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O6 yrBepxkaennu TpeboBaHwMit K MAPKHPOBKE JICKAPCTBEHHBIX CPEACTB AJIA MEIULIMHCKOTO
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
KOMMCCHUY PEIIMIIL:

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.

Unernsl CoBera EBpasuiickoif SKOHOMHIECKOH 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 MPAMEHEHAS
H BETepUHAPHEIX JICKAPCTBEHHBIX CPEICTB

I. O6mue mooXXeHus

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).

[Tpumeuanne MU3ITN!

B nynkr 2 npenycmatpuBaerca nameHenue pemennem Coera EBpaszuiickoit
sKkoHOMHUEecKOi komuccuu ot 15.05.2025 Ne 32 (Bcrymnaer B cuity 1o ucrtedenuu 180
KaJIEHJAAPHBIX JTHEW C AaThl €ro O(pUIUATBLHOTO OIyOJIUKOBAHUS).

2. MapkupoBKa JIEKapCTBEHHBIX CPEACTB (BETEPUHAPHBIX CPEJICTB) HAHOCUTCS Ha
YIIAaKOBKY Ha pPYCCKOM SI3bIK€ W MPHU HAJUYUM COOTBETCTBYIOUIMX TpeOOBaHUU B
3aKOHOJATENbCTBE rocynapcts — wieHoB (Coro3a (manee — rocyaapcTBa-wieHbl) Ha
roCyJJapCTBEHHOM SI3bIKe (TOCYIapCTBEHHBIX S3bIKAX) TOCyJapCcTBa-wieHa, Ha TEPPUTOPUU
KOTOPOI'0 PEAIU3YIOTCS JIEKAPCTBEHHBIE CPEACTBA (BETEPUHAPHBIE CPEJCTBA).

Jnst oppaHHBIX ¥ BHICOKOTEXHOJIOTHYHBIX JIEKAPCTBEHHBIX MPENapaToB JOMYyCKaeTCs
HaHECEHNE MAapKUPOBKH TOJIBKO Ha PyCCKOM WJIM AHTJIMHCKOM $I3bIKE MPU HAJTUYHMH CBEJACHUM
00 3TOM B IKCHEPTHOM OTYETE MO OIeHKEe Oe30macHOoCTH, 3PHEKTUBHOCTH M KAdyecTBa,
IIOATOTOBJIEHHOM B COOTBETCTBUHU C npuiiokeHueM Ne 16 k IlpaBunam peructpauuu u
SKCHEPTHU3bI JIEKAPCTBEHHBIX CPEACTB JJII MEIUIMHCKOIO NMPUMEHEHHsS, YTBEPKICHHBIM
Pemenuem Coseta EBpasuiickoit skoHoMuueckoil komuccuu ot 3 HosiOpst 2016 1. Ne 78, u B
pazneine "MapkupoBka" HOPMAaTUBHOTO JIOKYMEHTA 10 Ka4€CTBY JIEKApPCTBEHHOIO Mpenapara,
YTBEPKIEHHOT'O YMOJIHOMOYEHHBIM OpraHoM pedepeHTHoro rocynapctsa. [lpu stom
HEOOXOJMMO HAHECEHHE MAPKUPOBKH C HCIIOJIb30BAHUEM JOMOJHUTEIBHOW AITUKETKU (
CTHKEpa) Ha BTOPUYHYIO YIIAKOBKY Ha PYCCKOM f3BIKE (B CIy4yae €ro OTCYTCTBHUSI B HCXOJTHOM
BAapUAHTE MAapKUPOBKH) U Ha TOCYJApPCTBEHHOM S3bIKE IOCYJIapCTBA-WICHA, HA TEPPUTOPUHU
KOTOPOTO OCYIIECTBISIETCS] 0OpalleHne TaKuX JICKApCTBEHHBIX MpenapaToB (MpU HATUYUU
COOTBETCTBYIOIIUX TPeOOBAHUI B 3aKOHOJIATEIBCTBE TOCYAApCTBA-UJICHA).



JIOIOJTHUTENBPHOE UCIOJIB30BAHNUE APYTUX SI3BIKOB JIOIYCKAETCs MPU YCIOBUM MOJHON
UJECHTUYHOCTH UH(OPMALIIH.

MapkupoBKa JE€KapCTBEHHBIX CPEACTB (BETEpPUHAPHBIX CPEACTB) HE JOJKHA
NPOTUBOPEYUTH WIIM UCKAXKATh CBEACHUS, COIEpKAIINECS B JOKYMEHTAX PEruCTPalluOHHOTO
J0Chb€, U HOCUTh PEKIIAMHBIN XapaKTep.

CHocka. ITyHKT 2 ¢ u3amMeHeHueM, BHeCeHHbIM perieHneM Coera EBpazuiickoit
sKOHOMHUYECKON komuccuu ot 23.09.2022 Ne 141 (Bctynaet B cuity 1o ucreueHuu 10
KaJICHJAPHBIX JTHEH C AaThl €ro OUIIMATBLHOTO OIyOJIUKOBAHUS).

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).

[Tpumeuanne NU3IT!

B nynkr 4 npenycmarpuBaerca nameHenue pemennem Coera EBpa3zuiickoit
sKoHOMHUEecKOoil komuccuu oT 15.05.2025 Ne 32 (Bcrymnaer B cuity 1o ucreuenuu 180
KaJIEHJAPHBIX JTHEW C AaThl €ro O(PUIUATBLHOTO OIyOJIUKOBAHUS).

4. Jlna neneit Hacrosuux TpeOoBaHUN HCIOIB3YIOTCS MOHSATHS, KOTOPhIE O3HAYAIOT
CIEeAyIOLICE:

"BTOpuuHas (MOTpeOHUTENbCKas) yIakKoBKa" — yMakoBKa, B KOTOPYIO MOMEIIAETCS
JIEKapCTBEHHBIN Mpenapar (BeTepUHAPHBIN MpenapaT) B MEPBUYHON WM IMPOMEKYTOUHOU
YIAKOBKE JJIsl peajin3alii NOTPEOUTEIIO;

"MapkupoBka" — uH(pOpMaIK, HAHECEHHAs Ha YIMAaKOBKY JIEKAPCTBEHHOI'O CpelCcTBa (
BETEPUHAPHOTO CPE/ICTBA);

"mepBuuHasi (BHYTPEHHsIS1) yIaKOBKa' — yIaKOBKa, HEMOCPEICTBEHHO COMPHUKACAIOIIASCS
C JICKapCTBEHHBIM CPEJICTBOM (BETEPUHAPHBIM CPEACTBOM);

"MpoMexKyTOUHAs YTaKOBKA'" — yIIaKOBKa, B KOTOPYIO MOKET ObITh MOMEIIEHA IEPBUYHAS
YIAKOBKa C LENbI0 JOMOJHUTEIBHON 3alIUThI JIEKAPCTBEHHOr0 Npenapara (BETepUHAPHOTO
mpernapara) WIH HCXOAs W3 OCOOCHHOCTEW NPUMEHEHHUs JIEKapCTBEHHOTO mpemaparta (
BETEPUHAPHOIO Mpenapara);

"ynakoBka" — marepual WIM YCTPOWCTBO, TAPAHTHUPYIOLIEE COXPAHEHHUE KayeCTBA
JIEKApCTBEHHOTO CpelcTBa (BETEPUHAPHOIO CPEJCTBA) HA MPOTSIKEHUHM YCTAaHOBJICHHOTO
CpOKa TOJHOCTH (XpaHEHMs), oOecredyuBaroulee 3allUTy JIEKapCTBEHHOTO cpeacTBa (
BETEPUHAPHOI'O0 CPEJCTBA) OT NOBPEKJICHUN M IOTEpPb, a TaKXKe IMpeloXpaHsroniee
OKPYKAIOIYIO Cpey OT 3arps3HeHU;

"sueiikoBass KOHTypHas ymakoBka (Omuctep)" — rubOkas ymakoBKa € JIGKaPCTBEHHBIM
CPEACTBOM (BETEpUHAPHBIM CPEICTBOM) B OT(POPMOBAHHBIX sUeHKaX, M3 KOTOPBIX
JIEKapCTBEHHOE CPEJICTBO (BETEPHUHAPHOE CPEJCTBO) U3BJIEKAETCA IyTEM BbIIABIHBAHUS.

NHble MOHATHS HMCHOJB3YIOTCS B 3HAUYEHUSX, ONPEAEIEHHBIX MEXKIYHapOJHBIMU
JOTOBOPAaMH U aKTaMH, COCTaBJIAOIMMH ITpaBo Coro3a.



TpeboBanust k oOpas3am U MakeTaM yIakOBOK yCTaHOBIJIEHbI [IpaBunamu perucrpanuu u
AKCIIEPTU3bI JICKAPCTBEHHBIX CPEJICTB JIJISI MEAULIMHCKOTO TPUMEHEHUSI.

CHocka. [Tynkt 4 ¢ usmMeHenuem, BHeCeHHbIM nprka3oM CoBera EBpazuiickoii
skoHOMHUYEcKo komuccuu ot 23.09.2022 Ne 141 (Bctynaet B cuily 1o ucredyeHuu 10
KaJICHIAPHBIX JTHEH C AaThl €ro OPUIIUATIBLHOTO OMYyOJINKOBAHMS).

II. O6mue TpeOGoBaHUA K MapPKHPOBKE

[Tpumeuanune U3I1N!

B nynkt 5 npenycmarpuBaeTcs usMeHeHue pemienuem CoBeta EBpasuiickoi
SKOHOMHYECcKOM komuccuu ot 15.05.2025 Ne 32 (BcrymaeT B cuiy no ucredyeHuu 180
KaJICHJIAapHBIX THEH C 1aThl €ro 0(hUIMaTbHOTO OMyOJINKOBAHUS).

5. Ha nepBuuHO#l (BHYTpEeHHEW) ymakoBKe (J1ajiee — MEpBUYHAS YMHAKOBKA)
JIEKapCTBEHHOTO Ipernapara (BEeTEpHHAPHOI0 Mpenapara) (3a UCKIFOUEHUEM JIEKAPCTBEHHOIO
npenapara (BeTEpUHApHOrO Ipenapara), MpelcTaBidiounero coboil ¢acoBaHHoe
JIEKapCTBEHHOE PACTUTEIBLHOE ChIPHE) YKA3bIBAETCS ClEeAyIOLas HH(popMaus:

a) TOProBO€ HaMMEHOBAHUE JICKAPCTBEHHOTO MpernapaTa (BETEpUHAPHOTO Ipenapara);

0) MEeXAyHapOJHOE HEeMaTeHTOBaHHOEe HauMeHoBaHue (nainee — MHH) (mpu Hanuuun)
WM o01IenpuHaToe (TPyNIUpOBOYHOE) HAUMEHOBAHNE;

B) JieKapcTBeHHas (opma;

') JO3UPOBKA U (WJIM) aKTUBHOCTH U (MJIM) KOHIIEHTpauus (€CiIy MPUMEHUMO) aKTUBHOM
(dapmaneBTUYecKoM cyOcTaHIUU (aKTUBHBIX (hapMalleBTUYECKUX CYyOCTaHIIUMN);

1) KOJIMYECTBO JICKAPCTBEHHOT 0 IIpenapara (BETepUHApHOTO Mpernapara) B YIaKOBKE;

€) MyTh BBEJICHUS,;

’K) HAMMEHOBAHUE WJIM JIOTOTHUII JEPKATENS PErUCTPALMOHHOTO YIOCTOBEPEHUS WU
npou3BoaUTENS (MPU HEOOXOAMMOCTH) JICKAPCTBEHHOr0 Tpemnapara (HaMMEHOBaHUE WIIU
JIOTOTHI MPaBO0OIaaTeNs pErUCTPALIMOHHOTO yIOCTOBEPEHHSI BETEPUHAPHOTO IIpenapara);

3) HOMEp CEpHHU;

W) JaTa UCTE€YEHUs Cpoka roaHoctH ("'roseH 1o...").

[Ipumeuanune U3I1N!

B nyHkT 6 npenycmarpuBaeTcs u3meHeHue pemennem Cosera EBpazuiickoit
SKOHOMHUYECKON komuccuu oT 15.05.2025 Ne 32 (Bcrynaet B cuity 1o ucreuenuu 180
KaJIGHJIApHBIX THEH C 1aThl ero 0(OUIIMATBLHOTO OMyOJIUKOBAHUS).

6. Ha nepBruYHOI1 yrlakoBKe B BHJI€ SYEHKOBON KOHTYpHOM ynakoBKH (OnucTepa) (nanee —
sYelKoBas yIaKoBKa), KOTOPYIO TOMEIIAI0T BO BTOPHUHYIO (TOTPEOUTENHCKYIO) YITAKOBKY (
Jajee — BTOpUYHAs YMNaKOBKa), [OIMyCKaeTcss He YyKa3blBaTh HWHQOPMAIUIO,
IIPEAyCMOTPECHHYIO TToANyHKTaMu "B" 1 "a" myHkTa 5 HacTosmmx TpeOoBaHUIA.

[Tpumeuanne NU3IT!

[Iynkt 7 mpenycmarpuBaercs B penakunu pemenus Coera EBpazuiickoit



sKoHOMHUYEeCcKON Komuccuu oT 15.05.2025 Ne 32 (Bcrymaet B crity 1o uctedeHuu 180
KaJIGHJIApHBIX THEH C 1aThl ero 0(UIIMaIbLHOTO OMyOJIUKOBAHUS).
7. Ha mepBrUYHO# yrakoBKe HEOOJIBITUX pa3MepoB (0011as MI01Ia b TEKCTOBOTO OIS HE

6omnee 10 CM2), Ha KOTOPOW HEBO3MOXKHO Pa3MECTUTh BCIO HEOOXOAMMYI0 MHGMOpMAIIHUIO,
JIOIyCKaeTCsl He YKa3bIBaTh MHGOPMALIHIO, IPEAYyCMOTPEHHYI0 noanyHkramu "0", "B" u "x"
nyHkTa 5 Hactosmumx TpeboBaHwmid.

[Tpumeuanne NU3I1!

B nynkr 8 npenycmarpuBaerca nameHenue pemennem Cosera EBpazuiickoit
sKoHOMHUEecKoil komuccuu oT 15.05.2025 Ne 32 (Bcrymnaer B cuity 1o ucredenuu 180
KaJIeHJAPHBIX JTHEW C AAaThl €ro O(pUIUATBHOTO OMyOJIUKOBAHUS).

8. Ha BTOpHMYHOW ymakoBKEe, a MPU €€ OTCYTCTBHUM — HA MEPBUYHOM YNAKOBKE
JIEKapCTBEHHOT0 Tpernapara (BETEpUHAPHOTO IIpernapara) yKas3blBaeTcsd clieayrolas
uHbopMaIus:

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

6) MHH (mipn Hanmuuu) win oOuienpuHsAToe (TpynnupoBOYHOE) HAMMEHOBAHUE;

B) HAUMEHOBAHMS JIepKATENsl PErUCTPAIMOHHOTO YIOCTOBEPEHUS U MPOU3ZBOJAUTEIIS
JEKapCTBEHHOTO Mpenapata (HAaMMEHOBAHHUs MpPaBoOoOJagaTeNss pPErucTPauoOHHOIO
YAOCTOBEPEHUS U IIPOU3BOINUTENS BETEPUHAPHOIO IIpenapara);

r) ajgpec JnepkaTeis PEeruCTPallMOHHOIO YAOCTOBEPEHUS U MPOU3BOAUTENS
JIEKapCTBEHHOI'0 Tpernaparta (aapec npaBooOIaaTeNst perucTpalMoOHHOTO yA0CTOBEPEHUS U
MIPOU3BOAMTEIISI BETEPUHAPHOTO MperapaTa);

1) IeKapCTBEHHAs popMa;

€) T03UPOBKa, U (MJIN) aKTUBHOCTb, U (MJIM) KOHIIEHTpAIK (€ClId MPUMEHUMO) aKTUBHOMN
(hapMaiieBTHUYECKOM cyOCTaHIINM (AKTUBHBIX (papMarieBTUUEeCKUX CyOCTaHIui);

) KOJIMYECTBO JIEKAPCTBEHHOTO Mpernapara (BeTepUHAPHOTO MperapaTa) B YIIaKOBKE;

3) “HQOpMAIIU O COCTABE JIEKAPCTBEHHOTO TpernapaTa (BeTepuHapHOro Mpernapara);

1) HOMEP CEPUH;

K) JaTa MpOU3BOJICTBA;

J1) 1aTta uCTeueHus cpoka roguoctu ("'roaex no...");

M) YCJIOBUSI XpaHEHHUS U MTPU HEOOXOUMOCTH YCIIOBUS TPAHCTIOPTUPOBKHU;

H) IyTh BBEICHUS;

0) YCJIOBHSI OTITyCKa;

) NpeaynpeauTeIbHbIE HAIIUCH;

P) perucTpallMOHHbIA HOMEp (AJ1s1 BETEpUHAPHBIX MPEMAPATOB).

9. lns mpenapaToB, BBIITYCKAa€MbIX KaK ¢ KOHCEPBAHTOM, TaKk U 0€3 KOHCEpBaHTa, IPH
BBIIIyCKE MPOAYKIUU O€3 KOHCEpBaHTa IOCJE MEepPeyHs BCIIOMOTaTEIbHBIX BEIECTB Ha
BTOPUYHOM YIaKOBKE yKa3bIBaeTcs cienyromias nHpopmanus: "He cogepxut koHcepBaHTa'.



10. ITpomexxyTouHas ynmakoBKa, HE MO3BOJISIONMIAsl 0€3 HapyIIeHUsl €€ 1EeJIOCTHOCTU
npoyectb UHGOPMAIMIO HAa TMEPBUYHOM yIMaKOBKE, KaK MUHUMYM JOJKHA TOBTOPATH
nH(MOPMAITNIO, YKA3aHHYIO Ha IEPBUYHON YIIaKOBKE.

[Tpumeuanne NU3IT!

B nynkr 11 npenycmarpuBaercsa namenenue pemenueMm Cosera EBpazuniickoit
sKoHOMHUEecKOoi komuccuu oT 15.05.2025 Ne 32 (Bcrymaer B cuity 1o ucreuenuu 180
KaJICHIAPHBIX JHEH C AaThl €ro OPUIIMaIBLHOTO OMYyOJIMKOBAHMUS).

11. Ha ynakoBke akTUBHBIX (hapMalleBTHUECKUX CyOCTAHIIMI YKa3bIBAETCS CIICTyIOIIas
uHbopmanus:

a) TOProBoe HAaMMEHOBAHUE aKTUBHOU (DapMalieBTHUECKON CyOCTaHINH (TTPU HATUYHWN );

6) MHH unu obuienpunsitoe (rpynnupoBOYHOE) HAMMEHOBAHUE;

B) HAMMEHOBAHUE U a/IpeC MTPOU3BOAUTENS AKTUBHOM (papMaIieBTUIECKON CyOCTaHITNY;

') HOMEp CepuHu;

1) 1ata MpOu3BOJACTBA;

€) KOJIMYECTBO aKTUBHOM (hapMalleBTUYECKOM CyOCTaHIIMU B YIIaKOBKE;

’K) JaTa UCTEUEeHUsI cpoka rogHoctu ("TolieH 1o...") Wiy, eciiu NpeIyCMOTPEHO, JaTa
MTOBTOPHOT'O UCIIBITAHNUS,

3) YCIIOBUSI XpaHEHUS;

1) Ha3HA4YCHHUE.

12. Jlns xommuiekTa (J€KapCTBEHHBIM Mpernapar (BeTepUHApHBIA Mpemnapar) c
pacTBopuTeneM (pasbaButeneM)) wim Habopa (KOMIUIEKTa U3 2 U Oojee JIeKapCTBEHHBIX
npenapaTtoB (BETEPUHAPHBIX IMpPENapaToB)) Ha BTOPUYHOW YIMAKOBKE JIOMOJTHUTEIBHO
yKa3bIBaeTCs cienyronias nHhopManusi:

a) CBEJICHUsI 0 KOMIIOHEHTaX KOMILIeKTa (Habopa):

HAaMMEHOBAHUS KOMIIOHEHTOB;

JIO3UPOBKA U (MJIU) aKTUBHOCTb, U (MJIM) KOHLIEHTpanus (€ciu MPUMEHUMO) aKTUBHOM
(hapMaleBTHYECKOM CyOCTaHIINM (aKTUBHBIX (papMarieBTUUEeCKUX CyOCTaHIui);

uH(OpMAITUS O COCTABE;

KOJIMYECTBO;

HOMEp Cepuu (B COOTBETCTBUM ¢ TyHKTaMu 28 u 29 Hactosimux TpeboBanuii);

0) cBeIeHHs 0 HAIMYMU BCTIOMOTATEIbHBIX METUIIMHCKUX U3ACIUN (IITTPHUILBI, TAMITOHBI,
yCTpOMCTBA JjIsl BBEJACHUS U T. 11.).

13. He momyckaeTcs HaHOCUTh Ha yMaKOBKY BBIOOPOYHBIC CBEICHUS, YKa3aHHBIC B
paznenax "kiauHWUYeckue AaHHbie" U "dapmakoguHaMHUUEeCcKue CBOWCTBA" oOmein
XapaKTEpUCTUKU JTaHHOrO JIEKAPCTBEHHOTO IIpernapara M SKBUBAJEHTHBIX pa3jieliax
MHCTPYKIMH IO MEAUIIMHCKOMY IPUMEHEHUIO (JIMCTKA-BKIIA/IbIIIA) TAHHOTO JIEKAPCTBEHHOTO
npenapara.



JloryckaeTcst HAHOCUTD Ha YIIaKOBKY TEKCT MHCTPYKLMHU IO MEAUIIMHCKOMY ITPUMEHEHHUIO
(JIucTKa-BKJIAbIIIA) JIEKAPCTBEHHOTO MIpernapara U TEKCT MHCTPYKUUU MO MPUMEHEHUIO (
JIMCTKa-BKJIA IbIIIA) BETEPUHAPHOTO Mperapara.

14. Jonyckaerca pa3MelleHUE Ha BTOPUYHOM YMaKOBKE JIEKAPCTBEHHOro mpenapara (
BETEPUHAPHOTO Mpernapara) AOMOJHUTEILHOW HH(GOPMALIUK TIPH YCIOBUU €€ COOTBETCTBUS
JOKYMEHTaM PETUCTPALUOHHOIO JIOChE.

Jlonyckaercst pa3MenieHrne Ha yNaKOBKE MITPHUX-KOJa, TOJOTpapUUEecKuX U APYTruxX
3alllUTHBIX 3HAKOB, CTUKEPOB, TyOJIUPOBAaHUE TEKCTa MAPKUPOBKH C UCIOJIb30BAHUEM JPYTHUX
A3BIKOB W pu(Ta bpaiins, pazMelieHne CUMBOJIOB WM MUKTOIPaMM, KOTOpPbIE TOMOTal0T
pa3bACHUTh HH(OpPMALMIO O JEKapCTBEHHOM Ipernapare (BEeTEpUHAPHOM Ipernapare)
noTpeduTento (mpuodperarento).

15. Ilpu Hanuuuu B MPOMEKYTOYHOW WM BTOPUYHON YMAKOBKE JIEKAPCTBEHHOTO
npenapara NakeTUKOB (MJIM TaOJEeTOK) ¢ BJIArOMOIJIOTUTENEM Ha HUX JOJKHA OBbITh HaHECEeHA
npeaynpeauTebHas MApKUPOBKA COOTBETCTBYIOLIETO COIEPKAHUSL.

[Tpumeuanne NU3ITN!

B nynkTt 16 npenycmarpuBaercs namenenue penienueM Cosera EBpasuiickoit
sKOHOMHUYECcKON Komuccuu oT 15.05.2025 Ne 32 (BctymaeT B cwity 1o uctedenuu 180
KaJIeHJAApHBIX JTHEN ¢ AaThl €ro O(pUIUATBLHOTO OMYyOJIUKOBAHUS).

16. Ha TpancmopTHO# Tape ymakoBKHM Hepac(hacOBAHHOW MPOMYKIIMU yKa3bIBACTCS
cienyromas nHdopmaus:

a) TOProBo€ HaMMEHOBAHUE JIEKAPCTBEHHOTr' 0 MpernapaTa (BEeTEpHHAPHOTO IIpenapara);

0) nekapcTBeHHas popma;

B) MHH (nipu Hanuuum) unu oOmenpuHsaToe (rpynnupoBOYHOE) HAUMEHOBAHHUE;

I') TO3UPOBKA, U (WJIM) aKTUBHOCTH, U (MJIM) KOHIIEHTpAIHs (€Cii MPUMEHUMO) aKTUBHOU
(hapMalieBTHUYECKOM CyOCTaHIINM (aKTUBHBIX (papMarieBTUUEeCKUX CyOCTaHIui);

1) HAMUMEHOBAaHUE MPOU3BOJUTENS, aIpec NPOU3BOAUTENS JIEKAPCTBEHHOIO Ipenapara (
BETEPUHAPHOIO Mpenapara);

€) KOJIMYECTBO JIEKAPCTBEHHOTrO MpenapaTa (BETEpUHAPHOIO Mpernapara) B ymakoBke U (
WIH) KOJIMYECTBO YIIAKOBOK B TPAHCIIOPTHOM Tape;

) YCJIOBHS XpaHEHUS U TPU HEOOXOUMOCTH YCIOBUS TPAHCIIOPTUPOBKHU;

3) HOMEp CepuH;

W) JaTa IpOU3BO/ICTBA;

K) JaTa ucTeueHus cpoka rogHoctu ("rojgeH no...").

[Ipn HEOOXOAUMOCTH MOKET OBITh yKa3aH JIOTOTHII MPOU3BOJUTEINS MPOAYKIHUU,
MpeaynpeIuTeNIbHbIC HAIMUCU U MAHUITYJISITOPHBIEC 3HAKH.

1. TpeGoBanMA K TEKCTY MapKAPOBKH

[Ipumeuanne U3I1N!



B nysnkt 17 npenycmatrpuBaerca usMeHeHue pemieHueM CoBera EBpasuiickoit
SKOHOMHYEcKOM komuccuu ot 15.05.2025 Ne 32 (BcrymaeT B cuiy no ucredyeHuu 180
KaJICHIAPHBIX JHEH ¢ JaThl ero opUIMaIbHOTO OMyOJIUKOBAHUA).

17. ToproBoe HaMMEHOBaHKE JIEKAPCTBEHHOTO TpernapaTa (BeTepUHAPHOIO Mpemnapara)
YKa3bIBa€TCs HA YITAKOBKE B UMEHUTEIBHOM MaJIEXKeE.

JInsi nekapCTBEHHBIX PACTUTENBHBIX MpenapaToB, KOTOPbIE MPEACTABISIOT COOOM
(acoBaHHOE JIEKAPCTBEHHOE PACTUTEIBHOE CBHIPhE JONOJHUTEIBHO YKa3bIBA€TCS
HAaUMEHOBAaHHE JIEKAPCTBEHHOI'O PACTUTENBHOTO ChIpbs MM aKTUBHOW (papMalleBTUYECKOM
cyOCTaHIMU PACTUTENBHOTO MPOUCXOXKACHUS Ha JATUHCKOM SI3bIKE (32 HCKIIOYEHUEM
HAaMMEHOBaHUs cOOPOB) BO MHOXKECTBEHHOM YHCIIE (32 UCKITIOUeHHEM cioB "TpaBa" u "kopa'")
1 BUa hacoBaHHOM MpoAyKIMU (Hampumep, "1enbHas", "u3MenbueHnas", "mopomok" u T. 1.
).

[Tpumeuanne NU3IT!

B nynkr 18 npenycmarpuBaercsa nameHenue pemenueMm Cosera EBpazuniickoit
sKoHOMHUEecKOoil komuccuu oT 15.05.2025 Ne 32 (Bcrymnaer B cuity 1o ucreuenuu 180
KaJIEHJAPHBIX JTHEW C AaThl €ro O(PUIUATBLHOTO OIyOJIUKOBAHUS).

18. MHH akTuBHBIX (hapMalieBTHUYECKUX CYOCTaHIIMl B COCTaBe JEKAPCTBEHHOTO
npenapara (BETEpUHAPHOrO Mpernapara) yKa3bIBa€TCs Ha PYCCKOM SI3bIKE B MMEHUTEIHHOM
Majeke M aHTJIMKUCKOM S3bIKe (B COOTBETCTBUU C aHTJIMMCKOM pemakuuen nepeuns MHH
BcemupHol opranuzanuu 31paBoOXpaHEHus).

B cayuae orcyrctBus MHH yka3siBaeTcs oOuienpuHsaToe (rpynIupOBOYHOE)
HAaMMEHOBAHUE Ha PYCCKOM S3bIKE€ B HMEHUTEIBHOM IaJIEKE.

Homnyckaercs He ykaspiBaTh MHH mnm o6menpunsroe (rpynnMpoBOYHOE) HAMMEHOBAaHUE
JIEKapCTBEHHBIX IIPenapaToB (BETEPUHAPHBIX PENApaToB) B CIy4yae ero MOoJHOI0 COBIAICHUS
C TOPrOBBIM HAUMEHOBAHHUEM.

B oTHOIIEHNH T€TEPOJIOTMYHBIX CBIBOPOTOK YKAa3bIBAETCS BHJI )KUBOTHOTO, U3 KPOBH WJIN
1a3Mbl KOTOPOTO OHHU MOJTYYEHBI.

Jlnst JekapCTBEHHBIX IMpenapaToB (BETEPUHAPHBIX MpenapaToB) OHMOJIOTHMYECKOTO
npoucxoxaenuss npu orcyrcrBun MHH wunu oOwmenpunsitoro (rpynnupoBOYHOTO)
HAaMMEHOBaHHU YKa3bIBA€TCSl UICTOYHUK MOTYUYEHUS ITpenapara.

s paaunodapmaleBTHYECKUX JIEKAPCTBEHHBIX CPEJCTB (BETEPUHAPHBIX CPEJICTB)
YKa3bIBAIOTCS CUMBOJ XHMHYECKOTO 3JIEMEHTa C MHIAEKCOM paJUOHYKIHAA H
MEXAYHAapOIHbI CUMBOJI PAJUOAKTUBHOCTH.

19. HaumeHoBaHus nepkaTeisi perucTpallMOHHOTO YAOCTOBEPEHUS U TPOU3BOAUTEIS
JEKapCTBEHHOT0 IpemnapaTa (HaWMMEHOBAHUS MpaBooOJanaTesss pPEerucTpauoOHHOTO
YAOCTOBEpEHUS U TMPOU3BOJIMUTENS BETEPUHAPHOTO TIpernapara) YKa3bIBalOTCS B
MMEHUTEIIbHOM mnajexe. B ciaydae ecim B NPOU3BOJACTBE YUYAaCTBYIOT HECKOJBKO



NpPOU3BOAUTENEH, 0053aTE€IbHO  yKa3blBaeTCsd HAMMEHOBAHME  IPOU3BOAMTEINS,
OCYILECTBJISIOIIETO BBIMYCKAIOMIMN KOHTPOJIb KadyecTBa JIEKAPCTBEHHOTO cpeacta (
BETEPUHAPHOIO CPECTBA).

B cnyuae coBnajieHruss HaMMEHOBAHUMN JIepKaTENsl PErUCTPALIMOHHOTO YAOCTOBEPEHUS U
MPOU3BOJUTEINSI JIEKAPCTBEHHOTO IpenapaTta (HAMMEHOBAaHMI mpaBooOjazaTess
PErUCTPALIMOHHOTO YJIOCTOBEPEHUS W MPOU3BOAMUTENS BETEPUHAPHOTO IIpenapara)
YKa3bIBAETCS TOJBKO HAWMEHOBAaHHME Jep>KaTelsl PErucTPalMOHHOTO YIAOCTOBEPEHUS
JEKapCTBEHHOr0 mpemnapara (mpaBooOiajaTedsi pPErucTpalliOHHOTO YAOCTOBEpPEHUs
BETEPUHAPHOIO Mpernapara).

[Tpr HE0OXOIMMOCTH yKa3bIBa€TCsl HAUMEHOBAHUE OPraHU3alllM, OCYIIECTBIISIONICH
(dacoBky W (WIM) YHaKOBKYy, C MPEAIIECTBYIOIIUM ciioBoM "pacdacoBanHo" u (mim) "
ynakoBaHo", "ynakoBUIUK'.

20. Axpeca yka3bIBalOTCs COKpAIlleHHO (CTpaHa WM CTpaHa M FOpPOA) WM MOJTHOCTHIO,
JOTOJHUTEIBHO JIONYyCKaeTCs yKa3aHue HOMEpPOB TenedoHa, ¢akca, agpeca dJIEKTPOHHOMN
MOYTBHI.

B cnyuae ecnu gepkarenemM perucTpallMOHHOIO YJIOCTOBEPEHHS JIEKApCTBEHHOTO
npenapara (mpaBooOjagaTesieM pPEeruCTPAllMOHHOIO YJIOCTOBEPEHHUS BETEPUHAPHOIO
npernapara) sBIsS€TCS NPOU3BOAMTENb JIEKAPCTBEHHOrO Impenapara (BEeTEpUHAPHOIO
npenapara), yKa3blBaeTcsl TOJBKO aJpec JepikaTeisl PEernCTPAalHOHHOIO YAOCTOBEPEHUS
JIEKapCTBEHHOT0 Ipernapara (mpaBooOiiaaTesiss pPEerucTpaldOHHOTO YJIOCTOBEPEHUS
BETEPUHAPHOIO Ipernapara).

21. JlosupoBka, W (WJIHM) aKTUBHOCTh, M (WJIHU) KOHIIEHTpAIUs aKTUBHOM
(apmaneBTUYECKON CyOCTaHIIMH (AKTUBHBIX (papMalleBTUYECKUX CyOCTaHLINI) yKa3bIBAIOTCS
C 00s13aTeNbHBIM YKa3aHUEM €IUHUIL] U3MEPEHUSI.

[Tpumeuanne NU3I1!

B nynkr 22 npenycmarpuBaercs n3MeHenue pemenueMm Cosera EBpazuiickoit
sKOHOMHUYECcKO komuccuu oT 15.05.2025 Ne 32 (Bctynaet B cuity 1o ucreuenuu 180
KaJICHIAPHBIX JTHEH C AaThl €ro OPUIIMATIBLHOTO OMYyOJINKOBAHMUS).

22. Konau4ecTBO JIEKaPCTBEHHOTO CpelicTBa (BETEPUHAPHOTO CPENICTBA) B YIAKOBKE
YKa3bIBa€TCA MO Macce, 00beMy WM KOJIUYECTBY €IMHMI] JO3UPOBAHUS B 3aBUCHUMOCTU OT
JIEKapCTBEHHOM ()OPMBI U THIA YITaKOBKHU.

JInsi nekapCTBEHHBIX PACTUTENbHBIX MpenapaToB, KOTOPbIE MPEACTABISAIOT COOOM
(acoBaHHOE JIEKAPCTBEHHOE PACTUTEIBHOE ChIPhE, Macca JEKapCTBEHHOIO PAaCTUTEIBHOTO
CHIpbSl M (WJIM) aKTUBHOU (papManieBTU4eCKON CyOCTaHIIUM PACTUTEIIBHOTO MTPOUCXOKICHUS
YKa3bIBA€TCs MPU UX ONPEAECIICHHON BIAXKHOCTH.

Jlo3upoBka (aKTUBHOCTH) OMOJIOTHYECKOTO JIEKAPCTBEHHOT'O Mperapara BhIpakaeTcsl B
COOTBETCTBHU C TpPeOOBAHUSMHM K HMHCTPYKUHUHM IO MEIULHUHCKOMY MPUMEHEHHIO
JIEKapCTBEHHOTO TpemnapaTa M O0IIell XapaKTepHUCTHKE JEKapCTBEHHOTO Mpemnapara s
MEJIULIMHCKOTIO IPUMEHEHNS, YTBEPKAAEMBIMUA EBpa3sniicKOM 5JKOHOMUYECKOU KOMUCCHEH.



Jnisa pannodapMalieBTUYECKUX JIEKAPCTBEHHBIX MPEnapaToB (BETEpUHAPHBIX MIPENapaToB)
YKa3bIBA€TCSl KOJIMYECTBO €AMHUI] PATUOAKTUBHOCTH B J03€ WJIM IEPBUYHON yIaKOBKE.

Cuocka. [Iynkr 22 ¢ u3MeHeHus MU, BHECEHHbIMU NTprKka3zoM CoBera EBpasuiickon
skoHOMHUYEcKo komuccuu ot 23.09.2022 Ne 141 (Bctynaet B cuily 1o ucredyeHuu 10
KaJICHIAPHBIX JTHEH C AaThl €ro OPUIIUATIBLHOTO OMYyOJINKOBAHMS).

23. B cocraBe jekapCTBEHHbBIX IIPENapaToB (BETEPUHAPHBIX MPENApaTOB) YKa3bIBAIOTCA
aKTHUBHBIE (DapMalEBTUUECKHE CYOCTaHIIMU (KOMIIOHEHTBI) U UX KOJIMYECTBO.

[Tpumeuanne U3ITN!

B nyHkT 24 npenycmartpuBaercs uaMmeHenue pemienueM Cosera EBpasuiickoit
sKoHOMHUYEeCcKON kKomuccuu oT 15.05.2025 Ne 32 (BctymaeT B cuity 1o uctedeHuu 180
KaJIeHJApHBIX JTHEH ¢ AaThl €ro O(pUIUATBLHOTO OIyOJIUKOBAHUS).

24. B 00s3aTeIbHOM MOPSAKE BCTIOMOTATENIbHBIE BEIECTBA (KOMIIOHEHTHI) YKA3bIBAIOTCS
B CJICAYIOIIUX CIIy4YasX:

a) IJIs JIEKapCTBEHHBIX MPENapaToB (BEeTEpUHAPHBIX NPENapaToB) AJid IpUeMa BHYTPb Ha
BTOPUYHOM YNAKOBKE, €CJIM OHH BKJIIOYEHBI B IIEPEYEHb BCIIOMOIaTEIbHBIX BEILECTB,
YKa3bIBAEMBbIX Ha BTOPUYHON YNAKOBKE JIEKAPCTBEHHBIX IpenapaToB (BETEPUHAPHBIX
IpernapaToB) AJisi IpUeMa BHYTPb, COIVIACHO MPUIIOKEHHUIO K HAacTOAUIMM TpeOoBaHuUsIM;

0) nJs JIeKapCTBEHHBIX IpernapaToB (BETEpUHAPHBIX MPENapaTroB) A UHBbEKUUM, Ha
BTOPUYHOMN yITaKOBKE B MOJHOM COCTaBe 0e3 yKa3zaHUs UX KOJIMYECTBa;

B) Ul JIEKAPCTBEHHBIX MpENapaToB (BETEpPUHAPHBIX IPeNapaToB) AJs MHTASIUN Ha
BTOPUYHOM YITAKOBKE B ITOJTHOM COCTaBE 0€3 yKa3aHHs UX KOJUYECTBA;

I') JUIs JIEKapCTBEHHBIX MPEnapaTroB (BETEPUHAPHBIX MPENapaToB) A MECTHOTO U (MJIN)
Hapy>XHOTO NMPUMEHEHUS Ha BTOPUYHOM YMAKOBKE B IOJHOM cOcCTaBe 0O€3 yKa3aHus X
KOJIMYECTBA,

1) 1Sl JIGKAPCTBEHHBIX MPENapaToB (BETEpPUHAPHBIX MPENAPATOB), TPUMEHIEMBIX B
o(TambMOIOTUN HAa BTOPUYHOM yIaKOBKE B MTOJIHOM COCTaBe 0€3 yKa3aHUs UX KOJUYECTBA;

) M MH(QY3MOHHBIX PACTBOPOB HA BTOPUYHOW M MEPBUYHOM YNAKOBKAX B MOJHOM
COCTaBe.

Jlepkateslb pErucTPAllMOHHOIO YIOCTOBEPEHHUs JIEKapCTBEHHOro mpemnapara (
paBooOIagaTeNb PErUCTPALMOHHOTO YAOCTOBEPEHHsI BETEPUHAPHOIO IpernapaTa) BIpaBe
yKa3aTh MOJIHBIM COCTaB BCIIOMOTaTENIbHBIX BEIECTB (KOMIIOHEHTOB) HA YIIAKOBKaX.

Jlnst uH(QY3MOHHBIX PAaCTBOPOB HA MEPBUYHONW U BTOPUYHOM yNAKOBKax yKa3bIBaeTCs
TEOPETUYECKOE 3HAYEHHE OCMOJISIPHOCTH (OCMOJISUIBHOCTH).

JIJ1si IMMYHOJIOTHYECKUX JIEKAPCTBEHHBIX MPENapaToB (BETEPUHAPHBIX MpEnapaToB) Ha
BTOPUYHON YIAKOBKE YKa3bIBAETCSl KOJIMUECTBEHHOE COACPKAHNE KOHCEPBAHTOB, COPOCHTOB
U aJIbIOBAHTOB.

25. CocTaB roMeonaTH4eCKUX JIEKAPCTBEHHBIX MPENAapaToB (BETEpUHAPHBIX MPEMAPATOB)
YKa3bpIBA€TCAd COIVIACHO TEPMHUHOJIOTMHM, IMPHUHATOM B TOMEONATHUU: Ha3BaHUI
rOMEOIMATUYECKUX (PapMaleBTUUECKUX CyOCTaHUMN MNPUBOMASTCS HA JATUHCKOM SI3BIKE C



yKa3aHUEM IIKajdbl U CTENEHU WX Pa3BEICHHS, HA3BAHHUS BCIIOMOTATEIbHBIX BEILECTB
MIPUBOJISITCS] HA PYCCKOM SI3BIKE COTJIACHO IOKYMEHTaM PEruCTPAllMOHHOTO JIOChE.

26. Jlma mekapCTBEHHBIX PACTUTENIbHBIX MpenapaToB (BETEPUHAPHBIX IMPENapaToB),
KOTOpbIE MPEJICTABIAIOT cO00i (pacoBaHHOE JEKAPCTBEHHOE PACTUTENBHOE ChIPbE, COCTAaB
YKa3bIBAETCS TOJIBKO ISl COOPOB.

27. CchlIKM Ha CTAHJIAPThl KOHTPOJIA KadyecTBa JJIsI aKTUBHBIX (hapMalleBTUUECKUX
cyOcTaHIuil 1 (MIM) BCIIOMOTATENIbHBIX BEIIECTB HE YKA3bIBAIOTCS.

[Tpumeuanne U3ITN!

[Tynkr 28 npenycmarpuBaerca B penakuuu pemenus Cosera EBpasuiickoit
sKoHOMHUYEeCcKON kKomuccuu oT 15.05.2025 Ne 32 (BctymaeT B cuity 1o uctedeHuu 180
KaJIeHJApHBIX JTHEH ¢ AaThl €ro O(pUIUATBLHOTO OIyOJIUKOBAHUS).

28. Jlomyckaercs HE yKa3blBaTh J1aTy MPOU3BOJICTBA, ECIIM OHA BKJIFOYEHA B HOMEP CEPHH.

29. Jlns komrjiekTa (JIEKapCTBEHHBIM mpenapaT (BeTEpUHAPHBIN mpemnapar) ¢
pactBopuTteneM (pazdaButenieMm)) uin Habopa (KoMIUIeKTa U3 2 U 0oJiee JIEKapCTBEHHBIX
npenapaTtoB (BETEpUHAPHBIX IMPENApPaTOB)) MOMOJHUTEIBHO HAa BTOPUYHYIO YIIAKOBKY
HAHOCSTCS HOMEpa Cepuil BCceX JIEKApCTBEHHBIX IMpenapaToB (BETEpUHAPHBIX MPENapaToB),
BXOJISIINUX B KOMIUIEKT (HAOOP), UM HOMEP CEpUH KOMIUIEKTa (Habopa).

[Ipumeuanne MU3IT!

B nynkr 30 npenycmarpuBaercsa namMmeHenue pemenueMm Cosera EBpazuiickoit
sKOHOMHUYECcKO komuccuu oT 15.05.2025 Ne 32 (Bcrynaet B cuity 1o ucreuenuu 180
KaJICHIAPHBIX JHEH C AaThl €ro OPUIIUATBLHOTO OMYyOJIMKOBAHMS).

30. Ilpu HaHeceHUU NaThl UCTEUYEHUSI CPOKa TOJHOCTH JIEKapCTBEHHOTO mpenaparta (
BETEPUHAPHOTO Ipernapara) Ha yNAaKOBKE YKa3bIBaIOTCS Mecsl W roja (MpH 3TOM MpH
yKa3aHUU MeCsLa Mo/ 1aTOM UCTEUYEHHsI CPOKA T'OJHOCTH MOIPA3yMEBAETCS MOCIEAHEE YHUCIIO
YKa3aHHOTO MECSIA).

[Ipn HEOOXOOMMOCTH YKa3bIBAIOTCS CPOK M YCJIOBHUS XPaHEHHUs JIEKapCTBEHHOTO
npenapara (BeTepuHApHOTo MpernapaTa) nocjae NEPBOro BCKPHITUS NEPBUYHON YIAKOBKH WIIH
CPOK U YCIIOBUS XpaHEHUS MOCIIe IPUTOTOBICHUS WK pa30aBieHHs pacTBOpa (CyCleH3UH) B
COOTBETCTBHUH C MHCTPYKIIMEH MO MPUMEHEHHUIO JIEKApCTBEHHOTO MpernapaTa (BeTepruHapHOTro
npenapara) U JaHHBIMH 10 U3YYEHHUIO CTAOMJIBHOCTHU C YYETOM IOJIOKEHUH, YCTAHOBJIEHHBIX
TpeOOBAHUSAMU K MHCTPYKIIUU IO METUIIMHCKOMY NMPUMEHEHHIO JIEKAPCTBEHHOIO Mpernapara
1 o0LIEeN XapaKTepUCTUKE JIEKAPCTBEHHOIO Mpenapara Jjisi MEAULIMHCKOTO IPUMEHEHHUS.

JInst koMIuiekTa (JIeKapCTBEHHBIN MpenapaT (BeTepUHAPHBIN MPENapar) ¢ paCTBOPUTEIIEM
(paz0baButenem)) wiaum Habopa (KomIuiekTa W3 2 W Oojiee JIEKApCTBEHHBIX MpenapaToB (
BETEPUHAPHBIX IPENapaToB)) Ha BTOPUUYHYIO YIIAKOBKY HAHOCSTCS JaThl MPOU3BOACTBA
Ka)KJIOTO KOMIIOHEHTa MO0 €/IMHAasl 1aTa BBIIyCKa JAaHHOTO KOMIUIEKTa (Habopa), a Takxke
JaThl UCTEUEHHUsI CPOKA T'OJTHOCTU KaXKJIOTO KOMIIOHEHTA JUOO yKa3bpIBaeTCsA €JuHas JaTa
UCTEUYEHHMs CPOKA FOJIHOCTH KOMIUIEKTa (Habopa).



B cnyyae ecnu ykaszaHbl 1aThl UCTEUYEHUS CPOKA FOAHOCTU KaXKJAOTO KOMIIOHEHTA B
OTJIENIbHOCTH, TO JaTa UCTEUEHHUs CPOKa I'OJIHOCTH KOMIUIEKTa (Habopa) onpeensieTcs: mno
HanOoJiee paHHEH JaTe UCTEUCHUS CPOKA TOJHOCTH KOMIIOHEHTOB, BXOSAIIUX B KOMIUICKT (
Habop).

Cuocka. [Tynkr 30 ¢ u3mMmeHeHunem, BHECEHHBIM npuka3oM Coseta EBpaszuniickoi
sKoHOMHUEeCKOi komuccuu oT 23.09.2022 Ne 141 (Bctynaet B cuity 1o ucteueHuu 10
KaJICHIAPHBIX JHEH C AaThl €ro OPUIIMaIBLHOTO OMYyOJIMKOBAHMUS).

31. Jlnst mekapCTBEHHBIX PACTHTENBHBIX MPENnapaToB (BETEPUHAPHBIX MPENapaToB),
KOTOpbIE MPEACTABIAIOT CcO00M (acoBaHHOE JIEKAPCTBEHHOE PACTUTEIBHOE ChHIPhE,
MPUBOJIUTCS METOIMKA MPUTOTOBJICHUSI BOJIHBIX U3BJIICUCHHI C YKa3aHUEM YCIIOBUN XpaHEHUS
U CpPOKa FOJAHOCTH BOJAHOT'O U3BJICUECHHUS.

32. Cnoco0 mpumeHeHus: (IMyTh BBEIEHHS, CIIOCOO BBEICHUS) YKa3bIBACTCS B
COOTBETCTBUM C OOIIEH XapaKTepUCTHUKOW [HaHHOTO JIEKapCTBEHHOrO IIpenapaTta u
MHCTPYKIMEN N0 MPUMEHEHHUIO TaHHOT'O BeTepuHapHoro npemnaparta. [yt BBegeHus (cnocod
BBEJCHHUS) HE YKa3bIBACTCS, €CIM OH BKIIOYEH B Ha3BaHHE JIEKAPCTBEHHOW (OPMBI.
Jlommyckaercst He yKa3bIBaTh CIOCOO IPUMEHEHUS AJI TaOJIETOK U KamcyJl, IpeIHa3HaueHHbIX
IUTSl IPUEMA BHYTPb.

JlomyckaeTcsi HAHOCUTh HAJIMUCh Cleaytomiero coaepxkanus: "Crnocod MpUMEHEHUS: CM.
MHCTPYKIMIO TI0 MEIUIIMHCKOMY HMPUMEHEHUIO (JIMCTOK-BKJIAJBIII)" NI JIEKAPCTBEHHOTO
npenapara win "Crnocod NpuMeHEeHHs: CM. HHCTPYKIIUIO MO0 MPUMEHEHHIO (JIMCTOK-BKJIa/IbIII)
" 1J11 BETEpUHAPHOTO Mpernapara.

33. Ha nepBu4HOI yrmakoBKe HEOOJIbIIUX pa3MepoB (00IIast MI0MA b TEKCTOBOTO MO

He Oonee 10 CM2), Ha KOTOPOI HEBO3MOXXHO Pa3MECTUTh BCIO HEOOXOAUMYIO HH(POPMAIIHIO,
JOTYCKAeTCsl MCTOJB30BaTh CIEAYIONINE OOMECPUHATHIC COKpAINIEHUS] MyTH BBEACHUS
B/B" (

BHYTPUBEHHOE BBEJIeHUE), "B/M" (BHYTPUMBIIIEUHOE BBeIeHUE), "TI/K" (IIOJIKOKHOE BBEJICHUE

).

"

UHBEKIMOHHBIX JIEKAPCTBEHHBIX MpenapaToB (BETEpPUHAPHBIX IpemnapaToB):

34. [Ipn HaMU4YUM TOCTATOYHOTO TEKCTOBOT'O MOJISI HA YIAKOBKE MPEANOYTHUTEIBHO
HaHECeHUe MOJIHOM MHpOpMalMHU O croco0e MPUMEHEHHs JICKapCTBEHHOTO MperapaTta B
COOTBETCTBUMU C OOIIEH XapakTepUCTUKOW MaHHOTO JIEKapCTBEHHOI'0 Ipemnapara, a
BETEPUHAPHOIO Mpenapara — B COOTBETCTBUU C MHCTPYKIMEHN IO €70 IPUMEHEHHUIO.

35. Oco0eHHOCTH MapKUPOBKH JIEKAPCTBEHHBIX MPENapaToB (BE€TepUHAPHBIX MIPEMapaToB)
, OTHOCSIIIINXCS K HAPKOTUYECKUM CPEACTBAM, IICUXOTPOIHBIM BEILIECTBAM M UX MPEKypcopam
, YCTAaHABJIMBAIOTCSI B COOTBETCTBHH € 3aKOHOIATEIBCTBOM I'OCY1apCTB-YICHOB.

[Tpumeuanne U3I1!

B nynkr 36 npenycmarpuBaercsa n3MeHenue peumenueMm Cosera EBpazuiickoit
sKOHOMHUYECcKOM komuccuu oT 15.05.2025 Ne 32 (Bctynaet B cuity 1o ucreuenuu 180
KaJICHIAPHBIX JHEH C AaThl €ro OPUIIMAIBLHOTO OMYyOJINKOBAHMS).



36. YcnoBus OTIycKa JIEKAPCTBEHHOr'O Ipernapara yKa3blBalOTCS B COOTBETCTBHH C
0JI00pEHHON MpU pPETUCTpPALlMM KaTEeropuen OTMycKa, MPUCBOCHHOW C y4ETOM MpaBUII
OTIpEeJICJICHHs] KaTeropuil JIEKApCTBEHHBIX IPENnapaToB, OTIYCKaeMbIX 0Oe3 pelenta v 1o
peuenTy, yrBepkaaeMbix EBpasuiicKOM 3KOHOMHYECKOWM KOMHMCCHEW, a YCIIOBHUS OTIYyCKa
BETEPUHAPHOIO IpernapaTa — B COOTBETCTBUU C MHCTPYKLHEN 110 €r0 NPUMEHEHUIO.

Jlist TekapCTBEHHBIX MpernapaToB (BETEpUHAPHBIX MPENapaToB), peaan3yeMbIX TOIbKO
JUTSl CTAllMOHAPOB, HA YIIAKOBKE yKa3bIBaeTCA clienyromast nadopmanus: "Jlis ctaqmonapon”,
pH 3TOM ykazanue "mo penenty" ("0e3 perenra') He IPUBOAUTCS.

CHocka. ITynkr 36 ¢ u3MeHeHueM, BHECEHHBIM ITpuka3zoM Coseta EBpasuiickon
skoHOMHYecKOil komuccuu ot 23.09.2022 Ne 141 (Bctynaet B cuity 1o ucteueHuu 10
KaJIeHJApHBIX JTHEH ¢ AaThl €ro O(pUIUATBLHOTO OIyOJIUKOBAHUS).

[Ipumeuanune U3I1N!

B nynkT 37 npenycmarpuBaercs uaMmeHenue permienueM Coera EBpasulickoit
SKOHOMHUYECKON komuccuu oT 15.05.2025 Ne 32 (Bcrynaet B cuity 1o ucreuenuu 180
KaJICHIAPHBIX JTHEH ¢ AaThl €ro OpUIIMATBLHOTO OIyOJIUKOBAHUS).

37. Ha BTOpUYHYIO YIIaKOBKY 00s13aT€IbHO HAHOCATCS CIIEIYIOLIUE MPEAYIPEAUTEbHbIE
HAJIIIUCH U CUMBOJIBI:

a) "XpaHUTh B HEJIOCTYITHOM JJIsI IeTeil mecTe";

0) "CrepmibHO" (7151 CTEPUITBHBIX JIEKAPCTBEHHBIX CPEACTB (BETEPUHAPHBIX CPEJICTB));

B) "Antutena k BUU-1, BUU-2, Bupycy renatuta C ¥ MOBEpXHOCTHBIA aHTUTEH BHpYyCa
rernatuta B He oOHapyxkeHb!" (U1 TEKapCTBEHHBIX CPEACTB, MOMYUYEHHBIX U3 KPOBH, IJIA3MbI
KpPOBH, OPraHOB M TKaHEH YeI0oBEeKa);

r) "T'omeonaruyeckuit" (IJ5 rOMEONMaTHYECKUX JEKAPCTBEHHBIX MpenapaToB (
BETEPUHAPHBIX MPEMAPATOR));

1) 3HAaK paJuallMOHHOW OMAacHOCTH (I paaunodapMaleBTHUYECKUX JIEKAPCTBEHHBIX
CpeAcTB (BETEpUHAPHBIX CPENICTB));

e) "[Ipoxykuus npoiuia paJdallMOHHbIA KOHTPOIb" (AJ1 JeKapCTBEHHBIX MpenapaToB (
BETEPUHAPHBIX TMPEMapaToOB), MPEACTABIAIOMMIX CO000H (¢acoBaHHOE JIEKAPCTBEHHOE
PaCTUTENBHOE CHIPHE);

x) "]l BeTepuHapHOTo npuMeHeHust" (1y1s1 BETEPUHAPHBIX CPEJICTB).

[Ipu HEOOXOAUMOCTH Ha YIMAKOBKY HAHOCITCA APYTHE HAANUCH U CHUMBOJIBI
MpeAyNPEAUTENILHOIO XapaKkTepa, eClIM OHU MPEAYCMOTPEHbBI B HOPMATUBHOM JIOKYMEHTE 110
KauecTBY Ha Ipenapar.

[Ipumeuanne NU3I1!

B nynkr 38 npenycmarpuBaercsa n3MmeHenue pemenueMm Cosera EBpazuiickoit
sKOHOMHUYECcKOoM komuccuu oT 15.05.2025 Ne 32 (Bcrynaet B cuity 1o ucreuenuu 180
KaJICHIAPHBIX JTHEH C AaThl €ro OPUIIUATBLHOTO OMYyOJINKOBAHMS).

38. B MapkupoBKE€ TrOMEONaTHUYECKOTO JIEKAPCTBEHHOrO Ipernapara,
3apErUCTPUPOBAHHOTO IO YIPOILEHHOW mpolenype peructpauuu (B COOTBETCTBHH C



[IpaBunamMu perucTpanuy U 3KCIEPTHU3bI JICKAPCTBEHHBIX MPEMApaTOB I MEIUIIMHCKOTO
MPUMEHEHUS ), JOJDKHBI OBITh YKa3aHbl UCKIIOYUTEIBHO CleAyronre (M HUKAKUe JIPyTrue)
CBEJICHHUSL:

a) HAy4YHO€ HAaMMEHOBAHHE TOMEONATUYECKON HACTOUKHU (TOMEOINAaTHIYECKUX HACTOEK) C
yKazaHueM cTeneHu ee (Ux) pas3BelleHus (C HUCIOJIb30BAaHMEM CHMBOJOB (apMakoIew,
KOTOpasi yKa3aHa JJIsl JaHHOW MPOUEAYpbl PErUCTPAllMA TOMEONATUYECKUX JIEKAPCTBEHHBIX
MpenapaToB B COOTBETCTBUU ¢ [IpaBmiiamu peructpanviu U SKCHEPTU3bI JEKaApPCTBEHHBIX
MPENapaToB [Jisi MEIUIMHCKOTO NpUMEHEHUus). Eciaum roMeonaruyeckuil JIeKapCTBEHHBIN
npenapar COCTOMT M3 2 U 0Oojiee TOMEOMaTUYECKUX HACTOEK, JIOMYCKaeTcCsl JOTOJHSTH
Hay4YHOE€ HAUMEHOBAHUE HACTOEK TOPTOBbIM HAMMEHOBAHUEM;

0) HaMMEHOBAHUS U AJAPEC JAEPXKATEJsl PETUCTPAIMOHHOTO YJIOCTOBEPEHUS U TPHU

HEO0OXOMMOCTH TTPOU3BOUTEIIS;

B) CIIOCOO BBEJICHUS U MTPU HEOOXOMMOCTH MYyTh BBEACHMUS;

T) 1aTa UCTEUYECHUSI CPOKA TOTHOCTU (MECSI] U TO/);

1) IeKapCTBEHHAs popMa;

e) (popma BbITyCKa;

) CHeUaNIbHbIC YCIOBUS XpaHEHUs (IIPU HAJUYUN);

3) creluaibHOE IpeaynpexaeHue (Mpu HeoOX0IUMOCTH);

1) HOMEP CEpHUU MPOU3BOTUTES;

K) pEerucTpalMoOHHbIA HOMED (111 BETEpUHAPHBIX MTPENapaToB);

1) 3anuch: "['omMeonaTudeckuil ieKapCTBEHHBIN MpernapaT 06e3 0JJ0OOPEHHOT0 OoKa3aHus K
IPUMEHEHUIO";

M) MpeaynpexaeHue 0 HeoOXOAMMOCTU OOpallleHUs K Bpady MPU COXPaHECHUU
CUMIITOMOB 3a00JIEBaHMUSI.
Cuocka. [Tynkr 38 ¢ uameHenusiMu, BHeceHHbIMU npukazoM CoBeta EBpaszuiickoit
skoHOMHYecKOil komuccuu ot 23.09.2022 Ne 141 (Bctynaet B cuity o ucteueHuu 10
KaJICHJIApHBIX THEH C 1aThl ero 0(UIIMaTBLHOTO OMyOJIUKOBAHUS).

IV. Tpe6oBanma k cnoco6aM HaHECEHUS MapKUPOBKH

39. B MapkupoBKe JICKApCTBEHHBIX CPEICTB (BETEPHUHAPHBIX CPEJCTB) LIBET HAIMHCEH,
3HAKOB, CHMBOJIOB JIOJKEH OBITh KOHTPACTHBIM 1O OTHOIIECHWIO K (OHY, Ha KOTOPBIN
HaHeceHa MapkupoBka. Croco0 HaHECEeHHsT MapKUPOBKH JOHKEH oOecreduBaTh e€e
COXPAaHHOCTh B TE€UEHUE BCETO CPOKA TOJHOCTH JIEKAPCTBEHHOTO CPEACTBA (BETEPHHAPHOTO
CpelCcTBa) MpU COOJIIOJICHUH YCTaHOBIIEHHBIX YCIOBUHM XpaHeHus. J[omyckaeTcs HaHECEHHE
HOMEpA CEepPHUH, JaThl TPOU3BOACTBA, CPOKA TOJHOCTH METOJOM THUCHEHUS (CHMBOJIBI HMCIOT
1BeT (hoHa).

TpeOoBaHMs K COCTABICHUIO U BEPCTKE MHCTPYKIIUU IO MEIUIIMHCKOMY TTPUMEHEHHUIO,
YCTaHOBJICHHBIE TPEOOBAHUSIMU K HWHCTPYKIHH TO MEIUIMHCKOMY MPUMEHCHHIO
JICKapCTBEHHOTO TpernapaTa W oOIIel XapaKTEepUCTHKE JICKApCTBEHHOTO Ipemnapara s



MEIULIUHCKOTO NPUMEHEHHUs], IPUMEHUMBl U K MAapKUPOBKE JIEKAPCTBEHHBIX IPENapaToB.
Pexomennyercs, yToObI pa3Mep BCEX CUMBOJIOB B MAPKUPOBKE JIEKAPCTBEHHBIX MPENapaTosB (
BETEPUHAPHBIX MpEnapaToB) COCTaBIsI HE MeHee 7 MYHKTOB (WJIM Kerip mpudTa, mpu
KOTOPOM BBICOTa CTpo4yHOM "X" cocTaBisgeT He MeHee 1,4 MM), a pPacCTOSHHE MEXKIY
CTpOKaMu He MeHee 3 MM. TeKCT Ha HEeOOJbIIMX YIMAaKOBKAX JOJKEH UMETh MaKCHMAJIbHO
KPYHHBINA KeTJIb MpUdTa B LENAX CHIKEHHS BEPOITHOCTH OIIMOOK TPUMEHEHUSI.

Cnocka. ITynkr 39 ¢ nusmMmenenuem, BHECEHHBIM npuka3oM Coseta EBpaszuiickoi
sKkoHOMHUEecKOil komuccuu ot 23.09.2022 Ne 141 (Bctynaet B cuity 1o ucteueHuu 10
KaJIeHJAAPHBIX JTHEW C AaThl €ro O(pUIUATBLHOTO OMyOJIUKOBAHUS).

40. Cnenyet HavJIy4IIuM 00pa3oM MCIOJIb30BATh IOCTYITHYIO IOBEPXHOCTh MEPBUYHON U
BTOPUYHON YIAaKOBOK JIEKAPCTBEHHBIX IMpenapaToB (BEeTEpUHAPHBIX MpenaparoB). BaxkHbie
CBEJICHUS JUIsl MPaBHJIBHOIO M 0O€30MacHOr0 NMPUMEHEHHUs JIEKapCTBEHHOro mpemnapata (
BETEPUHAPHOIO IMpernapara) A0HKHBI YKa3bIBaThCS MAKCUMAIbHO KPYIHBIM KerjieM mpudra
Ha Hau0oJee ONTUMAJIbHBIX IOBEPXHOCTAX YITAKOBOK.

HaumenoBanue mpemnapara, TO3UPOBKY M, €CIM MPUMEHHMO, 0OIllee COolepKaHHe
aKTUBHOU (papMalleBTUYECKOMN CyOCTaHIMH, & TAKXKE IyTh BBEACHUS HEOOXOAUMO pa3MeIlaTh
B OJHOM IIOJIE 3PEHUs, UCMOJb3Yysl MaKCUMalbHO KPYHHBIM Kernib mpudra. Ecniu Ha
HEOOJIBIIION yMaKOBKE HEBO3MOXKHO OTPa3UTh BCE KPUTUUYECKUE CBEJEHHUS B OAHOM I0OJIE
3peHus, AOIMyCKAeTCs UX pa3MeIleHre B pa3HbIX NoJsX. s coxpaHeHus y10004MTaeMOCTH
IPEICTABISIEMBIX CBEJICHUM HEOOXOAMMO HCIOJIB30BaTh PALlMOHAIBLHOE MO OTHOLIEHUIO K
pa3Mepy UCHOIb3yeMOoro mpudTa paccTosiHIE MEXKAY CTPOKaMHU U MPOOEIIbl MEX/TY CIIOBaMH.

41. Ilpu HanmMuMK MecTa Ha IEPBUYHON U BTOPUYHOM YITAKOBKaX JIOMYCKAETCS YKa3bIBaTh
JIOTOTUIIBI U MHUKTOTpaMMBbl (hapMaleBTHUYECKON KOMIAHUU ((UPMBI-IPOU3BOAMUTENS) MIPU
YCIJIOBUH, YTO OHU HE HAPYLIAIOT YA000UUTAEMOCTh 0053aTEIbHBIX CBEICHUH.

42. Ilns obecrieyeHus: MpaBUIbHOM HIEHTHU(UKALIMU U BBIOOpA JEKAPCTBEHHOTO
npenapara (BeTEpUHAPHOTO Tpemnapara) norpeburensmMu (mpuodpeTaTensiMu), a TaKKe TPH
OTPaHMYECHHOCTH MECTa Ha YNAKOBKE MpHU pa3pabdoTKe Au3ailHa YMakOBKH BO3MOXKHO
MCIT0JIb30BAaHNE NHHOBALMOHHBIX METOJIOB.

43. HeoOxoauMo u30erath MCIOJIB30BaHUS CO3JAIONIECH OJIMKK TIISHLEBOH, I[BETa
METaJUIMK WM WHOW YNAaKOBKH, CHUXKaromed yaob0ouutaemocth uHpopmanuu. He
PEKOMEH/IYEeTCS HCMOJIb30BAHHE PA3JUYHBIX I[BETOB IIpudTa B HAUMEHOBAHUU
JIEKapCTBEHHOTO TMpenapara (BETEPUHAPHOrO IMpemnapara) WIM B OTAEIbHBIX OykBax (
CUMBOJIaX) HAMMEHOBAaHMS, IIOCKOJIBKY 3TO HETaTUBHO BIMAET Ha NPaBHIbHOCTH
pacno3HaBaHMs JIEKAPCTBEHHOIO Mpernapara.

Bo wuszbexanue pucka HempaBUIBHOTO MPUMEHEHHMs JEKapCTBEHHOro mpemnapara (
BETEPUHAPHOI0 Mpenapara) BCICACTBUE CXOJCTBA €ro YMAKOBKH C YMAaKOBKAMHU JPYTUX
JIEKapCTBEHHBIX MpPEnapaToB (BETEPUHAPHBIX MPEMapaToB) CIEAYET HMPHUMEHITh OCOO0YIO
[[BETOBYIO0 HJECHTU(PUKAIMIO YIMAKOBKM W HWHBIE CHOCOOBI, MOBBIIIAIOIINE BU3YaJIbHOE
paznuyeHue ynakoBokK. KoanuecTBo LIBETOB, HCIOJIb3YEMbBIX B JIM3alHE YIaKOBKH, TOJKHO



OBITh palMOHAIBHO OOOCHOBAaHO, 4YTOOBlI MaKCHUMaJIbHO HCKJIIOYUTH BEPOSTHOCTH
NepenyThiBaHUsl noTpedutensiMu (mpuoOperarensMu) JIEKapCTBEHHOro mpenapara (
BETEpUHAPHOTO npenapara). [ obecnedenus npaBUIbHON UACHTU(DUKALIMY U IPUMEHEHHUS
JIEKapCTBEHHOTO IMpenapara (BETepUHAPHOTO Mpenapara) norpedurensiMu (mpuoOpeTaTessiMu
) Ipyu MapKUPOBKE MEPBUYHOMN YIIAKOBKH CIEAYET MCIIOJIb30BaTh TOT YK€ I[BETOBOM JH3aliH,
YTO U MPU MAPKUPOBKE BTOPUYHON YIIAKOBKH.

44. MapKkupoBKa JOJIKHA OBITh €IMHOM J1JIs1 JIEKapCTBEHHBIX MPENnapaToB (BETEpUHAPHBIX
[penaparoB), BBINYCKAEMBIX B OOpallleHHME Ha TEPPUTOPHUSIX TocyaapcTB-uieHoB. [lpu
HaJlMYuU pasziuyaronieiicss nHpopmanuu (yciaoBUs OTHYCKa M T. I.) €€ YKa3bIBalOT C
HCIIOJIb30BAHUEM JIONIOJIHUTEIBHON 3TUKETKH (CTUKEpPa) B CHELUAIBHO OTBEACHHOM I10JIE
BTOPUYHOM YIAaKOBKU. ECIM Ha BTOPUYHOM yIIaKOBKE IIPEYyCMOTPEHO MPEAHA3HAYEHHOE IS
CHelHaTbHON MH(POpPMAIK roCyJapCTBa-ujieHa MoJe, B HEr0 A0MyCKaeTcsl HAHECEHUE TaKoM
uHdopManuu (Hampumep, pa3Hbli CTaTyc OTIyCKa M3 alTeYHOW CEeTH WIIM CleluaibHas
uH(opMmarus: "ynakoBka Jjisi CTallMOHApOB", "MO roCy1apCTBEHHBIM ITporpaMmam" U Jp.) 6e3
UCIIOJIb30BAHUS STUKETKU (CTUKEPA).

Pa3mep nmons nns pasMenieHus CTUKEPOB HE JIOJKEH MpeBbIaTh 1/6 o0uieit miomanu
BTOPUYHON YNAKOBKH, MPU ATOM JAHHOE IOJ€ HE AOJKHO 3aKpbIBaThb HMH(POPMAIHIO,
NEepPBOHAYAIILHO HAHECEHHYIO Ha BTOPUYHYIO YIIaKOBKY.

45. 1ns opaHHBIX MpernapaToB, a TaKXKe sl OTJEIbHBIX JEKapCTBEHHBIX MPENapaToB,
[0 COIIACOBAHHUIO C YIOJHOMOYEHHBIM OPTraHOM TOCYJapCTBa-wi€Ha, OCYIIECTBISIONIUM
PETUCTPALMIO TAKOTO JIEKAPCTBEHHOI'O Iperapara, JOIyCKaeTCsl HAHECEHUE MapKHUPOBKH C
UCIIOJIb30BAaHUEM JIOTIOJTHUTENIbHON ITUKETKH (CTUKEpa).

46. IIpu MapKUpPOBKE PA3IMUHBIX JO3UPOBOK (KOHLEHTPAIIUN U T. 1.) JIEKAPCTBEHHBIX
IpenapaToB, BBIIYCKa€MbIX B BHUJIE OJHOM JIEKAPCTBEHHOW (OPMBI, JOJKHO OBITH
MPEAYCMOTPEHO Pa3INvYHOE IBETOBOE PEILICHUE UM MHOM croco0, oOecrieunBarouuil 4eTKOe
BHU3YaJIbHOE BBIJIEJIEHUE JO3UPOBKH (KOHLIEHTPALUH U T. II.).

Paznuunble TO3UPOBKH OJHOTO U TOTO K€ JEKapCTBEHHOI0 Mpenapara (BeTepuHapHOTo
npernapara) clieyeT yKa3blBaTh 0JJUHAaK0OBO (Hampumep, 250 mr, 500 mr, 750 mr, 1000 mr, a
He 1 r). He nomyckaercst yka3piBaTh KOHEUHbIE HYJIM B IPOOHON YaCTH JIO3UPOBKH (CIIETyET
yka3biBaTh 2,5 mr, a He 2,50 mr). He cienyer ucnonab30BaTh NECATUYHBIA pa3aenuTens (
3aIATYI0), €CJId 3TOr0 MOXKHO H30exarth (cieayer ykaspiBaTh 250 mr, a He 0,25 1). U3
coo0pakeHUil 0€30MaCHOCTH HEOOXOAMMO MUCATh CIOBO "MHKpOrpaMMm' MOJHOCTHIO, a HE
cokpamarh ero. OqHaKko B OTJAENBHBIX CIydasx [PU BOSHUKHOBEHUHU 3aTPYJHEHUMN, KOTOPbIE
HEBO3MOXXHO YCTPAHUTh YMEHBIICHUEM Kerjisi IIpu@Ta, AOMYyCKaeTCs IMpPU HaJUYUU
00OCHOBaHMM W OTCYTCTBHUU OIIACEHHII B OTHOIIEHHMH O€30MacHOCTH HCIOJIb30BaTh
COKparieHHyto Gopmy "MKr".

47. IlyTb BBeACHUS TOJDKEH COBIMAJIATh C YKa3aHHBIM B OOIIEH XapaKTepUCTUKE JaHHOTO
JIEKapCTBEHHOTO MpemnapaTa WIM WHCTPYKIUMU MO NPUMEHEHUIO JAHHOTO BETEPUHAPHOIO
npenapara U CTpOro COOTBETCTBOBATh CTaHJIAPTHBIM TepMUHaM. He cienyeTr ucnosb30BaTh



HETraTHBHbIEC BbIpakeHus (Hanpumep: "He mist BHyTpuBeHHOro BBeneHus'"). JlomycTuMbl
TOJIbKO CTaHJApTHBIE COKpalleHusl (HanpuMmep, B/B, B/M, 1/K). [Ipourie HecTaHAapTHBIE TyTH
BBEJICHMS CIEAYET YKa3blBaTh MOJHOCTHIO. ECIM manueHTaM He 3HaKOMBI ITyTH BBEJICHUS, B
MHCTPYKUUU N0 MEIUIMHCKOMY MPUMEHEHHIO JIEKAPCTBEHHOI'O Ipernapara JOJKHBI ObITh
JaHbl Pa3bsCHEHUA. JTO OCOOCHHO Ba)XKHO B OTHOIICHHWM JIEKaPCTBEHHBIX IMpPENaparos,
TOCTYTHBIX ISl CAMOCTOSITEIbHOTO IPUMEHEHUS.

48. Ecau Ha nepBUYHOM M (WJIM) BTOPUYHOM YIAaKOBKAaX HCIOJB3YKOTCS TEKCThI Ha
HECKOJIBKHX S13bIKax, HEOOXO0JIMMO 00€CTIEUNTh YETKOE pa3rpaHUuYeHHE TAKUX TEKCTOB.

[Tpumeuanne NU3I1!

B nynkT 49 npenycmatpuBaercs uameHenue peunienueM Cosera EBpasuiickoit
sKOHOMHUYECcKO komuccuu oT 15.05.2025 Ne 32 (Bctynaet B cuity o ucreuenuu 180
KaJICHIAPHBIX JHEH C AaThl €ro OPUIIMATIBLHOTO OMYyOJINKOBAHMS).

49. Bce naHHble, HAHECEHHBIE HA SYEHWKOBYIO YIMAKOBKY, IJOJKHBI OCTaBAThCS
JOCTYIHBIMU JUIsl TOTPEOUTENSI BILIOTH J0 U3BJICUYEHUS MOCIeHEN 103bl. Eciin HEBO3MOXKHO
HAaHECTH BCE CBEJICHMS Ha KaXAYyr SYEHKY TaKOW YHMaKOBKH, TOMYCKAeTCs CIOCO0 UX
CIIy4yallHOTO HAaHECEHMS, TP KOTOPOM OHHU PaCIOIaraloTcsi ¢ MaKCMMaJbHOM 4acTOTOW Ha
IIOBEPXHOCTH STYEUKOBOM YIAaKOBKU. JlOMyCKAETCA HAHOCUTh HOMEP CEPUM U JATy UCTEUECHUS
CpPOKa I'OJJTHOCTH Ha Kpau SA4E€HMKOBOM yIIakOBKHU. [Ipu Hamnuuu TEXHUYECKOU BO3ZMOXKHOCTU
CJIelyeT HAHOCUTD TH CBEJICHUS Ha 00a Kpast KaxkI0W S4eHKOBOM ymakoBku. Bee Tpebyembie
B OTHOIIIEHUH NIEPBUYHBIX YIAKOBOK CBEJIEHUS HEOOXOIUMO HAHOCUTH Ha KAXKIYIO €IUHUILY

7103bI (POPMBI BBIITYCKA, COIEPKAIICH OHOI030BbIC STYCHKOBBIC YITAKOBKH.

MMPUJIOXEHUE
Kk TpeOoBaHUSIM K MapKHPOBKE
JEKapCTBEHHBIX CPECTB s
MEIHULUHCKOTrO
MPUMEHEHHUS ¥ BETePUHAPHBIX
JIEKapCTBEHHBIX CPEACTB

[Tpumeuanne NU3IT!
[Ipunoxxenue mnpeaycMmaTpuBaercss B peaakiuu pemieHust Coera EBpaszuiickoit
sKoHOMHUYECcKOM Komuccur OoT 15.05.2025 Ne 32 (Bctymaetr B cuiy no ucreuenuu 180
KaJICHJIApHBIX THEH C 1aThl ero 0(OUIIMATBLHOTO OIyOJIUKOBAHNS).

ITEPEYEHDb

BCIIOMOTaTENNbHEBIX BEMECTB, YKa3hIBa€MBIX Ha BTOPHIHOH
yIIaKOBKe JICKapCTBEHHBIX MPENapaToB (BETCpHHAPHEIX
IpenaparoB) Ui pueMa BHYTPb

Kon BcmomorarensHoro BemectBa  [loporosoe copeprxanue

A3OKpacuTenu:
COJIHCYHBIM 3aKaT KEJIThIiI E110 0

a30pyOuH (KapMya3uH) E122 0



MyHILOBBII (moHco 4R, E124 0
KOIIICHUJICBHIN KPacHBIH A)

OpmIITHaHTOBEIHN YepHBIt BN

(uepnbiii Onectsmmii BN, yepueiii E151 0
PN)
ApaxucoBoe Macio 0
Acnapram E951 0
lanmakTo3a 0
I'moko3a (IexcTposa) 0
I'munepon (rnunepuH) 10 r/no3a
M3oManbT (M30MaIbTHT) E953 0
Kanmiiconepxamue coeiuHeHNs 39 mr/noza
KacTopoBbie Macia
MOJUITOKCUIUPOBAHHBIE (
MaKporojyia TIIMIEPHUIPULITHONIEAT, 0
MakKporona
TIIULIEPIITHIPOKCHCTEApaT)
KoHncepBaHThI 0
Kewmron (kennt) 10T
KymxkyTtHoe mMacio 0
JlakTuTouN (JJAKTUT) E966 0
JlakTo3a 0
Jlarekc (kay4yK HaTypaJIbHbIH) 0
ManbTuToN (MaJIbTHT) E965 0
MasnnuTtosn (MaHHUT) E421 10T
MoueBnHa 0
Hatpuiiconep:xariye coeuHEHU 23 mr/no3a
400 Mr/xr
[IponmneHrnukons u ero 3Gupsl P BIPOCIBIE
200 Mr/kr
IS neTei
IMmennyHbIN KpaxMan 0
Caxap UHBEpTHBIN 0
Caxapo3a 0
CoeBoe macio 0
Copbwuro (copour) E420 0
DennnananuH 0
dopmanbaerusa 0
®pykTo3a 0
OraHon* (CHUPT ATUIIOBBIH) 0

* TIpouienTHOE conepkanue (06/00) B )KUIKMX JIEKAPCTBEHHBIX (popmax.
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