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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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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).

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
HAaHECEHUE MAPKUPOBKHU TOJIBKO HAa PYCCKOM WMJIA aHTJTUHUCKOM SI3bIKE IPU HAJTMYHUU CBEJICHUIM
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 (
CTHKEpa) Ha BTOPUYHYIO YIIAKOBKY Ha PYCCKOM f3BIKE (B CIy4yae €ro OTCYTCTBUSI B HCXOJIHOM
BApUAHTE MAapKUPOBKH) U Ha TOCYJAapPCTBEHHOM S3bIKE I'OCYJIapCTBA-WICHA, HA TEPPUTOPUHU
KOTOPOT'O OCYHIECTBIISIETCS OOpalleHue TaKuX JEKapCTBEHHBIX IMpenapaToB (IMIpU HATUYUU
COOTBETCTBYIOIIUX TPeOOBAaHUI B 3aKOHOIATEIbCTBE TOCYAAPCTBA-YJICHA).

JIONOJIHUTENBHOE KCIOJb30BAHUE APYTUX SI3BIKOB JIOMYCKAETCA MPHU YCIOBUM MOJHOU
UJEHTUYHOCTU UH(OPMALIIH.



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

CHocka. ITyHKT 2 ¢ u3aMeHeHneM, BHECEHHBIM penieHneM CoBera EBpasuiickoil
skoHOMHYeckoil komuccuu ot 23.09.2022 Ne 141 (BcTynaet B cuity 1o ucteueHuu 10
KaJIeHJIAPHBIX THEH ¢ JIaThl €ro 0(hUIIMATBHOTO OyOJIUKOBAHNS).

3. MapkupoBKa JE€KapCTBEHHBIX CPEJACTB (BETEPUHAPHBIX CPENICTB) JOIKHA OBIThH
JIETKOYUTAEMOM, y1000UUTaeMON, TOHATHON U JOCTOBEPHOW U HE BBOAUTH B 3a0ITy>KICHUE
notpedbuteneit (mpuoOpeTaTenieil) JEKapCTBEHHOrO TIpemapata W BETEPUHAPHOIO
JIEKapCTBEHHOTI'O IIpenapara (fajiee — BETEpUHAPHBIN Ipernapar).

4. Ilns ueneit Hactosmux TpeOoBaHUN MCTONIB3YIOTCS MOHSATHS, KOTOPbIE O3HAYAIOT
cleayomiee:

"BTOpUUHas (MOTpeOUTENbCKasl) yIaKoBKa" — yMakoBKa, B KOTOPYIO MOMEIIAeTCs
JIEKapCTBEHHBIM Npenapar (BeTepUHApHBIN MpenapaT) B MEPBUYHON WM IPOMEKYTOUHOU
yYIaKOBKE JIJIsl peasin3aliii moTpeouTerto;

"MapkupoBka" — uH(poOpMalK, HAHECEHHAs Ha YMAaKOBKY JIEKAPCTBEHHOI'O CpelcTBa (
BETEPUHAPHOTO CPEJCTBA);

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

"MpoMEeKyTOUHAs yIaKOBKa" — yIaKOBKa, B KOTOPYIO MOKET OBbITh MOMEIEHA IEPBUYHAS
YIAKOBKa C LEJNbI0 JOMOJHUTEIBHOMN 3alIUThI JIEKAPCTBEHHOrO Ipenapara (BETepUHAPHOTO
npenapaTta) WIM HCXOJsi U3 OCOOEHHOCTEHW MNpPUMEHEHHUs JIEKapCTBEHHOro mpemapara (
BETEPUHAPHOIO Mpenapara);

"ymakoBka" — mMaTepuall WIH YCTPOMCTBO, FapaHTUPYIOIIEE COXPAaHEHHE KadyecTBa
JIEKApCTBEHHOTO CpelcTBa (BETEPUHAPHOIO CPEACTBA) HA MPOTSKEHUHM YCTAHOBJIECHHOTO
CpOKa TOJHOCTH (XpaHEHHs), oOecredyuBaroliee 3alluTy JEeKapCTBEHHOTO cpeacTBa (
BETEPUHAPHOI'O CPEJICTBA) OT MOBPEXKJICHUH M IMOTEpb, a TakKXKe IMpeloXpaHsioniee
OKPY KAIOILYIO CPey OT 3arps3HEHU;

"quelikoBasg KOHTypHas ynakoBka (Omucrep)" — rubOkas ymakoBKa € JIEKaPCTBEHHBIM
CpPEACTBOM (BETEpHUHAPHBIM CPEICTBOM) B OT(POPMOBAHHBIX sUEHKaxX, M3 KOTOPBIX
JIEKapCTBEHHOE CPEJICTBO (BETEPUHAPHOE CPEJICTBO) U3BJIEKAETCS IMyTEM BbIIABIMBAHUSI.

WNHble MOHATHUS HMCHOJIB3YIOTCS B 3HAUYEHUSX, ONPENEIICHHBIX MEXIyHapOAHBIMU
JIOTOBOPAaMH U aKTaMH, COCTaBJIAOINMH ITpaBo Coro3a.

TpebGoBanus k oOpa3liaMm U MakeTaM yIakOBOK yCTaHOBJIEHbI [IpaBuiamu perucrtpanuu u
AKCIIEPTU3bI JIEKAPCTBEHHBIX CPEJICTB 11 MEAULIMHCKOTO TPUMEHEHUSI.

CHocka. ITyHkT 4 ¢ u3aMeHeHneM, BHECEHHBIM nprka3oM CoBera EBpaszulickoii
skoHOMHYeckoil komuccuu ot 23.09.2022 Ne 141 (BcTynaet B cuity 1o ucteueHuu 10
KaJICHJAPHBIX JIHEH C AaThl €ro O(PUIIMATBLHOTO OIyOJIUKOBAHUS).



II. O6mue TpeGoBaHMsA K MAPKHPOBKE

5. Ha nepBuuHOM (BHYTpEeHHEH) ymakoBKe (Jajiee — IMEpBUYHAS YIAaKOBKA)
JEKapCTBEHHOI0 Mpenapara (BeTepUHAPHOIro Impenapara) (3a HCKIIOUYEHUEM JIEKApCTBEHHOTO
npernapara (BeTepUHAPHOrO IIpernapara), MNpeACcTaBislomero coboil ¢acoBaHHOE
JIEKapCTBEHHOE PACTUTEIBHOE ChIPHE) YKA3bIBAETCS ClEeAyIOLas HH(popMaus:

a) TOProBoe HaMMEHOBAHUE JICKAPCTBEHHOTO MpernapaTa (BETEpUHAPHOTO Ipenapara);

0) MEeXAyHapOJHOE HEeMaTeHTOBaHHOEe HauMeHoBaHue (nanee — MHH) (mpu Hanuyun)
WM o01IenpuHaTOoe (TPyNIUpOBOYHOE) HAUMEHOBAHNE;

B) JieKapcTBeHHas popma;

') JO3UPOBKA U (WJIM) aKTUBHOCTh U (MJIM) KOHIIEHTpalus (€CiIy MPUMEHUMO) aKTUBHOM
(dapmaneBTHyecKor cyOcTaHIUU (aKTUBHBIX (hapMalleBTUYECKUX CyOCTaHIIUMN);

1) KOJIMYECTBO JIEKAPCTBEHHOT O IIpenapara (BETepUHApHOTO Mpernapara) B yIaKoBKeE;

€) MyTh BBEJICHMUS,;

’K) HAMMEHOBAaHUE WJIM JIOTOTHUII JEPKATENS PErUCTPALMOHHOTO YIOCTOBEPEHUS WU
npou3BoauTENS (MPU HEOOXOJMMOCTH) JICKAPCTBEHHOTO Tpemnapara (HaMMEHOBAHHUE WIU
JIOTOTHI MPaBO00JIaJaTENs] PErUCTPALIMOHHOTO yIOCTOBEPEHHSI BETEPUHAPHOTO IIpenapara);

3) HOMEp CEpHHU;

W) JaTa UCTEYEHUs Cpoka roaHoctH ("'rosieH no...").

6. Ha mepBruyHOI1 yriakoBKe B BHJIC SYEHKOBOW KOHTYPHOU ymakoBKH (OmucTepa) (manee —
s4erKoBas yIaKoBKa), KOTOPYIO MOMEIA0T BO BTOPUUHYIO (IOTPEOUTENBCKYIO) YITAKOBKY (
Jajee — BTOpUYHAs YMNAKOBKAa), [OIMYyCKaeTcss HE YyKa3blBaTb HWHQOpPMAIUIO,
IpeayCMOTPEHHYIO noamyHkTaMu "B" u "n" myHkTa 5 Hactosamux TpeboBaHuUi.

7. Ha nepBUYHOI yrakoBKe HEOOJbIIUX pa3MePOB (0011as MI01a b TEKCTOBOIO MOJIS HE

6onee 10 CM2), Ha KOTOPOW HEBO3MOKHO Pa3MECTUTh BCIO HEOOXOAMMYIO MH(OpMaLUIO,
JIOIyCKaeTCsl He YKa3bIBaTh HHGOPMAIIHIO, TPEAYyCMOTPEHHYIO nmoanyHkramu "0", "B" u "x"
MyHKTa 5 HacTosumx TpedoBaHMil.

8. Ha BTOpuMYHOU ymakoBKe, a MpU €€ OTCYTCTBHUM — Ha MEPBUYHON YHAKOBKE
JIEKapCTBEHHOTO Tpemnapara (BETEpUHAPHOTO IIpernapara) yKas3blBaeTcsd clieayrolias
uHbopMaIus:

a) TOProBO€ HaMMEHOBAHUE JICKAPCTBEHHOTO MpernapaTa (BEeTEpUHAPHOTO Ipenapara);
06) MHH (npu Hanmuuumn) uin oOmenpuHsaToe (rpyninupoBOYHOE) HAUMEHOBAHME;

B) HAUMEHOBAHUS JIepKATENsl PErUCTPAIMOHHOTO YJIOCTOBEPEHUS U MPOU3ZBOJAUTEIIS
JIEKapCTBEHHOTO MpenapaTa (HAaMMEHOBAHHUs MpaBooOJajgaTeNss pPEerucTpauuoOHHOIO
YAOCTOBEPEHUS U IPOU3BOIUTENS BETEPUHAPHOIO IIpenapara);

r) ajgpec JepkaTeis PEeTUCTPALlMOHHOIO YAOCTOBEPEHHUS U MPOU3BOAUTENS
JIEKapCTBEHHOI'0 Tpernaparta (aapec npaBooOIaaTeNst perucTpalMoOHHOTO yA0CTOBEPEHUS U
IPOU3BOIUTENSL BETEPUHAPHOIO Mpenapara);

1) IeKapCTBEHHAs opMa;



€) J03UPOBKA, U (WJIN) aKTUBHOCTb, U (MJIM) KOHIIEHTpauus (€ciii MPUMEHUMO) aKTUBHOMN
(dhapMaileBTHUYECKOM CyOCTaHIINM (aKTUBHBIX (papMarieBTUUEeCKUX CyOCTaHIui);

) KOJIMYECTBO JIEKAPCTBEHHOT O IIpenapara (BETepuHApHOTO MpernapaTa) B yIaKOBKE;

3) uH(opMaIus 0 cocTaBe JEKAPCTBEHHOTO Ipenapara (BeTepuHapHOro Mpenapara);

1) HOMEp CEPHH;

K) JaTa MpOU3BO/ICTBA;

J1) 1ata ucTedyeHus cpoka roguoctu ("'roaex no...");

M) YCTIOBUSI XpaHEHHUS U MTPU HEOOXOUMOCTH YCIOBUS TPAHCTIOPTUPOBKH;

H) IyTh BBEICHUS;

0) YCIJIOBHSI OTITYCKa;

1) IpeaynpeauTeabHbIe HAINCH,

P) perucTpallMOHHbIA HOMEp (AJ1s1 BETEpUHAPHBIX MPEMApPaTOB).

9. lns mpemnapaToB, BBIITYCKAa€MbIX KaK ¢ KOHCEPBAHTOM, TaKk U 0e3 KOHCEpBaHTa, IPH
BBIITYCKE MPOJYKIMKU 0e3 KOHCEpBaHTa MOCJE MEpPEyYHs] BCIOMOTATEIbHBIX BEIIECTB Ha
BTOPUYHOM YIaKOBKE yKa3bIBaeTcs cieayrolias napopmanus: "He coneput koHcepBaHTa'.

10. ITpomexxyTouHas ynakoBKa, HE MO3BOJSIONIAs 0€3 HapylIeHUsl €€ LeJIOCTHOCTU
npodecTs WHGOPMAIUIO HA TEPBHUYHOM YMAKOBKE, KaK MHUHUMYM JOJDKHA TOBTOPSTH
nH(pOpMaIHIO, yKa3aHHYIO Ha IEPBUYHOM YITaKOBKE.

11. Ha ynakoBKke akKTUBHBIX (papMarieBTUYECKUX CYOCTaHIIMN YKa3bIBAe€TCS CIEAYIOIAs
uHpopMarus:

a) TOProBOo€ HAaMMEHOBAaHUE aKTUBHOW (papMalleBTHUECKOW CyOCTaHIIMH (ITPU HATUYUN);
6) MHH wunu oOmenpunsaToe (IpynmupoBOYHOE) HAUMEHOBAHHUE;

B) HAUMEHOBAHUE U a/IpeC MIPOU3BOAUTENS AKTUBHOM (papMalieBTUUECKON CyOCTaHINY;
I') HOMEp CEepUH,;

1) 1ata Mpou3BOJCTBA;

€) KOJIMYECTBO aKTUBHOM (hapMaIrleBTUIECKON CyOCTaHIIMN B YIIaKOBKE;

) JaTa UCTeUeHHs cpoka rogHocTt ("TofeH 1o...") uiu, eciiu NpeIyCcMOTPEHo, JaTa
MMOBTOPHOT'O UCIIBITAHUS,

3) YCJIOBUSI XpaHEHUS;
1) Ha3HA4YCHHUE.

12. Jlns xomriuiekTa (J€KapCTBEHHBIM Mpernapar (BeTepUHApPHBIA Mpernapar) c
pactBopuTteneM (pazdaButesieM)) uin Habopa (KoMIUIeKTa U3 2 U 0oJiee JIEKapCTBEHHBIX
npenapaTtoB (BETEpUHAPHBIX MPENapaTtoB)) HAa BTOPUYHON YMAKOBKE OIMOJIHUTEIBHO
yKa3bIBaeTcs clieaytonas HHOpMaLus:

a) CBEJICHHUsI 0 KOMIIOHEHTaX KOMILIeKTa (Habopa):
HAaUMEHOBAHUsI KOMIIOHEHTOB;

JIO3UPOBKA U (MJIU) aKTUBHOCTb, U (MJIM) KOHILIEHTpaus (€cliv MPUMEHUMO) aKTUBHOU
(dhapMaleBTHUECKOM CyOCTaHIIMM (aKTUBHBIX (papMarieBTUUEeCKUX CyOCTaHITUH);

uH(pOopMaIsi O COCTABE;



KOJIMYECTBO;

HOMEp CepuH (B COOTBETCTBUM ¢ TyHKTaMu 28 u 29 HacTosmux TpeboBanumii);

0) cBeIeHHS 0 HAIMYMU BCTIOMOTATEIBHBIX METUITMHCKUX U3CIUNA (IITTPHUITBI, TAMITOHBI,
yCTPOMCTBA JJIsl BBEICHUS U T. I1.).

13. He nomyckaeTcs HaHOCHUTh Ha yNAaKOBKY BbIOOPOYHBIE CBEICHUS, YKa3aHHBIE B
pa3nenax "kiauHWUYecKue gaHHble" W "dapmakoguHaMHUYEeCKue CBOHcTBA" oOmei
XapaKTePUCTUKU JIAHHOTO JIEKAPCTBEHHOTO TIpernapara M SKBUBAJICHTHBIX paszjiesiax
WHCTPYKIIUU 110 METUIIMHCKOMY TTPUMEHEHUIO (JIMCTKA-BKJIAAbIIIA) JAHHOTO JIEKAPCTBEHHOTO
npenapara.

JlonyckaeTcsi HAHOCUTh Ha YIAKOBKY TEKCT HHCTPYKIUHU 110 METULIIMHCKOMY TPUMEHEHUIO
(TMCTKa-BKJIQ/IBIIA) JIGKAPCTBEHHOI'O Tpernapara M TeKCT MHCTPYKUHUHM IO MPUMEHEHHIO (
JMCTKa-BKJIA IbIIIIa) BETEPUHAPHOTO Mpernapara.

14. lomyckaeTcs pa3MelieHue Ha BTOPUYHOM YIMaKOBKE JIGKAPCTBEHHOro mMpenapara (
BETEPUHAPHOTO Mpernapara) JOMOJIHUTEIbHON HHPOpMAIIUU MPU YCIOBUU €€ COOTBETCTBUS
JOKYMEHTaM PErucTpaliMOHHOTO J0ChHE.

JlonyckaeTcsl pa3MellleHue Ha YIIaKOBKE IITPUX-KOJa, ToJiorpapuyeckux U Ipyrux
3aIllUTHBIX 3HAKOB, CTUKEPOB, TyOJIUPOBAaHUE TEKCTa MAPKUPOBKH C UCIOJIb30BAHUEM JPYTHUX
s3bIKOB M mpudTa bpaiins, pasMmenieHne CUMBOJIOB WIH MUKTOIPaMM, KOTOPbIE TOMOTal0T
Pa3biICHUTh WHQPOPMAIMIO O JIEKAPCTBEHHOM IIpernapare (BeTeprUHApPHOM IMpernapare)
noTpedureto (mpruodpeTaTeio).

15. IIpn HanmMuuu B IPOMEKYTOYHOW WIM BTOPHUYHOM YIIAKOBKE JIEKAPCTBEHHOTO
npernapara NakeTUKOB (MJIM Ta0JIeTOK) C BIAroMOIrJIOTUTENEM Ha HUX JOJKHA OBbITh HaHECEHA
npeaynpeauTesibHas MApKUPOBKA COOTBETCTBYIOIIETO COACPKAHMUS.

16. Ha TpancmopTHO# Tape ynmakoBKHM Hepac(pacOBAHHOW MPOAYKIIMU yKa3bIBACTCS
cienyroias uHpopMarus:

a) TOProBO€ HAaMMEHOBAHUE JIEKAPCTBEHHOTO Tpenapara (BETepUHAPHOIO Mpernapara);

0) nekapcTBeHHas popma;

B) MHH (nipu Hanmu4um) unu oOuienpuHaTOe (TpyNImUPOBOYHOE) HANMEHOBAHNE,

I') I03UPOBKA, U (W) aKTUBHOCTD, U (WJIM) KOHIICHTpAIUs (€Cli MPUMEHUMO) aKTUBHOMN
(hapMaiieBTHUYECKOM cyOCTaHIINM (AKTUBHBIX (papMarieBTUUeCKUX CyOCTaHIuM);

1) HAUMEHOBAaHHUE MPOU3BOJIUTENS, aipec MPOU3BOAUTENS JIEKaPCTBEHHOIO Mpenapara (
BETEPUHAPHOIO Mpenapara);

€) KOJMYECTBO JIEKAPCTBEHHOTO Tpenapara (BeTepuHapHOTro Mpernapara) B ymakoBKe U (
WJIM) KOJIMYECTBO YIaKOBOK B TPAHCIIOPTHOM Tape;

) YCIJIOBHSI XpaHEHHS U TPU HEOOXOAMMOCTH YCIOBUS TPAHCIIOPTHUPOBKU;

3) HOMEp CepuHu;

W) J1aTa IpOU3BOJACTBA;

K) JlaTa UCTeUeHUsI cpoka rogHocTu ('roaeH ao...").



[Ipn HEOOXOAUMOCTH MOXKET OBITh yKa3aH JIOTOTHUII MPOU3BOJUTENS MPOMYKIUU,
MPEYyNPEIUTENbHBIE HAIMUCH U MAHUITYJIATOPHBIEC 3HAKHU.

1. TpeSoBaHMA K TEKCTY MapKHPOBKA

17. ToproBoe HaMMEHOBaHKE JICKAPCTBEHHOTO Tpernapara (BeTepUHAPHOro mpenapara)
YKa3bIBa€TCs HA YIIAKOBKE B HMEHUTEILHOM IA/ICKE.

JInsi nekapCTBEHHBIX PACTUTENBHBIX MpenapaToB, KOTOPbIE MPEACTABISAIOT COOOM
(hacoBaHHOE JIEKAPCTBEHHOE PACTUTEIBHOE CBhIPhE JIOMOJHUTEIBHO YKa3bIBACTCA
HAaMMEHOBAHHE JICKAPCTBEHHOT'O PACTUTEILHOTO ChIPhs HIJIM aKTUBHOW (hapMaiieBTUUECKON
CyOCTaHIIMM PACTUTEIBHOTO MPOUCXOXKIACHUSI HA JATUHCKOM f3bIKE (3a HMCKIIYEHUEM
HAaWMEHOBaHUs cOOPOB) BO MHOXKECTBEHHOM YHCIIE (32 UCKITIOUeHHEeM cioB "TpaBa" u "kopa'")
1 Buja (hacoBaHHOM MpoAyKIMU (Hanpumep, "1enbHas", "u3MenbueHnas", "mopomok" u T. 1.
).

18. MHH aktuBHBIX (hapManieBTUUECKUX CYOCTaHUHUM B COCTaBE JIEKAPCTBEHHOI'O
npemnapara (BEeTEpMHApHOIO MpenapaTa) yKa3bIBaeTCsl Ha PYCCKOM SI3bIKE B UMEHUTEILHOM
najexe U aHTJIMMCKOM s3bIKe (B COOTBETCTBUU C aHTJIMMCKOM penakiuen nmepeuns MHH
BcemupHoit opranuzanuu 3ApaBoOXpaHEHHUS ).

B cnyuae orcyrctBus MHH yxkaspiBaercs oOmenpuHsaToe (rpyHnImUpOBOYHOR)
HAaMMEHOBAHUE HA PYCCKOM SI3bIKE B UMEHUTEILHOM MaEXke.

Homyckaercs e yka3siBaTh MHH nnm o6menpunstoe (rpynniupoBOYHOE) HAMMEHOBAHUE
JIEKapCTBEHHBIX MPEnapaToB (BETEPUHAPHBIX MPENApPaTOB) B CIydae €ro MOJHOTO COBIAICHUS
C TOPTOBBIM HANMEHOBAHUEM.

B oTHOILIEHNH TETEPOTOTHUHBIX CHIBOPOTOK YKa3bIBAETCSA BUJ AKUBOTHOTO, U3 KPOBU WJIU
IJ1a3Mbl KOTOPOT'O OHU TTOJTYY€HBI.

Jlnst nmexapCTBEHHBIX MpernapaTtoB (BEeTEpUHAPHBIX MpErnapaToB) OMOJIOTHYECKOTO
npoucxoxaenus npu orcyrctBun MHH wunu oOwmwenpunsitoro (rpynnupoBOYHOTO)
HAaMMEHOBAHUS YKa3bIBACTCS UCTOYHUK MOJIyYEHHUS ITpernapara.

s panuodapManeBTUYECKUX JEKaPCTBEHHBIX CPEJICTB (BETEPUHAPHBIX CPEICTB)
YKa3bIBAKOTCS CHUMBOJI XHUMHMYECKOIO »JJIEMEHTA C WMHAEKCOM pPaJuOHYyKIuAa |
MEXyHapOIHbIA CUMBOJI PaJUOAKTUBHOCTH.

19. HaumenoBaHus aep:kaTenss perucTpalMOHHOIO YAOCTOBEPEHHS U MPOU3BOAUTEIS
JIEKapCTBEHHOTO MpemnapaTa (HAaUMEHOBAHHUS MPaBooOJajaTeNss pPEruCTPAlMOHHOIO
yIOCTOBEPEHUSI U TPOU3BOJUTENS BETEPUHAPHOTO Mperapara) YyKa3blBalOTCS B
MMEHUTEIbHOM IMajexe. B ciayyae ecaum B NPOU3BOJACTBE YYacTBYIOT HECKOJIBKO
MPOU3BOJUTENCH, 00s3aTEIbHO  yKa3bIBA€TCS HAMMEHOBAHUE  MPOU3BOJUTEIS,
OCYIIECTBIISIIONIET0 BBIMYCKAIOIIUN KOHTPOJIb KAadyecTBa JEKApCTBEHHOTO cpeacTBa (
BETEPUHAPHOTO CPEJICTBA).

B ciyuae coBnajgeHnss HAMMEHOBAHUM JIEPKATENS PETUCTPALIMOHHOTO YAOCTOBEPEHUS U
OpPOU3BOAUTENS JIEKAPCTBEHHOTO Ipenapata (HaMMEHOBAaHMM MpaBoOOsagaTEelNs



PEruCTPAlMOHHOTO YJIOCTOBEPEHUS W NIPOU3BOAMUTENS BETEPUHAPHOTO IIpenapara)
YKa3bIBAETCS TOJbKO HAWUMEHOBAaHHME JepiKaTedsl PErucTpallMOHHOTO YIAOCTOBEPEHUS
JEKapCTBEHHOr0 Mpemnapara (mpaBooOiajaTedsi pPEruCTPAllMOHHOTO yAOCTOBEpPEHUS
BETEPUHAPHOIO Mperapara).

[Tpn HEoOXOIMMOCTH yKa3bIBaeTCsl HAUMEHOBAHUE OPraHU3AIMH, OCYIIECTBIISIONICH
(dacoBky W (WIM) YHaKOBKYy, C MPEIIIECTBYIOIIUM ciioBoM '"pacdacoBanHo" u (mim) "
YIIaKOBaHO", "yIakOBIIMK".

20. Anpeca yKka3bpIBalOTCS COKPAILEHHO (CTpaHa WM CTPaHa U TOpPOJ) WU MOJTHOCTHIO,
JOTOJHUTEIBHO JIONYyCKaeTCsl yKazaHue HOMEpoB TenedoHa, ¢akca, agpeca 3JIEKTPOHHON
IIOYTHI.

B cnyuae ecnu gepkarenemM perucTpaliOHHOIO YJIOCTOBEPEHHS JIEKapCTBEHHOTO
npenapara (mpaBooOjagaTeslieM pPErHCTPAlMOHHOTO YJIOCTOBEPEHHUS BETEPHUHAPHOTO
npemnapara) SABJISETCS MPOM3BOJAMUTENb JIEKAPCTBEHHOrO0 Tpenapara (BEeTEpUHAPHOTO
npenapara), yKa3bIBaeTcsl TOJBKO aJpec JepxkaTeis PEeruCTPalUOHHOIO YAOCTOBEPEHUS
JIEKapCTBEHHOTO Tipernapara (mpaBooOiiaiaTesiss PEerucTPAllMOHHOTO YIOCTOBEPEHUS
BETEPUHAPHOIO Mpernapara).

21. Jlo3upoBka, W (WUJIHM) AKTUBHOCTb, M (MJH) KOHIIEHTpaIUsl aKTUBHOM
(hapMmaiieBTHUYECKOM CyOCTaHIMU (aKTUBHBIX (DapMaIleBTUUECKUX CyOCTaHIUMI) YKa3bIBAHOTCS
C 00s13aTENbHBIM YKa3aHUEM €IUHUI] U3MEPEHUSI.

22. Koau4ecTBO JIEKAPCTBEHHOTO Cpe/iCTBa (BETEPUHAPHOTO CPENICTBA) B YIIAKOBKE
yKa3bIBaeTCs MO Macce, 00beMy WIH KOJUYECTBY €AMHHI] TO3UPOBAHMS B 3aBUCHUMOCTH OT
JIEKapCTBEHHOM ()OPMBI U THIA YITaKOBKHU.

JInsi nekapCTBEHHBIX PACTUTENbHBIX MpenapaToB, KOTOPHIE MPEACTABISAIOT COOOM
(acoBaHHOE JIEKAPCTBEHHOE PACTUTEIBHOE ChIPhE, Macca JEKapCTBEHHOIO PAaCTUTEIHHOIO
ChIpbs U (WJIM) aKTUBHOM (papMalieBTUUECKON CyOCTaHIMU PACTUTEIBHOIO MPOUCXOXKICHHUS
YKa3bIBa€TCs MPU UX ONPEAECIICHHON BIAKHOCTH.

Jlo3upoBka (aKTUBHOCTH) OMOJIOTHYECKOTO JIEKAPCTBEHHOTO Mpernapara BhIpakaeTcsl B
COOTBETCTBHUU C TpPeOOBAHUSMHM K HMHCTPYKUHUHM IO MEIULHUHCKOMY MIPUMEHEHHIO
JIEKapCTBEHHOTO TpemnapaTta M o0IIeill XapaKTepUCTHKE JIEKapCTBEHHOTO Mpemnapara s
MEJIUIIMHCKOTIO IPUMEHEHNS, YTBEPKAAEMBIMUA EBpa3sniicCKOM 3KOHOMUYECKOW KOMUCCHEH.

Jist paguodapmalieBTHYECKUX JIEKapCTBEHHBIX MPEnapaToB (BETE€pUHAPHBIX MTPENapaToB)
YKa3bIBA€TCs KOJIMYECTBO €AMHUI] PAJJUOAKTUBHOCTH B J03€ WJIA IEPBUYHON YIAKOBKE.

Caocka. ITynkrt 22 ¢ u3sMeHeHUsIMU, BHECEHHBIMU MprKa3zoM CoBeta EBpaszuiickoit
sKoHOMHUYEecKo komuccuu ot 23.09.2022 Ne 141 (BcTynaet B cuily 1o ucredyeHuu 10
KaJICHIAPHBIX JHEH ¢ JaThl ero opUIMaIbHOTO OMyOJIUKOBAHUA).

23. B cocraBe JeKapCTBEHHBIX MpenapaToB (BEeTepUHAPHBIX MPENAPATOB) YKA3bIBAIOTCS
aKTUBHBIC (papmarieBTHUECKHE CyOCTaHIIMN (KOMITIOHEHTHI) U UX KOJIHUYECTBO.

24. B 00s13aTeIbHOM MOPSIAKE BCTIOMOTATENbHBIE BeNIEeCTBA (KOMIIOHEHTHI) YKa3bIBAIOTCA
B CJIEAYIOIIUX CIIyYasix:



a) JUIsl JIEKapCTBEHHBIX MPENapaToB (BETEPUHAPHBIX IIpenapaToB) AJisl IpUeMa BHYTPb Ha
BTOPUYHOM YIIaKOBKE, €CIM OHM BKJIIOYEHBl B MEpPEUYEHb BCIIOMOTaTEIbHBIX BEIIECTB,
YKa3blBa€MbIX Ha BTOPUYHON YMNAKOBKE JIEKAPCTBEHHBIX MpPENapaTtoB (BETEPUHAPHBIX
npenaparoB) AJisi IprueMa BHYTPb, COTJIACHO MPUIIOKEHUIO K HACTOSIIIMM TpeOdoBaHUsIM;

0) 11 JIEKapCTBEHHBIX IpenapaToB (BETEpUHAPHBIX MPENapaTroB) s UHBEKLUHM, HA
BTOPUYHOI YIIaKOBKE B ITOJIHOM COCTaBe 0€3 yKa3aHMs UX KOJIMYECTBa;

B) ISl JIEKAPCTBEHHBIX MPENapaToB (BETEPUHAPHBIX MpEenapaToB) JJIA MHTAIALMN Ha
BTOPUYHOI YITaKOBKE B MOJIHOM COCTaBe 0€3 yKa3aHMs UX KOJIUYECTBa;

I') 1J1s1 JIEKApCTBEHHBIX MpenapaToB (BETEPUHAPHBIX MPENapaToB) /Il MECTHOTO U (WJIN)
Hapy>KHOrO IPUMEHEHUS HAa BTOPUYHOM YIAKOBKE B IOJHOM cocTaBe 0e€3 yKa3aHus X
KOJIMYECTBA,

1) I JIEKapCTBEHHBIX MpenapaToB (BETEPUHAPHBIX MPENApaToB), MPUMEHIEMBIX B
O TaJIbMOJIOTUY HA BTOPUYHOM YIIaKOBKE B MTOJIHOM COCTaBe 0e3 yKa3aHMs UX KOJIMYECTBa;

€) A1 MH(QY3UOHHBIX PACTBOPOB HA BTOPUYHOW M NMEPBUYHOM YNAKOBKAX B MOJHOM
COCTaBe.

JlepkaTenb PpEerucTpalMOHHOTO YAOCTOBEPEHMS JIEKapCTBEHHOro mpemnapara (
paBoo0JiajaTeNlb PErUCTPALIMOHHOTO YJOCTOBEPEHHsI BETEPUHAPHOIO IperapaTa) BIpaBe
yKa3aTh MOJHBIN COCTAaB BCIIOMOTaTENbHBIX BEIIECTB (KOMIIOHEHTOB) Ha YIIAKOBKaX.

Jlist nHMY3MOHHBIX PACTBOPOB HA MEPBUYHONW U BTOPUYHON yMAKOBKaX yKa3bIBAETCS
TEOPETUYECKOE 3HAUEHHUE OCMOJIIPHOCTH (OCMOJISITBHOCTH).

JU1sl IMMYHOJIOTHYECKHX JIEKAPCTBEHHBIX MPENapaToB (BETEPUHAPHBIX MPENapaToB) Ha
BTOPUYHOMN yMaKOBKE YKa3bIBA€TCSA KOJMYECTBEHHOE COJICPKAHNE KOHCEPBAHTOB, COPOCHTOB
Y aJbIOBAHTOB.

25. CocTaB roMeonaTuyeCcKuX JEKapCTBEHHBIX MPENAPAaTOB (BETEPUHAPHBIX MPEMAPATOB)
YKa3bIBA€TCSd COIJIACHO TEPMUHOJIOTHH, MPHUHATOM B TOMEONAaTHU: Ha3BaHUS
roMeonaTu4eckux (apMaleBTUYECKUX CyOCTaHIMNA MPUBOJATCS HA JIATUHCKOM SI3BIKE C
yKa3aHWEeM IIKaldbl M CTENEHU MX PpPa3BEICHUS, Ha3BaHUs BCIIOMOTATENbHBIX BEIIECTB
MIPUBOJISTCS HA PYCCKOM SI3BIKE COTJIACHO IOKYMEHTaM PErHCTPAMOHHOTO JIOCHE.

26. lns JeKapCTBEHHBIX PACTUTEIBHBIX IMpENapaTtoB (BEeTEpUHAPHBIX IpenapaTon),
KOTOpPbIE€ MPEICTABISIIOT cO00i (pacoBaHHOE JIEKAPCTBEHHOE PACTUTENBHOE ChIPhE, COCTaB
yKa3bIBAETCSI TOJIBKO J1JIsi COOPOB.

27. CchlIKM Ha CTAHIAPThl KOHTPOJISA KadyecTBa JJIsI aKTUBHBIX (papMalleBTUUECKHUX
cyOCTaHIIM U (MJIM) BCIIOMOTaTENIbHBIX BEIIECTB HE YKa3bIBAIOTCA.

28. Jlomyckaercs He yKa3blBaTh J1aTy MPOU3BOJICTBA, €CJIM OHA BKIIIOUEHA B HOMEP CEpHUH.

29. [Ina xomIuiekTa (JE€KapCTBEHHBIM Mpemnapar (BeTepUHApHBIM Ipemnapar) ¢
pactBopuTeneM (pazdaBuTesieM)) uid Habopa (KoMIuiekTa u3 2 U 0oJiee JIEKapCTBEHHBIX
IpenapaToB (BETEPUHAPHBIX IPENAPATOB)) IOMNOJHUTEIBHO HA BTOPUYHYIO YIIAKOBKY
HAHOCSITCSL HOMEpa Cepuil BCEeX JIEKAPCTBEHHBIX IMpenapaToB (BETEpUHAPHBIX MPENapaToB),
BXOJSIIUX B KOMIUIEKT (HA0Op), WJIKM HOMEP CepUuu KOMIUIEKTa (Habopa).



30. IIpn HaHEeceHMH OAThl UCTEYEHHS CPOKA FOJHOCTH JIEKAPCTBEHHOIO Ipemaparta (
BETEPUHAPHOTO Mpernapara) Ha YMAaKOBKE YKa3bIBAIOTCA MecCAll U roj (Impu 3TOM TpHU
YKa3aHUH MECSIIA MOJI JaTON MCTEUEHHUs CPOKa TOJTHOCTHU MOPa3yMEBAETCS MOCIETHEE YUCTIO
YKa3aHHOT'O MEcsIIIa).

[Ipu HEOOXOOUMOCTH YKa3bIBaIOTCA CPOK W YCJIOBHUSI XPaHEHUS JIEKAPCTBEHHOTO
npenapara (BeTepuHapHOro npernapara) 1nocjie nepBoro BCKPHITHS NEPBUYHON YIAKOBKH WA
CPOK Y YCIIOBHUS XPaHEHHUS MOCJIE MPUTOTOBJICHUS UM pa30aBIeHUs pacTBOpa (CyCIeH3UH) B
COOTBETCTBHUH C MHCTPYKIIMEH MO MPUMEHEHHUIO JIEKAPCTBEHHOTO Mpernapara (BeTepruHapHOTO
npernapara) U JJaHHBIMU 110 U3YYEHUIO CTAOMIBHOCTH C YUETOM TOJIOKEHHM, YCTAaHOBICHHBIX
TpeOOBaHUSIMU K MHCTPYKLHH [0 MEAUIIMHCKOMY NMPUMEHEHUIO JIEKAPCTBEHHOIO Ipernapara
1 00111eM XapaKTEepUCTUKE JIEKAPCTBEHHOIO Mpernapara Jijisi MeIUIIMHCKOTO PUMEHEHHS.

Jl1s1 koMIuiekTa (JIeKapCTBEHHBIN mpenapaT (BeTepUHAPHBIN Mpenapar) ¢ paCTBOPUTEIIEM
(pazbaButenem)) miau Habopa (KomIuiekTa W3 2 W 0OoJiee JICKApCTBEHHBIX MpemnaparoB (
BETEPUHAPHBIX MPENapaToB)) Ha BTOPUUYHYIO YIAKOBKY HAHOCSTCS JaThl MPOU3BOJICTBA
Ka)KJIOTO KOMIIOHEHTa MO0 €/IMHAasl 1aTa BBIIyCKa JAaHHOTO KOMIUIEKTa (Habopa), a Takxke
JaThl UCTEUEHUSI CPOKA T'OJHOCTH KaXKJIOr0 KOMIIOHEHTa JIM0O yKa3bIBaeTCs €IuHas jJaTa
HMCTEUCHHUSI CpOKa TOJHOCTH KOMILIEKTa (Habopa).

B cnywae ecnu ykaszaHbl 1aThl UCTEUYEHHUS CPOKAa FOJHOCTU KaXKJAOTO KOMIIOHEHTa B
OTZIETTLHOCTH, TO JaTa MCTEUEHUS CPOKa TOHOCTH KOMIUIEKTa (Habopa) ONpesessieTcs 1mo
HauOoJiee paHHEH aTe UCTEYEHUsI CPOKa TOJHOCTH KOMIIOHEHTOB, BXOASIINX B KOMILUIEKT (
Habop).

CHocka. I[Tynkr 30 ¢ u3mMeHeHueM, BHECEHHbIM ITpuka3zoM Coseta EBpasuiickoi
sKOHOMHUYECKON komuccuu ot 23.09.2022 Ne 141 (Bctynaert B cuity 1o ucreueHuu 10
KaJICHIAPHBIX JTHEH C AaThl €ro O(UIIMATBLHOTO OIyOJIUKOBAHUS).

31. JIns nekapCTBEHHBIX PACTUTENBHBIX MpenapaToB (BETEPUHAPHBIX IMpENapaToB),
KOTOpBbIE TPEACTaBISIOT Cc000¥ (acoBaHHOE JIEKAPCTBEHHOE PACTUTEIBHOE CHIPhE,
MIPUBOJIUTCS METOIMKA MPUTOTOBJICHUSI BOJIHBIX U3BJICUCHHM C YKa3aHUEM YCJIOBUN XpaHEHUS
Y CPOKa FOJTHOCTH BOJIHOTO M3BJICUEHUS.

32. Cnoco0 mpumeHeHus: (MyThb BBEIEHHUS, CIOCOO BBEIECHHS) YyKa3bIBaeTCs B
COOTBETCTBUM C OOIIEH XapaKTePUCTUKOM JaHHOTO JIEKApCTBEHHOTO IIpemnapara u
MHCTPYKIIMEH MO MPUMEHEHHUI0 TAaHHOTO BeTepuHapHoro npenapara. [1yts BBenenus (crnocod
BBEJICHUS) HE YKa3bIBAETCS, €CJIM OH BKJIIOUYEH B Ha3BaHHUE JIEKAPCTBEHHOU (OpMHBI.
Jlommyckaercst He yKa3bIBaTh CIIOCO0 MPUMEHEHUS JJI Ta0JIETOK U KarcyJl, peIHa3HAaYeHHBIX
JUTSl IpYeMa BHYTPb.

JlomyckaeTcss HAHOCHTh HAJIIMHACh ClAeaytomero coaepxanus: "Crnocod mMpuMEeHEHHS: CM.
MHCTPYKIHUIO MO0 MEAMIIMHCKOMY MPUMEHEHHIO (JIMCTOK-BKJIAJBINI)" ISl JIEKAPCTBEHHOTO
npenapara uiau "Crnocod mpuUMEHEHUS: CM. HHCTPYKITUIO TT0 IPUMEHEHHIO (JIMCTOK-BKJIA/IBITI)
" 17151 BETEpUHAPHOTO TIpernapara.



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

He Oonee 10 CM2), Ha KOTOPO HEBO3MOKHO Pa3MECTUTh BCIO HEOOXOIMMYIO MH(OPMAIIHIO,
JOMYCKaeTCsl MCMOJb30BaTh CJIEAYOUME OOLICHPUHATHIE COKpALIEHUs MYyTH BBEACHUS
WHBEKIIMOHHBIX JICKAPCTBEHHBIX MpenapaTtoB (BETEPUHAPHBIX mpemnapatoB): "B/B" (
BHYTPUBEHHOE BBEJIeHKE), "B/M" (BHYTpUMBIIIEUHOE BBeIeHNE), "TI/K" (IIOJIKOKHOE BBEJICHUE
).

34. [Ipyn HaMU4YUM TOCTATOYHOTO TEKCTOBOI'O MOJISI HA YIAKOBKE MPEANOYTHUTEIBHO
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)
, OTHOCSIIINXCS K HAPKOTUYECKUM CPEICTBAM, IICUXOTPOIHBIM BEIIECTBAM M UX MPEKypcopam
, YCTAaHABJIMBAIOTCSI B COOTBETCTBHH C 3aKOHOJIATEIBCTBOM I'OCY1apCTB-YICHOB.

36. YcnoBus OTHyCKa JEKApCTBEHHOIO IpenapaTa yYKa3bIBAIOTCS B COOTBETCTBUHU 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
BETEPUHAPHOIO IIperapaTa — B COOTBETCTBUU C MHCTPYKIHUEH 110 €r0 NPUMEHEHUIO.

JIist TIeKapCTBEHHBIX MpenapaToB (BETEpUHAPHBIX MPENapaToB), peaanu3yeMbIX TOIbKO
JUTSL CTAIlHOHAPOB, Ha YITAKOBKE YKa3bIBaeTCs ciemyromas napopmanus: "ns crarmonapos”,
pu ATOM ykazaHue "mo peuenty" ("0e3 peuenta'") He MPUBOIUTCS.

Cuocka. [Tynkr 36 ¢ usmMmenenuem, BHECEHHbIM npuka3oM Coseta EBpaszuniickoi
skoHOMHUYEcKo komuccuu ot 23.09.2022 Ne 141 (BcTynaet B cuily 1o ucredeHuu 10
KaJICHIAPHBIX JHEH C AaThl €ro OPUIIMaIBLHOTO OMYyOJIMKOBAHMUS).

37. Ha BTOpUYHYIO YIIaKOBKY 00s13aTEIHO HAHOCATCS CJIEYIONTUE MPEeAyIPEAUTEIIbHbIC
HAJIIUCU U CUMBOJIBIL:

a) "XpaHUTh B HEIOCTYITHOM ISl IeTeil mecTe";

0) "CrepriibHO" (7151 CTEPUITBHBIX JIEKAPCTBEHHBIX CPEACTB (BETEPUHAPHBIX CPEJACTB));

B) "Antutena k BUU-1, BUU-2, Bupycy renatuta C 1 MOBEpXHOCTHBIA AaHTUTEH BHpYyCa
renatuta B He oOHapyskeHbl" (7151 JIEKapCTBEHHBIX CPEICTB, MOTYUYEHHBIX U3 KPOBH, IJIa3Mbl
KpPOBH, OPraHOB M TKaHEH YEJI0BEKA);

r) "I'omeonaruueckuid" (Jisi TOMEONATUYECKUX JIEKAPCTBEHHBIX IpenapaTtoB (
BETEPUHAPHBIX IPEMAPATOB));

J) 3HAK paguallMOHHOW OTMAcCHOCTH (IJi1 paauodapMaleBTHYECKUX JIEKAPCTBEHHBIX
CpEICTB (BETEpUHAPHBIX CPEJICTB));

e) "[Ipoaykuus npouia paaualioOHHbIA KOHTPOJIb" (IJIs1 IEKAPCTBEHHBIX MpenaparTosB (
BETEpUHAPHBIX [MPENapaToB), MPEACTABIAIOMMNX CO00H (acoBaHHOE JIEKAPCTBEHHOE
PacCTUTENLHOE ChIPhE);



x) "l BeTepuHapHOTO IpUMEHEHHUS" (1151 BETEPUHAPHBIX CPEJICTB).

[Ipy HEOOXOAMMOCTH Ha YIMAKOBKY HAHOCATCA APYTrHe HAANWUCH U CHUMBOJIBI
MIPEAYNPEAUTENIBHOIO XapaKkTepa, €ClIM OHU IPELYCMOTPEHBI B HOPMAaTUBHOM JIOKYMEHTE 110
KayecTBY Ha Mpernapar.

38. B MapkupOBKE€ TIOMEONAaTHYECKOTO JIEKAPCTBEHHOIrO IIpernapara,
3apETUCTPUPOBAHHOTO MO YIPOIIEHHOW mMpoleaype perucrpanudu (B COOTBETCTBHH C
[IpaBunaMu perucTpalvyd U 3KCHEPTHU3bI JEKAPCTBEHHBIX MpPEnapaTtoB sl MEIULUHCKOTO
NPUMEHEHMS), JODKHBI ObITh yKa3aHbl UCKIIOUUTEIBHO Cleayrolue (U HUKAKUe APYrue)
CBEJICHUS:

a) HAy4YHO€ HAaMMEHOBaHHWE TOMEONATUYECKON HAaCTOWKHU (TOMEONAaTHYECKUX HACTOEK) C
yKazaHueM CTeneHu ee (UX) pa3BeleHus (C HUCIOJb30BaHMEM CHMBOJOB (apMakoIieH,
KOTOpasi yKa3zaHa JUlsl JaHHOW MpOLeypbl PETUCTPALlMN TOMEONATUYECKUX JIEKAPCTBEHHBIX
npenapaToB B COOTBETCTBUU C [IpaBuiiaMu perucTpaldd U 3KCIEPTU3bl JEKAPCTBEHHBIX
npenapaToB Il MEAMIIMHCKOrO NMpUMEHeHHs). Eciu romeonmatudeckuid JIEKapCTBEHHbBIN
npenapar COCTOMT M3 2 U 0ojiee TOMEONaTHUYEeCKUX HACTOEK, MOMYCKAeTCs JOMOJHATH
Hay4YHOE HAUMEHOBAaHUE HACTOEK TOPrOBbIM HAUMEHOBAHUEM;

0) HaMMEHOBaHUS U aJpec JAepiaTeisl PErucTPallMOHHOTO YJOCTOBEpPEHUS U IpHU

HEO0OXOAMMOCTH MTPOU3BOAUTEIS;

B) CIIOCO0 BBEJICHUS U TIPU HEOOXOUMOCTH MYTh BBEIACHMUS;

I') laTa UCTEUCHHS CPOKa TOJTHOCTH (MECSAI] ¥ TON);

1) TIeKapCTBEHHAs opMa;

e) opma BbITycKa;

) CIIeLIMAJIbHBIE YCIIOBUS XpaHEHHUsI (IIPU HAIMYUN );

3) clienMaIbHOE MpeaynpexaeHue (Mpru He0OXO0AUMOCTH );

1) HOMEp CEepUH NMPOU3BOIUTEIS;

K) PErUCTPallMOHHBII HOMED ([IJ7151 BETEpUHAPHBIX MIPENAPaTOB);

1) 3anuck: "['oMeonaTu4ecKuil JeKapCTBEHHBIN MpenapaTt 6e3 0100peHHOro MoKa3aHus K
MIPUMEHEHUIO";

M) TpeaynpexieHue O HeOOXOAMMOCTH oOpallleHus K Bpady MpPHU COXpPaHEHUHU
CUMIITOMOB 3200JIEBAHHUS.

CHocka. [Tynkr 38 ¢ uamMeHeHusiMHi, BHECEHHbIMU Npuka3oM CoBera EBpaszuiickoil
sKOHOMHUYECcKOU komuccuu ot 23.09.2022 Ne 141 (Bctynaet B cuily 1o ucreueHuu 10
KaJICHIAPHBIX JTHEH ¢ AaThl €ro OUIIMATBLHOTO OIyOJIUKOBAHUS).

IV. TpeboBaama K cmoco6aM HaHECEHHS MApKUPOBKH

39. B MapKupoOBKE JIEKAPCTBEHHBIX CPEJICTB (BETEPUHAPHBIX CPEACTB) LBET HAAUCEH,
3HAKOB, CHMBOJIOB JOJKE€H OBITh KOHTPACTHBIM MO OTHOIICHWIO K (DOHY, Ha KOTOPBII
HaHeceHa MapkupoBka. Croco0 HaHECEeHHsT MapKUPOBKH JIOJDKEH oOecneyuBaTh €€
COXPaHHOCTh B TE€UYEHHE BCETO CPOKa rOAHOCTH JIEKAPCTBEHHOT'O CPEJCTBA (BETEPUHAPHOTO



CpEeICTBa) MpHU COOMIOACHUM YCTAaHOBJIEHHBIX YCIOBHUI XpaHeHus. [lomyckaercs HaHECEHHE
HOMEpA CEepUH, JaThl MPOU3BOACTBA, CPOKA TOAHOCTH METOJOM THUCHEHUS (CUMBOJIBI UMEIOT
1BeT (hoHa).

TpeGoBaHMs K COCTABICHUIO U BEPCTKE MHCTPYKIUU MO MEIULIIUHCKOMY MPUMEHEHUIO,
YCTAHOBJICHHbIE TpPEeOOBaHUSAMU K HWHCTPYKIMH MO MEIULIUHCKOMY IPHUMEHEHUIO
JIEKApCTBEHHOTO TpenapaTta M o0IIeill XapaKTepUCTHKE JEKapCTBEHHOTO Mpenapara s
MEIULUUHCKOTO MPUMEHEHHUs], IPUMEHUMBl U K MAapKUPOBKE JIEKAPCTBEHHBIX IMPENapaToB.
Pexomenayercs, 4ToObl pa3Mep BCEX CUMBOJIOB B MaPKUPOBKE JIEKAPCTBEHHBIX MPENapaToB (
BETEpPUHAPHBIX MPENapaToB) COCTABISUI HE MEHEe 7 MYyHKTOB (WJIM Kerjiab mpudTta, mnpu
KOTOPOM BBICOTa CcTpouyHOi "X" cocraBnsier He mMeHee 1,4 MM), a pacCTOSIHUE MEXKIY
CTpOKamMu He MeHee 3 MM. TeKCT Ha HeOOJbUINX YMAaKOBKAX JOJDKEH UMETh MaKCHUMAaJIbHO
KPYTMHBIN Kerb MpUu@Ta B HENIAX CHUKEHUS BEPOSTHOCTH OLIMOOK MPUMEHEHHUS.

CHocka. ITynkr 39 ¢ uamMmeHenueM, BHeCEHHbIM ITpuka3zoM Coseta EBpasuiickoi
skoHOMHUeckoil komuccuu ot 23.09.2022 Ne 141 (BcTynaet B cuity o ucteueHuu 10
KaJICHIAPHBIX JTHEH ¢ AaThl €ro OpUIIMATBLHOTO OIyOJIUKOBAHUS).

40. Cnenyer HaurydiuuM 00pa3oM MCIOJIb30BaTh JOCTYIHYIO TOBEPXHOCTh NEPBUYHON U
BTOPUYHON YITAKOBOK JIEKAPCTBEHHBIX IpENapaToB (BETEpUHAPHBIX MpernaparoB). BaxHsie
CBEJICHMS ISl NMPaBUIBHOIO M OE€30MacHOr0 NMPUMEHEHMs JIEKapCTBEHHOTO IMpemnaparta (
BETEPUHAPHOTO TpernapaTa) JOJDKHbBI YKa3bIBaThCS MAKCUMAaJIbHO KPYIHBIM KeTjieM Hipudra
Ha HanbOoJee ONTUMANIbHBIX MOBEPXHOCTAX YIAKOBOK.

HaunmenoBanmue mpemnapara, TO3UpPOBKY M, €CIIM NMPUMEHHMO, O0IIee COoIaep KaHHe
aKTUBHOW (papMalleBTUYECKOM CyOCTaHIIMH, & TAKXKE IMyTh BBEACHUS HEOOXOAUMO pa3MeIlaTh
B OJIHOM IIOJIE 3PEHMS, HUCHOJIb3Yys MAaKCUMaJlbHO KpyNHbIM Kernib mpudrta. Eciau Ha
HEOOJBIIONW YIMaKOBKE HEBO3MOXHO OTPA3UTh BCE KPUTUYECKHE CBEICHHUS B OJHOM IIOJIE
3pEHUs, TOMyCKaeTCa UX pa3MelIeHUe B pa3HbIX Moisax. s coxpaHeHus: ya0004uTaeMocTu
MPEICTaBIsAEMbIX CBEACHHI HEOOXOIUMO HCIOIb30BaTh PAllMOHAIBHOE MO OTHOILIEHHUIO K
pa3Mepy MCHOIb3YEeMOTro HpUdTa pacCTOSTHUE MEXITY CTPOKAMH U MPOOEITbI MEKTY CIIOBAMHU.

41. Ilpn Hamnuny MecTa Ha IEPBUYHOM M BTOPUYHOM YITAKOBKAX JIOITYCKAETCS yKa3bIBaTh
JIOTOTHUIIBI U MUKTOTPaMMBbI (hapMalleBTHUECKON KOMIAHUU ((UPMBI-TIPOU3BOAUTENS) MIPU
YCIIOBHH, YTO OHU HE HAPYLIAIOT y1I000YUTAEMOCTh 0053aTEIbHBIX CBEICHHIA.

42. llns obecrieyeHus: MpaBUIbHOM HIEHTHU(GUKAIMK U BBIOOpA JEKAPCTBEHHOTO
npenapara (BeTepUHApPHOTO Mpernapara) norpedurensaMu (mpruoOperaTensiMu), a TakKe Mpu
OTpaHMYEHHOCTH MeECTa Ha yNaKOBKEe MpH pa3paboTke u3aiiHa YHNAaKOBKH BO3MOXKHO
MCII0JIb30BaHUE NHHOBAIMOHHBIX METOJIOB.

43. HeoOxoaumo u30eraTh MCHOJBb30BaHUS CO3JalOINel ONWMKM TIISHIEBOH, I[BETa
METAJJIMK WM HWHOW YMAaKOBKH, CHUXarlled yaoOouutaemocts uHbopmauuu. He
PEKOMEHAYETCS HCHOJIb30BAHME pA3JWYHBIX IBETOB MIpUdTa B HAUMEHOBAHUU



JIEKapCTBEHHOTO TIpernapara (BETEpUHAPHOIO MpernapaTa) WM B OTIEIbHBIX OykBax (
CHMBOJIaX) HAWMEHOBAHMS, TMOCKOJbKY 3TO HETaTUBHO BJIMSAET Ha MPaBUIBHOCTH
pacrio3HaBaHusl JICKAPCTBEHHOTO Mpenapara.

Bo u306exxanue puicka HEMPaBWILHOIO NMPUMEHEHUs JEKapCTBEHHOro mpemnapara (
BETEPUHAPHOIO MpernapaTa) BCJIEACTBHE CXOJICTBA €ro YIMaKOBKM C yHNAaKOBKaAMH APYTHUX
JIEKApCTBEHHBIX MpernapaToB (BETEPUHAPHBIX MPENapaToB) CieAyeT MPUMEHSTh 0CO0YIO
[BETOBYIO HUJICHTU(PUKAIMIO YNAKOBKM WU HMHBIE CIOCOOBI, MOBBIMIAIOIINE BU3YaJbHOE
pa3zinyeHue ynakoBok. KoauyecTBO LIBETOB, UCMOIb3YEMBIX B IM3aHE YIIAKOBKH, JOJIKHO
OBITH palnMOHAIBHO OOOCHOBAHO, YTOOBI MAaKCHUMAJIbHO MCKIIOYUTH BEPOSATHOCTD
MepenyThiBaHusl TmoTpedutensiMu (mpuoOperarensiMu) JIEKapCTBEHHOTO Tpenapara (
BETepUHApHOTOo Ipenaparta). st odecrieueHus: NpaBmIbHON UACHTU(PUKAIIMN U IPUMEHEHUS
JIEKapCTBEHHOTO Tpemnapara (BETEpUHAPHOTO Mpemnapara) morpeourensmu (mpuodpeTaTesiMmu
) IpyU MapKUPOBKE MEPBUYHOMN YIAKOBKH CIEAYET MCIIOJIB30BaTh TOT K€ I[BETOBOM JM3aliH,
YTO U MPU MAPKUPOBKE BTOPUUHON YIIAKOBKH.

44. MapKupoBKa JOJKHA OBITh €TUHOM JJIsl JIEKapCTBEHHBIX MpenapaToB (BeTepUHAPHBIX
MpenapaToB), BBITYCKaeMbIX B OOpallleHHE Ha TEPPUTOPUSX TOCyJdapcTB-wieHOB. [Ipu
HaJlMYuU paziuyaronieiicss napopmanuu (yciaoBUsl OTHyCKa M T. 1.) €€ YKa3bIBalOT C
HCIIOJIb30BAHUEM JOTIOJIHUTEILHON ATUKETKH (CTHUKEpa) B CHEIUAIBHO OTBEACHHOM IT0JIE
BTOPUYHOM YNAaKOBKU. ECIM Ha BTOPUYHOM YIIAKOBKE MPEYCMOTPEHO NPEAHAZHAYEHHOE IS
crenuaibHOM MH(POPMAILIMK IOCYIapCTBa-UJIeHa M0Je, B HErO JOMYCKAeTCsl HAHECEHUE TaKOou
uHpopManmu (HampuMep, pa3HbIil CTAaTyC OTIyCKa W3 anTEYHOW CETH WM CIeIhabHas
uHopManus: "ymakoBKa JUIs CTallioHapoB', "0 rocy1apCTBEHHBIM ITporpaMmam" | JIp.) 6e3
WCIIOJIb30BaHUs STUKETKU (CTUKEPA).

Pasmep mons nms pazmenieHrs CTUKEPOB HE JOJHKEH MpeBbIaTh 1/6 oluiei miomaam
BTOPUYHON YIAKOBKHU, MPU ATOM JAaHHOE TOJE€ HE JOJDKHO 3aKpblBaTh HH(OpMaIuio,
MEPBOHAYAJIbHO HAHECEHHYIO HA BTOPUYHYIO YIIAKOBKY.

45. lns opdaHHBIX IpenapaToB, a TaKXkKe JJIs OTACJIbHBIX JICKAPCTBEHHBIX MPENapaTos,
[0 COIIACOBAHMIO C YMOJHOMOYEHHBIM OPraHOM TOCYJIapCTBa-4JIeHa, OCYIIECTBISIOUIUM
PETUCTPALMI0 TAKOTO JIEKAPCTBEHHOTO Ipenapara, AOIMYCKAaeTCsl HAaHECEHUE MapKUPOBKH C
WCIIOJIb30BaHUEM JIOMIOJIHUTEIBHON 3TUKETKHU (CTUKEPA).

46. [Ipu MapKUpPOBKE Pa3IMYHBIX TO3UPOBOK (KOHLEHTPALUNA U T. 1.) JEKAPCTBEHHBIX
npenapaTtoB, BBIMYCKAEMbIX B BHJIE€ OJIHOM JIEKapCTBEHHON (HOPMBI, MTOJKHO OBITh
MPEIYCMOTPEHO PA3INIHOE [BETOBOE PEIICHUE WU MHOM C10c00, 00eCcTieunBarONIUuil YETKOE
BU3yaJIbHOE BBIICJICHUE JO3UPOBKU (KOHIIEHTPAIUMH U T. 11.).

Pa3nuyHbie 103UPOBKU OJHOTO M TOTO K€ JIEKAPCTBEHHOTO Mpenapara (BETEPUHAPHOTO
nmpenapara) clielyeT yKa3blBaTh OuHaKoBO (Harpumep, 250 mr, 500 mr, 750 mr, 1000 mr, a
He 1 1). He momyckaeTcst yka3blBaTh KOHEUHBIE HYJIU B JPOOHOW YacTH JO3ZUPOBKU (CIIETyeT
yKa3bpiBaTh 2,5 mr, a He 2,50 mr). He cienyer ucnonb3oBaTh NECATHUYHBIA pa3aeauTenb (
3alATy0), €Clid 3TOr0 MOXHO u30exarth (cieayeT ykaswiBaTh 250 mr, a He 0,25 1). U3



coo0OpakeHHi 6€30MacHOCTH HEOOXOAMMO MHUCATh CIOBO "MHKporpaMM' MOJHOCTHIO, a HE
cokpaiath ero. OqHaKko B OTJEIbHBIX CIydYasx MNP BOSHUKHOBEHUHU 3aTPYIHEHUN, KOTOPbIE
HEBO3MOXKHO YCTPAaHUThb YMEHBIICHHUEM Kerysi MmpudTa, JOMYCKaeTCs NpH HaJIU4YHH

000OCHOBaHUM M OTCYTCTBUM ONACEHHH B OTHOIIEHUM OE30MaCHOCTU HCIOJIb30BAThH

COKpareHHyto popmy "MKr".

47. IlyTb BBEACHUS JIOJKEH COBIAJIaTh C YKa3aHHBIM B OOIIEH XapaKTEepUCTUKE JaHHOTO
JIEKApCTBEHHOTO MpernapaTa Wid UHCTPYKIHUU MO NPUMEHEHHIO JAHHOTO BETEPUHAPHOTO
rpenapara U CTporo COOTBETCTBOBATh CTaHJAPTHBIM TepMUHaM. He cienyer ucnosab3oBaTh
HEraTUBHbIE BhIpakeHus (Hanpumep: "He s BHyTpuBeHHOro BBeneHusa"). JlomycTumsl
TOJIBKO CTaHJapTHBIEC COKpaIlleHus1 (HampuMmep, B/B, B/M, 1/K). [Ipodrie HecTaHIapTHBIE TyTH
BBEJICHUS CIIEAYET YKa3blBaTh MOJHOCTHIO. ECM manuenTaM He 3HaKOMBbI IyTH BBEJICHUS, B
MHCTPYKLUHH MO MEIUIMHCKOMY MPUMEHEHMIO JIEKAPCTBEHHOI'O Ipernapara JOJIKHBI ObITh
JaHbl Pa3bsCHEHUA. JTO OCOOEHHO BaKHO B OTHOILEHWM JIEKAPCTBEHHBIX IPENaparTos,
JOCTYIHBIX JUIsl CAMOCTOSITEIBHOTO IPUMEHEHHS.

48. Ecnu Ha mepBUYHOMN U (MJIM) BTOPUYHOM ymMakOBKaxX HCIOJIb3YIOTCS TEKCThI Ha
HECKOJIBKHX SI3bIKaX, HE0OOX0IUMO 00€CTIEUNTh YETKOE pa3rpaHUUYCHHE TAKUX TEKCTOB.

49. Bce naHHbBIE, HAHECEHHBIE HAa SYEHKOBYIO YMAKOBKY, JOJKHBI OCTaBAThHCS
JOCTYIHBIMU ISl TOTPEOUTENS BILIOTH 0 U3BJICUYECHUS MOcieHel 103bl. Eciin HEeBO3MOKHO
HAHECTU BCE CBEICHUS Ha KaXIyI0 SYEHKYy Takoil yHmakKOBKH, OIMYCKaeTcs CIocol HX
CIIy4allHOTO HAaHECEHMS, IIPM KOTOPOM OHHU PaCIIOJIArar0TCsl ¢ MaKCUMAaJbHOM 4acCTOTOW Ha
MTOBEPXHOCTH SYEHKOBOM yakoBKH. [lomycKaeTcsi HAHOCUTh HOMEp CEPHUH U J1aTy UCTEUEHHUS
CpOKa F'OAHOCTH Ha Kpail S4EHKOBOW ynakoBKHU. IIpu HaJIMYMK TEXHUYECKON BO3MOXKHOCTH
CJIelyeT HAHOCHUTb 3TU CBEJICHUS Ha 00a Kpasi KaXJ101 SYeHKOBOM ynakoBKH. Bece Tpebyembie
B OTHOILLIEHUH MEPBUYHBIX YIIAKOBOK CBEJIEHUSI HEOOXOIMMO HAaHOCUTh HA KAXAYIO €IUHUILY

110361 (hOPMBI BBIITYCKA, COJIEPIKaIEH OHOT030BBIC STUCHKOBBIC YIIAKOBKH.

MMPUJIOXKEHUE
Kk TpeOoBaHMSIM K MapKHPOBKE
JIEKapCTBEHHBIX CPEACTB JUIS
MEIUIIMHCKOTO
IMPUMEHECHUS U BETEPUHAPHBIX
JIEKapCTBEHHBIX CPEACTB

ITEPEYEHDb

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

Kon BcmomorarensHoro BemectBa  [loporosoe copeprxanue

A3OKpacuTenu:
COJTHEUHBIN 3aKaT KEeIThIN 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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