUTEIBHOM MAJIEXkKeE.

JUJist TeKapCTBEHHBIX PACTUTENIbHBIX MIPENapaToB, MPeICTABIAIONINX co00i (pacoBaHHOE
JIEKapCTBEHHOE PACTUTEIBHOE ChIPbE MM PACTUTENBHYIO (PApMaLIEBTUUECKYIO CYOCTaHIUIO,
yKa3bIBA€TCSI HANMEHOBAHUE (32 UCKIIIOUEHHEM HaUMEHOBaHMs cOOPOB), cHhOpMUPOBAHHOE U3
HAaMMEHOBaHHUS HCIOJIb3YEMOI YaCTH MPOU3BOSALIETO pacTeHUs (MOP(HOIOrHUE€CKOM IPyYIIIbI)
B IMEHUTEIBHOM I1a/I€5K€ MHO>KECTBEHHOI'0 YKCIIa (3a UCKIIF0UeHUEM ciioB "TpaBa' u "kopa'),
HAaWMEHOBAHUS MPOU3BOJLIETO PACTEHUS B POAMTENIHHOM MajJexe U BUJa (pacoBaHHOU
npoaykuuu (Hanpumep, "uenbHsie", "uzmensueHHele”, "mopomok" u ap.). JomnoaHUTenbHO
YKa3bIBAa€TCS HAMMEHOBAHHUE JIEKAPCTBEHHOI'O PACTUTENBHOTO ChIPhS WJIM PACTUTEIbLHON
dbapmaineBTUYECKOM CyOCTaHIIMU Ha TATHHCKOM SI3BIKE.

CHocka. ITynkr 17 ¢ uameHenueM, BHeCEHHBIM perieHueM Coseta EBpasuiickoii
skoHOMHUecKkoi komuccuu ot 15.05.2025 Ne 32 (Bcrymnaer B cuity 1o uctedenuu 180
KaJICHJAPHBIX JTHEH C AaThl €ro OUIIMATBLHOTO OIyOJIUKOBAHUS).

18. MHH akTuBHBIX (hapMaleBTHUYECKUX CYOCTaHIMIl B COCTaBE JEKAPCTBEHHOIO
npenapara (BETEpUHApPHOIO Mpernapara) yKa3blBa€TCs Ha PYCCKOM SI3bIKE B MMEHUTEIBHOM
najiexe U aHTJIMMCKOM sI3bIKe (B COOTBETCTBUM C aHINIMKMCKON penakuueil nepeuns MHH
BcemupHoil opranuzanuu 34paBoOOXpaHEHHUS ).

B cinyuae orcyrcrBuss MHH yka3biBaeTcst TOJBKO OOIIEPUHSATOE (TPYNIIHPOBOYHOE)
HAaMMEHOBAaHHE HA PYCCKOM SA3BbIKE B UMEHUTEIBHOM IaJIEXKE.

Homnyckaercs e ykaspiBaTh MHH nnu o6menpunsroe (rpynnupoBOYHOE) HAMMEHOBAaHUE
JIEKapCTBEHHBIX MpenapaToB (BETEpUHAPHBIX NPEMAPATOB) B CIIy4Yae €ro MOJHOr0 COBMAICHHUS
C TOPrOBBIM HAUMEHOBAHUEM.

B oTHOIIEHNM T€TEPOJIOTMUHBIX CHIBOPOTOK YKa3bIBAETCS BUJI )KUBOTHOTO, U3 KPOBH HIIU
IJ1a3Mbl KOTOPOT'O OHHU IOJIYYEHBI.

Jlnst nexapCTBEHHBIX MpernapaTtoB (BeTepUHAPHBIX MpernapaTroB) OMOJIOTHYECKOTO
npoucxoxaeHus npu orcyrctBum MHH wnu obmenpunsToro (rpymmupoBOYHOTO)
HAaMMEHOBAHUS YKA3bIBAE€TCSI ICTOYHHK MOJYYEHHUS Mpenapara.

JI1s1 BBICOKOTEXHOJIOTMYHBIX JIEKAPCTBEHHBIX MPENapaToB, COJAEPKAIIMX KIETKH WIH
TKaHH, ykasbiBaeTrcs "lIpemapar coOaep UT KIETKH YEIOBEYECKOTO (KHUBOTHOTO)
MIPOUCXOXKJIEHUA" C KPATKUM ONKCAHUEM TaKUX KJIETOK WM TKAHEW M UX HEMOCPEICTBEHHOIO
IIPOUCXOXKIAEHUS (BKJIKOYAs BHUJ KUBOTHOIO, B CIIy4ae €CJIM Ipenapar COAEPKHUT KIETKH
KUBOTHOTO MPOUCXOKIACHUS).

Jis paguodapmaleBTUYECKUX JIEKapCTBEHHBIX CPEJCTB (BETEPUHAPHBIX CPEICTB)
YKa3bIBAlOTCSI CHUMBOJI XHMHUYECKOrO JJIEMEHTA C MHAEKCOM paJAUOHYKIHAA U
MEXAYHapOIHbI CUMBOJI PAAUOAKTUBHOCTH.



Cnocka. ITynkrt 18 ¢ usmMmenenuem, BHeCceHHBIM perieHreM Copeta EBpazuiickoit
sKOHOMHUYECKOM komuccuu oT 15.05.2025 Ne 32 (Bcrynaet B cuity o ucreuenuu 180
KaJICHIAPHBIX JHEH ¢ JaThl ero opUIMaIbHOTO OMyOJIUKOBAHUA).

19. HaumeHoBaHus fepkaTesi perucTpallMOHHOTO YAOCTOBEPEHUS U TPOU3BOAUTEINS
JIEKapCTBEHHOTO MpenapaTa (HAaMMEHOBAHHUs MPaBoOOJagaTeNss pPEerucTPaliuoOHHOIO
yAOCTOBEpEHUS U TMPOU3BOJMUTENS BETEPUHAPHOTO TIpernapara) YKa3bIBalOTCS B
MMEHUTEIbHOM mnajexe. B ciaydae ecim B MNPOU3BOJACTBE YUYAaCTBYIOT HECKOJBKO
NpPOU3BOAUTENEH, 0053aTE€IbHO  yKa3blBaeTCsd HAMMEHOBAHME  IPOU3BOJAMTEINS,
OCYILECTBJISIIOIIETO BBIMYCKAIOMIMI KOHTPOJIb KadyecTBa JIEKAPCTBEHHOTO cpeacTa (
BETEPUHAPHOIO CPEACTBA).

B cnyuae coBnajeHrs HaMMEHOBAHUMN JIepKaTeNsl PErUCTPALMOHHOTO YAOCTOBEPEHUS U
MPOU3BOJUTENSI JIGKAPCTBEHHOTO Mpemnapata (HAaMMEHOBAaHUN mpaBooOJagaTens
PErUCTPALIMOHHOTO YJIOCTOBEPEHUS W MPOU3BOAMUTENS BETEPUHAPHOTO IIpernapara)
YKa3bIBAETCS TOJBKO HAWMEHOBAaHHME JEp>KaTelsl PErucTpalMOHHOIO YIAOCTOBEPEHUS
JIEKapCTBEHHOTO Tipernapara (mpaBooOiiaiaTesiss PEerucTPAllMOHHOTO YIOCTOBEPEHUS
BETEPUHAPHOIO Mpernapara).

[Tpr HE0OXOIMMOCTH yKa3bIBaeTCsl HAUMEHOBAHUE OPraHU3alllH, OCYIIECTBIISIONICH
(dacoBky W (WIM) YHaKOBKYy, C MpPEAIIECTBYIOIIUM ciioBoM '"pacdacoBano" u (mim) "
ynakoBaHo", "yIakoOBIIHK".

20. Aapeca yka3bIBalOTCs COKpAllleHHO (CTpaHa WM CTpaHa M FOpPOA) WM MOJTHOCTHIO,
JIOTIOTHUTEIFHO JTOMyCKaeTCs yka3zaHue HoMepoB TenedoHa, ¢akca, agpeca dIEKTPOHHOMN
MOYTHI.

B cnyuae ecnu gepkarenemM pEerucTpalMOHHOIO YJIOCTOBEPEHMS JIEKapCTBEHHOTO
npenapara (mpaBooOjajaTelieM pPEeruCTPAllMOHHOIO YJIOCTOBEPEHHUS BETEPUHAPHOIO
npernapara) sBIsSE€TCS NPOU3BOAMTENb JIEKAPCTBEHHOrO mpenapara (BETEpUHAPHOTO
npenapara), yKa3blBaeTCs TOJBKO aJpec JepxkaTeisl PEeruCTPalMOHHOIO YAOCTOBEPEHMS
JEKapCTBEHHOr0 Tpemnapara (mpaBooOJiaatesiss pPEerucTpaliOHHOTO YIOCTOBEPEHUS
BETEPUHAPHOIO IIperapara).

21. Jlo3upoBka, W (WJIHM) aKTUBHOCTh, M (WJIHU) KOHIIGHTpAIUs aKTUBHOM
(apManeBTUYECKON CyOCTaHIIMH (AKTUBHBIX (papMalleBTUYECKUX CyOCTaHLINI) yKa3bIBAIOTCS
C 00s13aTeNIbHBIM YKAa3aHUEM €JIMHUILl U3MEPECHHUS.

22. Konn4decTBo J€KapCTBEHHOr0 MpemnapaTta (BeTeprUHApHOTO Mpernapara) B yIakoBKe
yKa3bIBaeTCs M0 Macce, 00beMy, KOJIMYECTBY €IMHUIL IO3UPOBAHHOM JIeKapCTBEHHON (HhOPMBI
WM €IMHHULL JO3UPOBAHUS B 3aBUCUMOCTH OT JIEKAPCTBEHHOU (DOPMBI U TUTIA YITAKOBKH.

JUist IeKapCTBEHHBIX PACTUTENbHBIX MpenapaTroB, KOTOpPbIE MPEACTABISIOT CO0Oii
(acoBaHHOE JIEKAPCTBEHHOE PACTUTEIBHOE ChIPbE, Macca JIEKApCTBEHHOTO PACTUTEIHLHOTO
ChIpbid U (WUJM) PaACTUTEIbHOHN (papManeBTUUECKON CYOCTaHIMU YKa3bIBA€TCS MPU HX
OTIPEICTICHHON BJIAYKHOCTH.



Jlo3upoBka (aKTUBHOCTH) OMOJIOTHYECKOTO JIEKAPCTBEHHOTO Mperapara BhIpakaeTcs B
COOTBETCTBUU C TPEOOBAHUSIMU K MHCTPYKIIMU IO MEIUIMHCKOMY MPUMEHEHUIO
JEKapCTBEHHOTO TIpemapaTa M OO0IIell XapaKTepHCTHKE JEKapCTBEHHOTO Ipemapara s
MEIULMHCKOTO TPUMEHEHUSI, YTBEPKAAEMbIMUA EBPAa3UMCKON SKOHOMUYECKOU KOMUCCHUEN.

Jlist paguodapMarieBTHIECKUX JICKaPCTBEHHBIX MPEnapaToB (BETEpUHAPHBIX MTPETIapaToOB)
YKa3bIBA€TCS KOJIMYECTBO €AMHUIL PAAMOAKTUBHOCTH B J03€ UM NEPBUYHON yIIAKOBKE.

Cuocka. [Iynkr 22 ¢ u3sMeHeHusiMu, BHECEHHBIMU pereHusiMu Coseta EBpazuniickoit
sKkoHOMHUEecKOil komuccuu ot 23.09.2022 Ne 141 (Bctynaet B cuity 1o ucteueHuu 10
KaJIGHJIapHBIX JIHEH ¢ 1aThl ero ouimaibHoro onyoaukoBanus); ot 15.05.2025 Ne 32 (
BCTYyMaeT B cUITy 1o uctedeHuu 180 KajeHIapHbIX JHEN C 1aThl €ro 0(hUITMaTIbHOTO
OITyOJIMKOBAHUA).

23. B cocTaBe ne€KapCTBEHHBIX MpenapaToB (BETEPUHAPHBIX MPENAPATOB) YKA3bIBAIOTCS
aKTHUBHBIC (DapMalleBTUUECKHE CYOCTaHIIMU (KOMIIOHEHTBI) U UX KOJIMYECTBO.

24. B 00s13aTeIbHOM TOPSIAKE BCIIOMOTATENIbHBIE BEIIECTBA (KOMIIOHEHTHI) YKa3bIBAOTCS
B CIEAYIOLIUX CIyYasx:

a) JJIsl JISKapCTBEHHBIX MPEMapaToB (BETEPUHAPHBIX MpenapaToB) AJisl IprUeMa BHYTPb Ha
BTOPUYHOM YIIAKOBKE, €CJIM OHM BKJIIOYEHBI B II€PEUYEHb BCIIOMOTATEJIbHBIX BEIIECTB,
yKa3blBa€MbIX Ha BTOPUYHOM YMaKOBKE JIEKAPCTBEHHBIX MpenapaTtoB (BEeTEpUHAPHBIX
MpernapaToB) AJis IpUeMa BHYTPb, COTJIACHO MPHIIOKEHHUIO K HACTOSTINM TpeOoBaHUAM;

0) nJs JIeKapCTBEHHBIX IpenapaToB (BeTepUHAPHBIX MpPEnapaTroB) A UHbEKUUM, HA
BTOPUYHOU YIMaKOBKE B MMOJTHOM COCTaBe 0€3 yKa3aHHs UX KOJIMYECTBA;

B) ISl JIEKAPCTBEHHBIX IMpENapaToB (BETEPUHAPHBIX MPEnapaToB) JJIS MHTAIAIMNN Ha
BTOPUYHOU YIaKOBKE B MOJTHOM COCTaBe 0€3 yKa3aHHs UX KOJIMYECTBA;

T') IJIs1 IEKApCTBEHHBIX MPEnapaToB (BETEPUHAPHBIX MIPENapaToB) JJIi MECTHOTO U (HJIN)
Hapy>XHOr0 MPUMEHEHHS Ha BTOPUYHOM YMAKOBKE B IMOJHOM COCTaBe O€3 yKa3aHWsS UX
KOJINYECTBA,

1) I JIEKapCTBEHHBIX MpernapaToB (BETEPUHAPHBIX MPENapaToB), MPUMEHIEMBIX B
o TATBMOJIOTUY HA BTOPUYHOM YITaKOBKE B MTOJITHOM COCTaBe 0€3 yKa3aHUs UX KOJIMYECTBa,

€) Mg MH(QY3MOHHBIX PACTBOPOB HA BTOPUYHOW M MEPBUYHON yNAKOBKaX B IMOJIHOM
coCcTaBe. 3a UCKIIOYEHUEM BBICOKOTEXHOJIOTMYHBIX JIEKAPCTBEHHBIX MPENapaTos,
coJiepKalluX TeHEeTUUYEeCKH MOIU(MUIIMPOBAHHBIE KIETKH, JIJII KOTOPHIX MPUBOJAUTCS TOJIBHKO
ONMCAHUE CUCTEMBI KOHCEPBAHTA.

Jlepkatenap pETUCTPAMOHHOTO YIOCTOBEPEHHUS JIEKapCTBEHHOro mnpenapara (
npaBoo0i1agaTeab PErUCTPAIMOHHOIO YJIOCTOBEPEHHSI BETEPUHAPHOTO Ipernapara) BIpPaBe
yKa3aTh MOJHBIIA COCTaB BCIIOMOTATEIbHBIX BEIIECTB (KOMIIOHEHTOB) HA yIIaKOBKaX.

st uHQY3MOHHBIX PACTBOPOB HA MEPBUYHONW U BTOPUYHOM yNMAKOBKaxX yKa3bIBaeTCS
TEOPETUYECKOE 3HAUECHUE OCMOJISIPHOCTH (OCMOJISIIIBHOCTH ).



JI1s1 ”UMMYHOJIOTHUYECKHUX JIEKAPCTBEHHBIX MpENnapaToB (BeTepUHAPHBIX IPENnapaToB) Ha
BTOPUYHOM YIAaKOBKE YKa3bIBAECTCS KOJIMYECTBEHHOE COAECPKaHNE KOHCEPBAHTOB, COPOCHTOB
U aJ’bIOBAaHTOB.

CHocka. ITyHkT 24 ¢ u3mMeHeHueM, BHECEHHBIM pemeHneM Coseta EBpasuiickoi
skoHOMHUecKkoil komuccuu ot 15.05.2025 Ne 32 (Bcrymnaer B cuity 1o uctedenuu 180
KaJIeHJIAPHBIX THEH ¢ JIaThl €ro 0(hUIIMATBHOTO OyOJIUKOBAHNS).

25. CoctaB roMeonaTH4eCcKuX JIEKAPCTBEHHBIX MPENapaToB (BETEpUHAPHBIX MPEMAPATOB)
YKa3blBa€TCAd COTJIACHO TEPMHUHOJIOTUH, NPUHATOM B TOMEONATHU: Ha3BaHUS
rOMEONAaTUYEeCKUX (papMaleBTUUECKUX CyOCTaHIMN MNPUBOMASTCS HA JATUHCKOM SI3BIKE C
yKa3aHUWEM IIKajdbl U CTENEHU WX Pa3BEIACHHUs, HA3BAHHUS BCIIOMOTATEIbHBIX BEILECTB
MIPUBOJSITCS HA PYCCKOM SI3bIKE COTJIACHO IOKYMEHTaM PEruCTPallMOHHOTO JIOChE.

26. Jlma nmekapCTBEHHBIX PACTUTENIbHBIX MpenapaToB (BETEPUHAPHBIX MPENapaToB),
KOTOpbIE MPEJICTABIAIOT cO00i (pacoBaHHOE JEKAPCTBEHHOE PACTUTENIBLHOE ChIPbE, COCTAaB
YKa3bIBa€TCs TOJIBKO 111 COOPOB.

27. CchlIKM Ha CTaHIApPThl KOHTPOJIA KadyecTBa JJIsI aKTUBHBIX (hapMaleBTUUECKUX
cyOcTaHIui 1 (MJIM) BCIIOMOTATENIbHBIX BEIIECTB HE YKA3bIBAIOTCS.

28. ®opmarT HaHECEHUS HOMEpAa CEpHU YCTAHABIMBAETCS MNPOU3BOJUTEIEM
JIEKapCTBEHHOTO CpeACTBa (BETEPUHAPHOIO cpencTBa). Jlomyckaercss HE yKas3blBaTh JaTy
MPOU3BOJCTBA, €CIU OHA BKJIIOYEHA B HOMEDP CEPHH U MOXKET OBITh UACHTU(DUIIUPOBAHA TIPU
IPOYTEHUH HOMEPA CEPUH.

JlaTa mpoHU3BOACTBA HA YIIAKOBKE JIEKAPCTBEHHOT'O CPEACTBA (BETEPUHAPHOIO CPEACTBA)
yKa3bIBaeTcsl B ¢opmare "mecsi, KaneHaapHeii roa" (Hampumep, MM I'TIT, MM.ITTT,
MM/TTTT, MM_ITIT wou MM I'T, MM.IT, MM/IT, MM _IT). [lns nekapcTBEHHBIX
MIPENapaToB CO CPOKOM TOJHOCTH MEHee 12 MecsueB Jara MpOU3BOJCTBA YKa3bIBAE€TCS B
dbopmare JJAMM.ITIT unu JA/MM/TTTT (neus, mecsill, KaJleHAAPHBINA TO).

Caocka. [Tynkr 28 — B penakuuu pemenus Coeta EBpa3nuiickoil 3KOHOMUYECKOU
komuccuu ot 15.05.2025 Ne 32 (Bctynaer B cuity no uctedeHuu 180 kaneHIapHbIX AHEH ¢
JaThl €ro O(PUIUATIBHOTO OIMYOIMKOBAHUS).

29. Jlns komriekTa (JIEKapCTBEHHBIM mpenapaT (BeTEpUHAPHBIN mpemnapar) ¢
pactBopuTteneM (pazdaButenieMm)) uin Habopa (KoMIuIeKTa U3 2 u 0oJiee JIEKapCTBEHHBIX
npenapaTtoB (BETEpUHAPHBIX IMPENapaToB)) MOMOJHUTEIBHO HAa BTOPUYHYIO YIIAKOBKY
HAHOCSTCS HOMEpa Cepui BCeX JIEKAPCTBEHHBIX IMpenapaToB (BETEpUHAPHBIX MPENapaTos),
BXOJISIIUX B KOMIUIEKT (HAOOP), UM HOMEP CEpUH KOMIUIEKTa (Habopa).

30. Ilpu HaHeceHUU NaThl UCTEUYEHUSI CpOKa TFOJHOCTH JIEKApCTBEHHOTO mpenapara (
BETEPUHAPHOTO Mpernapara) Ha yMNaKOBKE YKa3bIBAIOTCS MeCSIl U KalleHAApHBIA Troj B
¢dbopmate, ykazaHHOM B a03arie BTOpoM nyHKTa 6 Hacrosuux TpebGoBanuii. [Ipu sTom npu
yKa3aHUU Mecsa MoJ 1aTOi UCTEYEHHsI CPOKA FOJHOCTH MOIPAa3yMEBAETCS MOCIEAHEE YUCIIO
yKa3aHHOTO Mecsia. J[ara uctedeHus: cpoka TOJHOCTH yKas3biBaeTcs B opmare "Mmecsll,
KaneHaapHeiii roa" (manpumep, MM I'TTT, MM.ITTT, MM/TTTT, MM ITIT, MM IT,



MM.IT, MM/TT, MM _IT). B oTHOIIIEHUY JIEKaPCTBEHHBIX MIPEMApaTOB CO CPOKOM TOJHOCTH
MeHee 12 MecsleB pu yKa3aHUM JaThl UICTEUCHUSI CPOKA TOJHOCTH YKa3bIBaeTCs JCHB (eciu
MIPUMEHHMO), MECSII, KaJ€HJapHBII TOJ1.

[Ipu HEOOXOAUMOCTH YKa3bIBAIOTCSA CPOK W YCJIOBHUSI XPAHEHUS JIEKAPCTBEHHOTO
npenapara (BeTepUHAPHOTrO Ipernapara) mociie mepBoro BCKPHITHS NEPBUYHON YIIAKOBKH WIIH
CPOK U YCIIOBHSI XpaHEHHUs MOCJE MPUTOTOBJIEHUS CYCIEH3UU WJIM Pa3BEICHUS pacTBOpa B
COOTBETCTBHUH C MHCTPYKIIMEH MO MPUMEHEHHIO JIEKAPCTBEHHOIO Mpenapara (BETepUHAPHOTO
npenapara) u JaHHBIMH 110 U3yUYEHUIO CTAOMIIBHOCTHU C YUYE€TOM IMOJIOKEHUHN, YCTAHOBIIEHHBIX
TpeOOBAHUSIMU K MHCTPYKIIHMH [0 MEAUIIMHCKOMY NMPUMEHEHUIO JIEKApCTBEHHOIO Ipernapara
1 00IIel XapaKTepUCTUKE JIEKAPCTBEHHOTO MIpenapara Jyisi MEAUIIMHCKOTO TPUMEHEHHUS.

Jl1s koMIuiekTa (JIeKapCTBEHHBIN TpenapaT (BeTepUHAPHBIN Mpernapar) ¢ pacCTBOPUTETIEM
(pa3baButenem)) niu Habopa (KOMIUIEKTa w3 2 W 0OoJee JIEKapCTBEHHBIX MpenapatoB (
BETEPUHAPHBIX MPENapaToB)) HA BTOPUYHYIO YMAKOBKY HAHOCSTCS JAaThl MPOHU3BOJICTBA
Ka)XJI0OT0 KOMIOHEHTa MO0 euHas Jara BhITyCKa JaHHOTO KOMIUIEKTa (Habopa), a Takxke
JaThl UCTEUEHUSI CPOKA TOJIHOCTU KaXKJOTO KOMIIOHEHTa JUOO yKa3bIBaeTCs €uHas JaTa
HCTEUEHHUSI CpOKa TOJJHOCTH KOMILIEKTa (Habopa).

B cnyyae ecnu ykaszaHbl 1aThl UCTEUYEHUS CPOKA FOAHOCTU KaXKJAOTO KOMIIOHEHTA B
OTJIENIbHOCTH, TO J]aTa UCTEUEHHUS CPOKa T'OJTHOCTH KOMIUIEKTa (Habopa) onpeensieTcs mno
HanOoJiee paHHEH JaTe UCTEUCHUS CPOKA TOJHOCTH KOMIIOHEHTOB, BXOJSAIIUX B KOMIUICKT (
Habop).

Cuocka. [Iynkr 30 ¢ nusmMeHeHnusiMu, BHECEHHbIMU pemeHusiMu Coseta EBpazuiickoit
skoHOMHYecKOoi komuccuu ot 23.09.2022 Ne 141 (Bctynaet B cuity 1o ucteueHuu 10
KaJICHIAPHBIX JHEH C AaThl ero opuimasbHoro onyonnkoBanus); ot 15.05.2025 Ne 32 (
BCTYyIIaeT B cwuTy 10 ucteueHuu 180 kaneHAapHBIX JHEH ¢ JaThl €ro O(HUIIHATIBHOTO
OITyOJIMKOBAHUA).

31. [Insg nekapCTBEHHBIX PACTUTENbHBIX MpenapaToB (BETEPUHAPHBIX IMPENapaToB),
KOTOpbIE MPEACTABIAIOT CcO000M (acoBaHHOE JEKAPCTBEHHOE PACTUTEIBHOE ChIPhE,
MPUBOJIUTCS METOIMKA MPUTOTOBJICHUSI BOJIHBIX U3BJIICUCHUI C YKa3aHUEM YCIOBUN XpaHEHUS
U CPOKa TOJTHOCTH BOJTHOT'O U3BJICUEHUS.

32. Cnoco6 nmpumeHeHus: (MyTh BBEIEHMS, CIOCOO BBEICHMS) YKa3bIBaeTCs B
COOTBETCTBUM C OOIIEH XapaKTepUCTHUKOW JIaHHOTO JIEKapCTBEHHOrO IMIpernapara u
MHCTPYKIIMEHN 1O MPUMEHEHUIO JaHHOTO BeTepruHapHoro npenaparta. [1yTs BBeaeHus (crnocoo
BBEJICHUsI) HE YKa3bIBA€TCA, €CIM OH BKIIOYEH B Ha3BaHHUE JIEKAPCTBEHHOW (HOPMBI.
JlomyckaeTrcst He YKa3bIBaTh CIIOCO0 MPUMEHEHUS JIJIs1 TA0JIETOK U KarcyJl, MpeIHa3HauYeHHbIX
JUTSl IpUEMa BHYTPb.

JlommyckaeTcsi HAHOCUTh HAJIUCh clieaytouiero cojepsxkanus: "Crnoco0 MpUMEHEHHS: CM.
MHCTPYKIMIO TI0 MEIUIIMHCKOMY HMPUMEHEHUIO (JIMCTOK-BKIAJBIII)" NI JIEKAPCTBEHHOTO
npenapara win "Crnocod NpuMeHEeHHs: CM. HHCTPYKIIUIO MO0 MPUMEHEHHIO (JIMCTOK-BKJIA/IbIII)
" 11 BETEPUHAPHOTO TIpernapara.



33. Ha nepBu4HOI yrmakoBKe HEOOJBIIUX pa3MepoB (00IIast MI0Mah TEKCTOBOTO MO

He Oonee 10 CM2), Ha KOTOPO HEBO3MOKHO Pa3MECTUTh BCIO HEOOXOIMMYIO MH(OPMAIIHIO,
JIOTTYCKAeTCsl MCTOJB30BaTh CIASAYIONIUE OOMICPUHATHIC COKpAIIEHUS IyTH BBEIACHUS
B/B" (

BHYTPUBEHHOE BBEJIeHKE), "B/M" (BHYTpUMBIIIEUHOE BBeIeHNE), "TI/K" (IIOJIKOKHOE BBEJICHUE

).

MHBEKI[MOHHBIX JIEKAPCTBEHHBIX MpenapaTtoB (BETEpUHAPHBIX IpemnaparToB): "

34. Ilpu HamUYUMKU AOCTATOYHOI'O TEKCTOBOTO MOJISI HA YHNAKOBKE MPEANOYTUTENIHHO
HAaHECEHHE MOJIHOW MH(pOpMAIMU O cnoco0e NMPUMEHEHUs JEKApCTBEHHOI'O Ipernapara B
COOTBETCTBUMU C OOIIEH XapakTepUCTHUKOW MaHHOTO JIEKapCTBEHHOI'0 Ipemnapara, a
BETEPUHAPHOIO MpernapaTa — B COOTBETCTBUU C MHCTPYKLMEH 110 €ro NPUMEHEHUIO.

35. Oco0eHHOCTH MapKUPOBKH JIEKAPCTBEHHBIX MPENapaToB (BETepUHAPHBIX MIPEMapaToB)
, OTHOCSIIIMXCSI K HAPKOTUYECKUM CPEJICTBAM, IICUXOTPOMHBIM BEILIECTBAM U UX MPEKypcopam
, YCTaHABJIMBAIOTCSI B COOTBETCTBUU C 3aKOHOIATEIILCTBOM T'OCYJaPCTB-YJICHOB.

36. YcinoBust OTIycKa JIGKAPCTBEHHOrO IMpernapara yKa3bIBalOTCS B COOTBETCTBUM C
OI00pPEHHOM MpH PErucTpaluy KaTEeropueil OTHyCKa, MPUCBOEHHOM € y4YETOM MpaBHII
OmpeNieNIeHUus] KaTeropui JIeKapCTBEHHBIX MpEnapaToB, OTIyCKaeMbIX 0e3 pelenta u 1o
pelenTy, yTBepkKIaemMblx EBpa3uiicKOM 3KOHOMHYECKOM KOMHCCHEH, a YCIIOBUSA OTIyCKa
BETEpPUHAPHOIO Mpenapara — B COOTBETCTBUU C MHCTPYKIIHMEN IO €r0 MPUMEHEHHUIO.

Jist IeKapCTBEHHBIX MPENapaToB, PEAM3yEeMbIX TOJBKO JJIsl CTAlMOHAPOB, HA YIIAKOBKE
yKa3bIBaeTcs ciueayomias uHopmanus: "Jng crammonapoB", mpu 3TOM yKazaHue 'To
peuenty" ("06e3 peuenTta'") He IPUBOIUTCS.

Cuocka. [Iynkr 36 ¢ nsmMeHeHusiMu, BHECEHHbIMU pemeHusiMu Cosera EBpazniickoit
skoHOMHUYEcKo komuccuu ot 23.09.2022 Ne 141 (BcTynaet B cuily 1o ucredeHuu 10
KaJICHIAPHBIX JHEH C AaThl ero opuimasbHoro onyonnkoBanus); ot 15.05.2025 Ne 32 (
BCTYyIIAaeT B cwuTy 110 ucteueHuu 180 kaneHAapHBIX JHEH ¢ JaThl €ro OUIIHATIBHOTO
OITyOJIMKOBAHUA).

37. Ha BTOpUYHYIO YIIaKOBKY 00s13aTEIHbHO HAHOCATCS CJIEIYIONTUE TIPEAyIPEAUTEIIbHBIC
HAJIITUCH U CUMBOJIBI:

a) "XpaHUTh B HEIOCTYITHOM ISl IeTeil mecTe";

0) "CrepuiibHO" (I CTEPUIIbHBIX JIEKAPCTBEHHBIX CPEJICTB (BETEPUHAPHBIX CPEACTB));

B) "AnTtutena k BU4-1, BUU-2, Bupycy renarura C 1 MOBEpXHOCTHBIN aHTUT€H BUpYCa
renatuta B He oOHapyskeHbl" (7151 JIEKapCTBEHHBIX CPENICTB, MOTYUYEHHBIX U3 KPOBH, IJIA3Mbl
KpPOBH, OPraHOB M TKaHEH YeJI0BEKA);

r) "['omeonarnyeckuil" (IJs roMEONAaTHYECKUX JEKAPCTBEHHBIX MpPEnapaToB (
BETEPUHAPHBIX MPEMAPATOB));

J) 3HAK paguallMOHHOW OMAcHOCTH (i paauodapMaleBTHYECKUX JIEKAPCTBEHHBIX

CPEICTB (BETEpUHAPHBIX CPEJICTB));



e) "[Ipogykuus npouia pagruaioOHHbIA KOHTPOJIb" (IJIs1 IEKAPCTBEHHBIX MpEnaparTosB (
BETEpUHAPHBIX [MPENapaToB), MPEACTABIAIOMMNX CO00M (acoBaHHOE JIEKAPCTBEHHOE
PacTUTENBHOE ChIPhE);

x) "Jly1st BeTepuHApHOTO IpUMeHEeHUs" (JJ1s1 BETEPUHAPHBIX CPEACTB).

[Ipy HEOOXOAMMOCTHM Ha YIMAKOBKY HAHOCATCA APYTHE HAANWUCH U CUMBOJIBI
npenynpeauTebHOTO  xapakrtepa (ecnu  nmaHHas uHGopManusi 00OCHOBaHa
COOTBETCTBYIOIIMMHU JIOKYMEHTAMHU PETHCTPALMOHHOTO JOChE), a TaKKe YKa3bIBaIOTCS
CHEIUAIIbHBIE MEPBhl MPEJOCTOPOKHOCTU TMPHU YHUUYTONKEHUU HEUCIOJIb30BAHHBIX
JIEKapCTBEHHBIX MPENapaToB UM UX OTXOJIOB;

3) "lIpenapat copepxut apomaruszarop...", uau "C apomarom...", min "Co BKkycoM..." (
JUISL JIEKAPCTBEHHBIX MPEMapaToB, COJIEPKAIIUX B COCTABE apOMAaTHU3aTOP, 00YCIOBIMBAIOIIHIMA
HaJu4yue BKyca U (WJIh) apomaTta);

1) uH(popMaIs, Mo3BOJIAIONIAs UACHTUDUIIMPOBATh MallMeHTa (HarpuMep, GpaMusus,
MMsl, OTYECTBO (MPU HAIMYKM), JlaTa POXKACHUA), U yKka3zaHue "TONbKO JJIsl ayTOJIOTHYHOTO
npuMeHeHus" (ISl BBICOKOTEXHOJIOTUYHBIX JIEKAPCTBEHHBIX MPENapaToB sl Ay TOJIOTHYHOTO
npuMeHeHus ). JlonycTuMo HaHeceHHe 3TOM MH(OpMalHuKM Ha MEPBUYHYIO YHAKOBKY MpH
OTCYTCTBUU BTOPUYHOMN YaKOBKHU.

CHocka. ITynkr 37 ¢ u3MeHeHueM, BHECEHHBIM pemienueM Coseta EBpaszuiickoi
sKkoHOMHUecKkoil komuccuu ot 15.05.2025 Ne 32 (Bcrymnaer B cuity 1o ucteuenuu 180
KaJICHJIApHBIX THEH C 1aThl ero 0(QUIIMaTBLHOTO OMyOJIUKOBAHUS).

38. B MapkupOBKE€ TIOMEONAaTHYECKOTO JIEKAPCTBEHHOIrO IIpernapara,
3apEeTUCTPUPOBAHHOTO IO YIPOIIEHHOW mMpoleaype peructpanudu (B COOTBETCTBHH C
[IpaBunaMu perucTpalvd M 3KCHEPTHU3bI JEKAPCTBEHHBIX MpPENapaTtoB sl MEIULUHCKOTO
MPUMEHEHHUs ), JOJKHBI OBITh YKa3aHbl HUCKIIOUUTEIBHO Cleaylonue (M HUKaKue Ipyrue)
CBEJICHUSL:

a) HAy4YHO€ HAaMMEHOBaHHE TOMEONAaTUYECKON HACTOWKHU (TOMEONAaTHYECKUX HACTOEK) C
yKazaHueM CTeneHu ee (UX) pas3BelleHus (C HUCIOJb30BaHHWEM CHMBOJIOB (apMakoIieH,
KOTOpasi yKa3zaHa JUisl JaHHOW MPOLeTypbl PETUCTPALMN TOMEONATUYECKUX JIEKaPCTBEHHBIX
npenapaToB B COOTBETCTBUM ¢ [IpaBuiiaMu perucTpalvid U 3KCIEPTU3bl JEKAPCTBEHHBIX
npenapaToB Il MEAMIIMHCKOrO NMpUMeHEHHs). Eciu romeonmatudeckuid JIEKapCTBEHHbBIN
npenapar COCTOMT M3 2 U 0ojiee TOMEONaTHUYEeCKUX HACTOEK, MOMYCKAeTCs JOMOJHATH
Hay4YHO€ HAUMEHOBAaHUE HACTOEK TOPrOBbIM HAUMEHOBAHUEM;

0) HaMMEHOBaHUS U aJpec JAepriaTeisl PEruCcTPAllMOHHOTO YJAOCTOBEpPEHUS U IMpHU
HEO0OXOAMMOCTH TPOU3BOAUTEIS;

B) CrI0CO0 BBEJICHUS U TTPU HEOOXOUMOCTH MYTh BBEACHMUS;

r) JaTa UCTEYEHHUs CPOKa T'OJIHOCTU B COOTBETCTBUHU C MOJNYHKTOM "H'" MyHKTa 5,
ab3a1eM BTOPBIM ITyHKTa 6 1 MOANYHKTOM "1" myHKTa 8 Hactoamux TpeboBaHuil;

1) JIeKapCcTBeHHas (hopma;

€) (popma BbIITyCKa;



) ClieIUaJIbHbIE YCIOBUS XpaHEHUs (IIPU HAJUYUN);

3) creruaibHOE IpeaynpexaeHue (Mpu HeoOX0IUMOCTH);

1) HOMEP CEpUU MPOU3BOTUTENS;

K) PErUCTPaIlMOHHBIN HOMED (JIJ1s1 BETEpUHAPHBIX MIPENapaToB);

1) 3anuch: "['oMeonaTudeckuil JiekapCTBEHHBIN MpernapaT 06e3 0JJ0OOpEeHHOT0 OoKa3aHus K
PUMEHEHUIO";

M) OpeaynpexieHue O HEeOOXOAMMOCTH OOpallleHus K Bpady MpPH COXPAHEHUHU
CUMIITOMOB 3a00JIEBaHMUSI.

Caocka. [Tynkr 38 ¢ uamMeHeHus MM, BHeCEHHbIMU petieHusiMu CoBeta EBpasuiickoi
skoHOMHYecKOil komuccuu ot 23.09.2022 Ne 141 (Bctynaet B cuity 1o ucteueHuu 10
KaJIGHJIapHBIX JIHEH ¢ 1aThl ero oduimaibHoro onyoaukoBanus); ot 15.05.2025 Ne 32 (
BCTYyIAET B cuily 10 ucteueHuu 180 kaneHAapHbIX JHEN ¢ JaThl €ro OPUIIUATIBHOTO
OITyOJIMKOBAHU).

IV. TpeboBanma k cnoco6aM HaHECEHUS MapKUPOBKH

39. B MapkupoOBKe JIEKapCTBEHHBIX CPEACTB (BETEPUHAPHBIX CPEJCTB) LIBET HAAMMCEH,
3HAaKOB, CUMBOJIOB JIOJDKEH OBITh KOHTPACTHBIM IO OTHOIIEHWIO K (POHY, Ha KOTOpPBIA
HaHeceHa MapkupoBka. Croco0 HaHECEHMs] MAapKUPOBKU JOJDKEH O0ecreyuBaTh ee
COXPaHHOCTh B TE€YEHHE BCErO CPOKa rOAHOCTH JIEKAPCTBEHHOT'O CPEJCTBA (BETEPUHAPHOTO
CpeICTBa) MpHU COOMIOACHUM YCTAaHOBJIEHHBIX YCIOBHUI XpaHeHus. [lomyckaercs HaHECEHHE
HOMEpa CEpHH, AaThl IPOU3BOICTBA, CPOKA TOJHOCTH METOJIOM TUCHEHHS (CHUMBOJIBI UMEIOT
1BeT GoHa).

TpeboBaHMs K COCTABIEHUIO U BEPCTKE MHCTPYKLMH MO MEAUIIMHCKOMY MPUMEHEHUIO,
YCTaHOBJIEHHbIE TPEOOBAaHUSAMU K HHCTPYKIMM MO MEIAULUUHCKOMY MPHUMEHEHUIO
JIEKapCTBEHHOTO MpernapaTa U oOlied XapaKTEepUCTHKE JIEKapCTBEHHOro Ipemnapara ajis
MEIULHUHCKOTO MPUMEHEHHUs], IPUMEHUMbl U K MAapKUPOBKE JIEKAPCTBEHHBIX IMPENapaToB.
Pexkomenpayercs, 4ToObl pa3Mep BCEX CUMBOJIOB B MapKUPOBKE JIEKAPCTBEHHBIX MPENapaToB (
BETEpPUHAPHBIX IPENapaToB) COCTABISUI HE MEHee 7 MYyHKTOB (WJIM Kerjiab mpudra, npu
KOTOPOM BBICOTa CTpouyHOM "X" cocraBisier He meHee 1,4 MM), a pacCTOSIHUE MEXKIY
CTpOKaMH He MeHee 3 MM. TekcT Ha HeOOJbIIMX YIMAKOBKAX JOJKEH UMETh MAaKCHUMAJIbHO
KPYIHBIA KErb MpU@Ta B LEIAX CHUKEHUS! BEPOITHOCTH OIIMOOK TPUMEHEHUS.

CHocka. ITynkt 39 ¢ uamMmeHeHueM, BHECEHHBIM Tpuka3zoM Coseta EBpasuiickoi
sKOHOMHUYECKOM komuccuu ot 23.09.2022 Ne 141 (Bctynaer B cuity 1o ucreyeHuu 10
KaJeHJIapHbIX JHEH C JaThl ero o(puInuaIbHOro OMyOIMKOBAHUS).

40. Cnenyet HauydiiuM 00pa3oM MCIOJIb30BaTh AOCTYTHYIO TOBEPXHOCTh NEPBUYHON U
BTOPUYHON YITAaKOBOK JIEKAPCTBEHHBIX IpENapaToB (BETEpUHAPHBIX NpenaparoB). BaxHsie
CBEJICHMS ISl TPaBUIBHOIO M OE€30MacHOr0 MPUMEHEHHMs JIEKapCTBEHHOTO Mpemnaparta (
BETEPUHAPHOTO TpenapaTa) JOJDKHbBI YKa3bIBaThCS MAKCHUMAJIbHO KPYIHBIM KeTjieM mipudra
Ha HanboJiee ONTUMANIbHBIX TOBEPXHOCTAX YIAKOBOK.



HanmenoBanue npemnapara, 103UPOBKY M, €CIIM NPUMEHHMO, 00IlIee colaep KaHHe
aKTUBHOU (papMalieBTUUYECKOMN CyOCTaHIIMH, & TAKXKE IMyTh BBEACHUS HEOOXOAUMO pa3MellaTh
B OJHOM TIOJIE 3PEHUs, UCIOJb3Yysl MaKCUMalbHO KpPYyMHHBIM Kernib mpudra. Eciu nHa
HEOOJIBIIION YIaKOBKE HEBO3MOXHO OTPA3UTh BCE KPUTHUUYECKHE CBEACHUS B OJHOM IIOJIE
3pEHUs, TOMyCKAaeTCA UX pa3MELIeHUE B pa3HbIX MoJsAX. 11 coxpaHeHus: yA0004UTaeMOCTH
IPEJICTABISEMBIX CBEJACHUN HEOOXOIMMO HCIIOJIb30BaTh PAl[MOHAIBHOE MO OTHOLIECHUIO K
pa3Mepy MCHOIb3YEMOT0 pU(Ta paCCTOSTHUE MEXITY CTPOKAMH U MPOOEIIBI MEKTY CIIOBAMHU.

41. Ilpu HanmMuMK MecTa Ha IEPBUYHON U BTOPUYHOM YITAKOBKaX JIOMYCKAETCS yKa3bIBaTh
JIOTOTUIIBI U MUKTOTpaMMBbl (hapMaleBTHUYECKON KOMIAHUU ((UPMBI-IPOU3BOAUTENS) MIPU
YCIIOBUH, YTO OHU HE HAPYLIAIOT YA000UUTAEMOCTh 0053aTEIbHBIX CBEICHUH.

42. llns obecrnieyeHus: MpaBUWIbHOM HIEHTHU(UKALMU U BBIOOpA JEKAPCTBEHHOTO
npemnapara (BeTepUHAPHOTO Mpenapara) norpeduTensaMu (IpruoOperaTensiMu), a TakKe Npu
OTpaHMYEHHOCTH MeECTa Ha YMNaKOBKE IpH pa3paboTke au3aiiHa yHNAKOBKH BO3MOXKHO
MCITI0JIb30BaHUE NHHOBAIMOHHBIX METO/IOB.

43. Heobxogumo u3berath MCIOJIb30BAaHUS CO3JAl0IIEed OIMKU TIISTHUIEBOM, I[BETA
METAUIMK WM HMHOM YNAaKOBKH, CHWXKawouled yaodountaeMocTth HHGpopmaruu. He
PEKOMEHIYeTCs MCIOJIb30BaHUE pA3JUYHBIX [BETOB MwIpudTa B HAUMEHOBAHHUU
JIEKapCTBEHHOTO TMpemnapara (BeTEpUHAPHOrO IMpernapara) WIM B OTAEIbHBIX OykBax (
CUMBOJIaX) HAWMEHOBAaHMS, IIOCKOJIBKY 3TO HETaTUBHO BIMSAET Ha NPaBHIbHOCTH
pacno3HaBaHMsI JIEKAPCTBEHHOIO IIpernapara.

Bo u30exanue pucka HENPaBWJIBHOIO NMPUMEHEHHUs JEKAPCTBEHHOro Ipemnapara (
BETEPUHAPHOI'O Ipenapara) BCIEACTBUE CXOJCTBA €ro YIAKOBKH C YIAKOBKAMH JIPYTUX
JIEKApCTBEHHBIX MpenapaToB (BETEPUHAPHBIX MPENapaToB) CIEAYeT MPUMEHSITh OCOOYIO
[[BETOBYIO HJEHTU(UKALMIO YNAKOBKH U HMHBIE CIOCOOBI, MOBBIIIAIONINE BU3YaJIbHOE
paznuyeHue ynakoBoK. KoanduecTBo LIBETOB, HCIOIb3YEMbIX B JHM3alHE YIAaKOBKH, TOJKHO
OBITh palMOHAIBLHO OOOCHOBAaHO, 4YTOOBI MaKCHUMaJIbHO HCKJIIOYUTH BEpPOSTHOCTH
NepenyThiBaHusl noTpedutensiMu (mpuoOperarensMu) JIeKapCTBEHHOTro mpemnapara (
BETEpPUHAPHOTO mpenapara). [ odecnedyenus MpaBUIbHON UACHTU(DUKAIIMYA U TIPUMEHEHHUS
JIEKapCTBEHHOT'O IIpernapaTa (BETEpUHApHOT0 Ipenapara) noTpeduTensiMu (mpruodperarensiMu
) Ipyu MapKUPOBKE MEPBUYHOMN YIIAKOBKH CIEAYET MCIOJIb30BaTh TOT YK€ I[BETOBOM JM3aliH,
YTO Y IPY MAPKUPOBKE BTOPUYHOM YIIAKOBKHU.

44. MapKkupoBKa JOJIKHA OBITh €IMHOM /1JIs1 J€KapCTBEHHBIX MPEnapaToB (BETEpUHAPHBIX
IpenaparoB), BBITYCKAEMBIX B OOpallleHHMEe Ha TEPPUTOPHUSIX TocyaapcTB-uieHoB. [Ipu
HaJlMyuy pasziuyaronieiics mHpopmanuu (yciaoBUs OTHYCKa M T. I.) €€ YKa3bIBAlOT C
HCIIOJIb30BAHUEM JIOIIOJIHUTEIBHON 3TUKETKH (CTUKEpa) B CHEUHAIBHO OTBEACHHOM I10JIE
BTOPUYHOM YITakoBKU. ECM Ha BTOPUYHOM yIIAaKOBKE MPEyCMOTPEHO NPEIHA3HAYECHHOE IS
crenuaibHOM MH(POPMALIMK IOCY1apCTBa-UJIEHA M0JI€, B HErO JOMYCKAEeTCsl HAHECEHUE TaKOU



uHpopManuu (HampuMep, pa3HbIl CTAaTyC OTIyCKa W3 anTE€YHOM CETH WM CIelralbHas
uHdopmamus: "yrnakoBKa JUisl CTallMOHApOB", "m0 rocy1apcTBEHHBIM IporpamMmam” U ap.) 6e3
HCTIOJIb30BaHUs STUKETKH (CTUKEPA).

Pasmep monst asis pa3menieHusi CTUKEPOB HE JOJDKEH MPEBbIIaTh 1/6 o01iel miomanu
BTOPUYHON YIMAKOBKH, MPU ATOM JAHHOE TOJIE HE JOJDKHO 3aKphIBaTh WHQOpPMAIIHUIO,
NEPBOHAYAIbHO HAHECEHHYIO HA BTOPUYHYIO YIIaKOBKY.

45. Jlnsa opdaHHBIX penapaToB, a TAKXKE ISl OTACIbHBIX JIEKAPCTBEHHBIX MPENapaToB,
[0 COIVIAaCOBAHMIO C YMOJHOMOYEHHBIM OPraHOM TOCYJapCTBa-uJIeHa, OCYIIECTBISIONIUM
PETUCTPALMIO TAKOTO JIEKAPCTBEHHOI'O IMperapara, JOIMyCKaeTCsl HAHECEHUE MapKUPOBKH C
HCIIOJIb30BaHUEM JIOMIOJIHUTENBHON 3TUKETKU (CTUKEPA).

46. [Ipu MapKUpOBKE Pa3IMYHBIX JO3UPOBOK (KOHLEHTPALUNA U T. I.) JEKAPCTBEHHBIX
MpernapaToB, BBITYCKAEMBIX B BHJEC OJHOW JIEKApCTBEHHOW (OPMBI, JOJDKHO OBITh
IPEeyCMOTPEHO PA3TMYHOE I[BETOBOE PEIICHUE UM HHOU CcI1oco0, 00ecTIeunBarOINi 4eTKoe
BHU3YaJIbHOE BBIJIEJIEHUE JO3UPOBKH (KOHLIEHTPALIUU U T. I1.).

PaznuuHbie 1O3UPOBKH OJHOTO U TOTO K€ JIEKapCTBEHHOI0 Mpernapara (BeTepuHapHOTO
npernapara) clieyeT yka3blBaTh 0JJMHAaK0OBO (Hampumep, 250 mr, 500 mr, 750 mr, 1000 mr, a
He 1 r). He momyckaercst yka3biBaTh KOHEYHBIC HYJIU B APOOHOM YacTH JO3UPOBKH (CIeayeT
yKa3bIBaTh 2,5 Mmr, a He 2,50 mr). He cieayer ucnonb3oBaTh AECATUUYHBIM pa3znenuTens (
3alATyI0), €ClId 3TOr0 MOXHO H30exkarth (cienyer ykasbiBaTh 250 mr, a He 0,25 1). U3
coo0pakeHnil 6€30MacCHOCTH HEOOXOAMMO MHUCATh CIOBO "MHKporpaMMm' MOJHOCTHIO, a HE
cokpamath ero. OJIHaKO B OTJIENbHBIX CIy4assX MIPU BOSHUKHOBEHUHU 3aTPyAHEHUN, KOTOPHIE
HEBO3MOXHO YCTPAaHHTh YMEHBIICHHEM Kerjis mpudTa, IOMycKaeTcs MpU HATUYUU
00OCHOBaHMM M OTCYTCTBUM ONACEHHIl B OTHOIIEHUWU OE30MACHOCTH HCIOJIb30BAThH
COKparteHHyto popmy "MKr".

47. IlyTh BBeiCHUS JOJIKEH COBNAJATh C YKa3aHHBIM B OOILEH XapaKTEPUCTUKE TAHHOTO
JIEKapCTBEHHOTO MpernapaTa WM UHCTPYKIUMU MO NPUMEHEHUIO JAHHOTO BETEPUHAPHOIO
npenapara U CTpOro COOTBETCTBOBATh CTaHJIAPTHBIM TepMUHaM. He cienyeTr ucnoib30BaTh
HeraTHBHbIEC BhIpakeHus (Hampumep: "He mnst BHyTpuBeHHOro BBeneHus"). JlomycTumbl
TOJIbKO CTaHJapTHBIE COKpallleHus1 (HarpuMmep, B/B, B/M, 11/K). [Ipourie HecTaHIapTHBIE ITyTH
BBEJICHUS CIEAYET YKa3blBaTh MOJHOCTHIO. ECIM manueHTaM He 3HaKOMBI IyTH BBEJICHUS, B
MHCTPYKIIMU TI0O MEIUIUHCKOMY MPUMEHEHMIO JIEKAPCTBEHHOTO Ipernapara JOJDKHBI ObITh
JaHbl pa3bsICHEHHS. JTO OCOOEHHO Ba)XHO B OTHOILECHHWM JIEKAPCTBEHHBIX IPenapaTos,
JNOCTYTHBIX ISl CAMOCTOSITEIbHOTO IPUMEHEHUS.

48. Ecau Ha mepBUYHOM W (WJIM) BTOPUYHOM YIAaKOBKAaX MCIOJb3YIOTCS TEKCThI Ha
HECKOJIBKHX SI3bIKaX, HE0OOX0IUMO 00€CTIeUNTh YETKOE pa3TPaHUICHUE TAKUX TEKCTOB.

49. Bce naHHble, HAHECEHHBIE HA SYEWKOBYIO YIMAKOBKY, JOJKHBI OCTaBAThCS
JOCTYTHBIMU JJIsl TOTPEOUTENS BIUIOTh A0 U3BJICUCHUS MOCIAEAHEN 103bl. ECin HEBO3MOXKHO
HAHECTH BCE CBEJEHUS HAa KaXKAYIO SUEHKy TakoW yMaKOBKH, JOMYCKaeTcs CHocol X
CIIy4yallHOTO HAaHECEHHS, TP KOTOPOM OHHU PACIOIAraloTCsi ¢ MaKCUMaJbHOM 4acTOTOW Ha



IIOBEPXHOCTH STYEUKOBOM YHAKOBKU. JlOMyCKAE€TCI HAHOCUTh HOMEP CEPUU U JATy UCTEUECHUS
CpOKa roJIHOCTH Ha Kpail ssuelKoBOM ymakoBKH 0€3 yka3zaHus cjoB "TojieH j10...", "roaeH...",
"no...".. Ilpu HaITMUUK TEXHUYECKONH BO3ZMOXKHOCTH CJIeIyeT HAHOCUTh 3TH CBEJCHHS Ha o0a
Kpas KaXXJo¥ siuelKoBOW ymnakoBKH. Bce TpeOyemble B OTHOIIEHUHU MEPBUYHBIX YIaKOBOK
CBEACHUS HEOOXOAMMO HAHOCHUTH Ha KAKIYIO €IUHUILY 1036l (POPMBI BBIITYCKa, COJIEpIKaIIei
OJIHOJI030BbIE TYEUKOBBIE YITAaKOBKHU.
CHocka. ITynkr 49 ¢ uamenenmneM, BHeCEHHBIM pemenueM Cosera EBpa3suiickoi

sKoHOMHUecKOoil komuccuu ot 15.05.2025 Ne 32 (Bcrymnaer B cuity 1o ucrteyenuu 180

KaJIeHJAAPHBIX JTHEW C AaThl €ro O(pUIUATBLHOTO OMyOJIUKOBAHUS).

MMPUJIOXKEHUE
K TpeOoBaHMIM K MapKHPOBKE
JIEKapCTBEHHBIX CPEACTB AT
MEIUIMHCKOTO TPUMEHEHHS U
BETEPHHAPHBIX JIEKAPCTBEHHBIX CPEJICTB

ITEPEYEHDb
BCIIOMOTaTeNbHEIX BEIECTB, YKa3hIBAEMBIX Ha BTOPHIHOH YIaKOBKE JIEKAPCTBEHHKIX IIPEIApaToOB
(BeTepHHAapHEIX IIPENApPaTOB) I MPHEMa BHYTPb

Cnocka. [Ipunoxenue — B pegakuuu pemenus Coera EBpa3znilckoil 5KOHOMHAYECKOU
komuccuu oT 15.05.2025 Ne 32 (Bcrynaer B cuity o uctedyeHuu 180 kajaeHIapHBIX JHEH C
JaThl €r0 O(UIIUATIBHOTO OIMYOIMKOBAHUS).

BcnoMorarensHOE BelecTBo Kon BcnomorarensHoro Bemectsa — Iloporosoe conepxanue
AB3OKpacuTenu:
a30pyOuH (KapMya3uH) E122 0
yepHsblii 6nectsuii BN, uepnsiii PN E151 0
2OHCO 4R, KOLIEHUJIEBBIA KPaCHBII E124 0
conHeuHsli 3akaT FCF E110 0
TapTpazuH E102 0
0
3anpenieH
SPUTPO3UH E127 B COCTaBe JIEKapCTBEHHBIX
IpernapaToB
JUIS ieTel
ApaxucoBoe Macio 0
Acmaptam E951 0
Tanakroza 0
I'moko3a (mexcTposa) 0
I'munepon (rnunepux) E422 10 r/no3a
Kanuiiconepxamue coeinHeHUs 39 mr/no3a

Kactoposslie macna



MOJIMITOKCHIMPOBAHHBIC (
MaKporoyia TIHLEPUIPULIMHONEAT,
MaKpOorojia TuApoKCcUcTeapar)

KoncepBaHTsI:
OCH3aJIKOHHUS XJIOPUJ
OCH3MIIOBBIN CITUPT

KHciiota OeH30iHas 1 OEH30aThI:

KaJjus OeH30aT E212
KUCIIoTa OeH30MHas Ez i(l)
Harpus OeH30aT

Kcumuron (kcumut) E967
KymxyTHOE Macio

JlakTuTon (JTakTHT) E966
Jlakro3a

Jlatexc (kay4yK HaTypaJbHBII)
ManbTuToNn (MajabTHT)

MaJabTHTOJI )KI/If[KI/II\/’I ( E965
TUAPOTEHU3UPOBAHHBIA  cHpOI
TJTFOKO3BI)

MannuTON (MaHHUT) E421
MoueBuHa

Harpuiiconepxkamue coeinHeHus
[TaparugpokcubeH30aTel W WX
3¢buphI:

METHITHIPOKCHOEH30aT E218
HATpUS METUITHAPOKCHOCH30aT E219
HaTpHs IPONMITHAPOKCHOEH30aT E217
TIPOMIITHAPOKCHOEH30aT E216
STHITHIPOKCHOEH30aT E214
[IponmIeHTINKOIb U €0 3UPEI E1520
ITmennyHbI KpaxMan

Caxap MHBEPTHBIN

Caxaposza

CoeBoe macio

Copb6wuro (copour) E420
Cyap¢hurs, BKIOYas
MeTaOuCyIb(UTHL:

Kanusi OuCynbpuT E228
KaJus MeTaOuCyIb(QUT E224
Hatpus OUCyIbGUT E222

HaTpHs MeTabucynbGuT E223
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HaTpHs CyIb(UT E221
CepBI THOKCH E220
dennnanaHuH

dopManbaerua

®pykro3a
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OraHon (CIUPT STHIIOBBIN)

%
[IponierTHOE comepxanue (06/00) B KUAKUX JIEKAPCTBEHHBIX (hOpMax.
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