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rOCT P 52683—2006
Mpepgucnosune

Llenv n npuHumnel cTaHgapTm3auny B Poccuiickoli ®epepauum yctaHoBneHbl ®egepanbHbiM 3aKOHOM OT
27 pekabps 2002 r. Ne 184-d3 «O TeXHMUYECKOM perynnpoBaHnMmn», a npasunia NpUMEHEHUs HaunoHaNbHbIX
cTtaHgapToB Poccuiickoin ®epepauun — FOCT P 1.0—2004 «CTtaHaapTusauus B Poccuiickoli ®epepayuu.
OCHOBHbIE NONOXEHUSA»

CBejeHusi o ctaHgapTte

1 PA3PABOTAH ®epepanbHbIM rocyAapCTBEHHbIM yupexaeHnemM «Bcepoccuitckuii rocyaapcTBeHHbIl
LleHTp kauecTBa 1 cTaHgapTU3aLmn NeKapCTBEHHbIX CPeACTB A5 XXMBOTHbIX U KOPMOB» (PIY «BIHKW»)

2 BHECEH TexHn4yeckum KoMnTETOM N0 cTaHgapTnsaunmn TK454 «OxpaHa X1U3HN, 300P0BbS XXUBOTHbIX
N BeTepuHapHo-caHnTapHasa 6e30nacHOCTb NPOAYKTOB XXMBOTHOIO MPOUCXOXAEHNSA U KOPMOB»

3 YTBEPX/[EH VI BBEJIEH BEVICTBVE Mpukazom ®efepansbHOro areHTCTBa N0 TeXHUUYECKOMY pery-
NMpoBaHMio 1 MeTponorum ot 27 gekabpsa 2006 r. No 454-cT

4 BBEJEH BMNEPBbIE

MHdpopmauua 06 M3MEHEHUSX K HACTOsILLEMY CTaHAapTy Ny6ankyeTCs B eXerojHo u3jaBaemMom
MH(OPMaLMOHHOMYKa3aTe e «HauuoHanbHble cCTaHAapTbi», a TEKCT U3MEHEHU i M MonpaBoK — B eXeMe-
CSYHO U3AaBaeMbIX UHPOPMALMOHHbIX YKasaTensax «HaunoHabHble cTaHgapThi». B ciyuae nepecMoTpa
(3aMeHbI) MM 0T MeHbl HACT OSILLEr0 CTaHAapTa CooTBeTCTBYlOLLee yBeJoMeHue 6ygeT ony6/MKOBaHoO
B ©XXEMECSYHO M34aBaeMoM MH(IOPMaLOHHOM yka3aTesie «HaunoHanbHble cTaHaapThi». COOTBETCTBY-
loLLas MHhopMaLusl, yBeJOM/IEHNE N TeKCT bl pa3MelLalo T ca Takxe B MH(OopMaLMoHHO cucTeme o6LLero
Mosib30BaHUsi — Ha ouLManbHOM caiiTe ®BABPAsbIIOIO areHTCTBA M0 TEeXHUYECKOMY PETYIMPOBAHUIO 1
MeTposiornn B ceTun MHTepHeT

© CtaHgapTuHgopM. 2007

HacTosiuii cTaHfapT He MOXeT GbITb NO/IHOCTLI0 UM YACTUYHO BOCMPOU3BEAEH, TUPAXKMPOBAH 1 pac-
MPOCTPaHEH B kKauecTBe 0huLManbHOro nsganus 6es3 paspelleHns ®efepasbHOrO areHTCTBa No TEXHUYECKO-
My perysimpoBaHuio 1 MeTposorim
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HALULMWOHANBbHBLBINK CTAHOAPT POCCUNCKOMN GELEPALUMN

CPEACTBA NNEKAPCTBEHHbIE A/1A XUBOTHbIX

YnakoBka, MapkupoBka, TpaHCNopTUpOBaHUe N XpaHeHue

Medicine remedies for animals.
Packing, marking, transportation and storage

fata Beegenns — 2008—01—01

1 O6nacTb NpUMeHeHus

HacTosiwuii cTaHgapT ycTaHaBnmMBaeT o6wme Tpe6oBaHus K ynakoBKe, MapkMpoBke, TpaHCMopTMpoBa-
HUIO U XPAHEHWIO NIeKapCTBEHHbIX CPEACTB A5 XMBOTHbIX (fanee — NeKkapCTBEHHbIE CPEACTBA).

2 HopMmaTVBHbIE CCbINKM

B HacTosAwem cTaHfapTe UCMo/ib30BaHbl CCbIIKM Ha creaylolme cTaHAapThbl:

FOCT P 51289—99 AwmMKn NnofMMepHble MHOroo60poTHble. O6LLMe TeEXHUYECKUE YCN0BUS

FOCT P 51720—2001 MeLKn 13 NOAMMEpPHbIX NAEHOK. O6Line TEXHUYECKME YC/TOBUSA

FOCT P 52682—2006 CpepacTtBa NekapCTBeHHbIE 415 XXMBOTHbIX. TepMUHbI U onpeaeneHus

FOCT 1341—97 lMeprameHT pacTUTEsIbHbIA. TeXHUYECKME YC0BUSA

FOCT 1760—86 [MoanepraMeHT. TexHU4Yeckme ycnosus

FOCT 2226—88 (MCO 6590-1—83, NCO 7023—83) MeLuku 6ymaxHble. TeXHUYECKME YCNoBus

FOCT 2228—81 bymara mMello4yHas. TexHuyeckme ycnosus

FOCT 2991—85 Auwukn gollatble Hepa3bopHble AN rpy3oB maccoii o 500 kr. O6Lme TEXHUYecKne
ycnosus

FOCT 5037—97 ®narn metannuyeckne A1 MOJIoKa U MOJIOYHbIX NPOAYKTOB. TexHuyeckune ycrosus

FOCT 5541—2002 CpepacTtBa YKynopoUyHbie KOpKoBble. ObLyme TeXHUYecKne ycnosus

FOCT 5556—81 Bata MegmMumHcKas rurpockonmyeckas. TexHuyeckme ycnosus

FOCT 5959—80 AwmkM U3 NMCTOBbIX APEBECHbIX MaTtepnasnoB Hepas3bopHble 4715 rPY30B Maccol Ao
200 kr. O6uMe TeXHMYECKMe YCrioBus

FOCT 6290—74 bymara nayeyHas ABYXC/I0MHas A1 yNnakoBbIBaHWSA NanuMpoc n curapeT. TexHnueckne
ycnosus

FOCT 6309—93 HuTKM LIBElHbIE X/I0NYaTOO6YMaXHbIe N CUHTeTUYeckue. TexHUu4eckue ycnoBus

FOCT 7376—89 KapToH rotppmpoBaHHbili. O6Lme TeXHUYeCKMe yCcrnoBus

FOCT 7625—86 bBymara atuketoyHas. TexHu4eckne ycnosus

FOCT 7730—89 TneHka uenntono3Haa. TexHu4Yeckme ycnosus

FOCT 7933—89 KapToH gnsa notpebuTenbckoii Tapbl. ObLine TeXHUYeckne ycnoBus

rOCT 8273—75 bymara o6epToyHas. TexHn4yeckne ycnosus

FOCT 8828-89 bywmara-ocHoBa 1 6ymara fByxc/oiHas BOAOHeNpoHuLaemas ynakoBoyHas. TexHu-
yeckue ycnosus

FOCT 9094—89 bymara g9 neyatn odpceTHas. TexHMyeckme ycroBums

FOCT 9095—89 bymara g9 nevatu tunorpadckas. TexHuyeckme ycnosus

FOCT 9569—79 bymara napacuHupoBaHHas. TexHU4eckue ycnosus

FOCT 10117.1—2001 ByTbINKM CTEKISHHbIE 4718 NULWEBBIX XUAKocTel. ObLine TeXHUYEeCKMe yCcnoBus

FOCT 10117.2—2001 ByTbINKM CTEKNSAHHbIE A/19 NULLEBBIX XXUAKOCTEN. TUnbl, NapaMeTpbl U OCHOBHbIE
pasmepbl

FOCT 10354—82 TlneHka nonuatuneHosasn. TexHUyeckme ycnosus

FOCT 10700—97 Makynatypa 6ymaxHas 1 KapTOHHas. TexHUu4eckue ycnoBus

N3paHne opuynanbHoe
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FOCT 10782—85 ByTbisIK1 CTEKNSAHHbIE A1 KPOBU, TPAHCHY3MOHHBIX U MHPY3MOHHBIX NpenapaTos.
TexHuyeckune ycnosus

FOCT 12301—81 Kopo6ku 13 kapToHa, 6ymarun n KoMGMHNPOBaHHbLIX MaTepranoB. O6Lne TexHuyec-
Kne ycnosus

FOCT 12303—80 [MMauku 13 kapToHa, 6ymarn 1 KOMOMHMPOBaHHbLIX MaTtepuanos. ObLKne TexHmyeckme
ycnosus

FOCT 12923—82 ANUTHUH MeSULMHCKNIA. TeXHn4Yeckue ycnoBus

FOCT 13511—91 AwmkM 13 rodpupoBaHHOro KapToHa A5 NULLEeBbIX NPOAYKTOB, CNUYek, TabayHbIX
n3genuin n MoLLMX CpefcTs. TexHUYecKne ycnosus

FOCT 13512—91 Awwmkn 13 roppmpoBaHHOro KapToHa ANS KOHAWTEPCKUX u3genuii. TexHuueckne
ycnosus

FOCT 13513—86 Awukm u3 rodopupoBaHHOro KapToHa AN NPOAYKLUN MSACHOR Y MOJIOUYHOIN MPOMbILU-
NEHHOCTU. TeXHMYyeckne ycnosus

FOCT 13516—86 HAwmkn U3 roppmnpoBaHHOro KapToHa A1 KOHCEepPBOB, NPeCcepBOB U NULLEBbLIX XUJ-
KocTel. TexHuyeckme ycrnosus

FOCT 13841—95 HAwwukM u3 rohpmMpoBaHHOro KapToHa AN XMMUYECKON npoaykumu. TexHuyeckue
ycnosus

FOCT 13950—91 BoukMu cTasbHble CBapHbIE U 3akaTaHHble C roopamm Ha kopnyce. TexHudyeckune ycno-
BUSA

FOCT 14192—96 MapkupoBka rpy3os

FOCT 14961—91 HWUTKM NbHAHBbIE U JIbHAHLIE C XUMUYECKMMWN BONOKHAMU. TeXHUYECKNe yCrioBus

FOCT 15150—69 MaluurHbl, Npubopsbl 1 Apyrue TexHuyeckme nsgenus. VIcnonHeHns Ansa pasinyHblx
KIMmaTnyeckux painoHos. Kateropuu, ycnosums akcnayaTauum, XpaHeHns 1 TpaHCnopTUpOBaHus B 4acTyu BO3-
[eliCTBUSA KNMMaTUYecknx hakTopoB BHELLHel cpeabl

FOCT 15846—2002 MMpoaykuus, oTnpasBnsemas B paioHbl KpaliHero CeBepa 1 NpUpaBHEHHbIE K HUM
MECTHOCTW. YNakoBKa, MapkupoBKa, TPaHCNOPTMPOBaHUE U XpaHeHne

FOCT 16299—78 YnakoBbiBaHWe. TepMUHbI 1 onpeaeneHns

FOCT 16337—77 ToNnaTuieH BbICOKOTO AaBfieHns. TexHnyeckne ycnosus

FOCT 17308—88 Lnaratel. TexHUyeckune ycrosus

FOCT 17527—2003 YnakoBka. TepMUHbI 1 onpeaeneHns

FOCT 17811—78 MeLuku NOMMITU/IEHOBbIE AN XMMUYECKO NpoayKunn. TexHnYeckne ycnoBus

FOCT 18251—87 JleHTa kneeBas Ha 6yMaxHoOW OCHOBe. TexXHU4Yeckne ycnosus

FOCT 18510—87 bymara nucyas. TexHuyeckue ycnosmusa

FOCT 19360—74 MeLlKun-BKNaAabIWM NeHoYHble. O6Lue TeXHUYECKMe YCI0oBUS.

FOCT 19433—88 [py3bl onacHble. Knaccudmkauma n mapkmpoBska

FOCT 20435—75 KoHTeliHep yH1BepcasibHblii MeTan/IM4ecKunii 3aKpbITblii HOMUHA/IbHOM Maccoii 6pyT-
70 3.0 T. TeXHN4Yeckne ycnosus

FOCT 21444—75 bymara MesioBaHHas. TexHU4Yeckue ycnosus

FOCT 25951—83 TlneHka nonuaTuneHoBasa TepmoycagodHas. TexHuyeckne ycnosns

MpumeuyaHune — Mpu NONb30BAHNM HACTOSIMUM CTAaHAAPTOM LEecoo6pasHo NpoBepuTh AECTBUE CCbINOY-
HbIX CTAHAAPTOB B MH(OPMALMOHHOI cCMCTEME O6GLLETO NOMb30BAHUS — Ha O(MLMANbHOM caiiTe ®efepanbHOrO areHT-
CTBA MO TEXHUYECKOMY PEry/IMPOBAHUI0 Y METPO/IOTMN B CETU VIHTEPHET U/ MO €XEroAHO N34aBaEMOMY UH(POPMALMOHHO-
My yKasaTent «HauuoHanbHble CTaH4apTbi», KOTOPbIA ONyGAWKOBAH NO COCTOSIHUIO Ha 1 siHBaps Tekyu,ero roga, v no
COOTBETCTBYIOLUM €XEMeCAUHO M3LaBaeMblM UH(POPMALNOHHBIM yKasaTessiM, ony6/IMKOBaHHbIM B Tekylem rogy. Ecnu
CCbINIOYHbI/i CTAHAAPT 3aMeHeH (M3MEHEH), TO NPY MONb30BaHWM HACTOSILLUM CTAHAAPTOM CnefyeT pyKOBOACTBOBATLCS 3a-
MEHSIOWMUM (M3MEHEHHbIM) CTaHAAPTOM. EC/IM CCbINOYHbIA CTaHAapT OTMEeHEeH 6e3 3aMeHbl, TO MOJI0XEHNE, B KOTOPOM fa-
Ha CCblslka Ha HEro, NPUMEHSETCsA B 4acTW, He 3aTparuBaloLLeii 3Ty CCbinKy.

3 TepMuHbI 1 onpeneneHna

B HacTosLwem cTaHfapTe npumMeHeHbl TepMuHbl no FTOCT P 52682. TOCT 16299. TOCT 17527.

4 YnakoBKa

4.1 MoTpe6uTenbeKyto Tapy U YKYNopoyHble CPeAcTBa K Hell cnefyeT BbiGMpaTb B 3aBUCKMOCTM

CBOWACTB, HA3HAYEHUSA U KOSIMYeCcTBa NeKapcTBeHHOro cpeacTsa.

2

oT
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4.2 TpeboBaHus KynakoBke KOHKPETHOIO SlIeKkapCTBEHHOIO CPeACTBa, yNakoBOUYHbIM MaTepuanam, yky-
NOpOYHbIM cpeAcTBaM, MeTogam ¥ cnocobam ynakoBbiBaHWUSA yCTaHaB/IMBAIOT B [JOKYMEHTaX Ha KOHKPETHYIO
nNpoAyKUMIo, YTBEPXAEHHbIX B YCTAHOB/IEHHOM MOPSAAKE, N0 KOTOPbIM OHAa 6blNa Npon3BeAeHa 1 MOXeT ObiTb
naeHtTuguymposaHa.

4.3 MaTepuarnbl, NnpUMeHseMble A8 U3roTOBMEHNA NOTPeOUTENbCKOM Tapbl U YKYNOPOUHbIX CPEACTB,
[OMKHBI 06ecneynBaTb COXPaHHOCTb NPOAYKUMMN U [O/MKHbI 6biTb paspeLleHbl K MPUMEHEHMNIO B YCTaHOB/EH-
HOM nopsake.

4.4 YnakoBKy NlekapCTBEHHOro cpeAcTBa B MOTPe6bUTENbCKY0 Tapy NPOBOAAT B KO/IMYecTBe UM o6be-
Me. NpeAyCMOTPEHHOM JOKYMEHTOM Ha KOHKPEeTHOe /lekapCTBEHHOe CPefCTBO.

Mpegenbl gonyckaeMblX OTpULATE bHbIX U NOMOXUTENbHbLIX OTKNOHEHWUI A Macchbl Unn o6bema nekap-
CTBEHHOrO Cpe/cTBa B OAHOW yNakoBOYHOW eAvHULE OT HOMUHA/IbHOTO KO/IMYecTBa yCcTaHOB/eHbl B Focyaap-
CTBEHHON ®apmakonee [1] M B [AOKYMEHTe, perfaMeHTUpyoLlleM AOoMnyCTUMble OTK/IOHEHUS Npu
NPOMbILLIEHHOM (hacoBaHWW IEKapCTBEHHbIX CPEeACTB, YTBEPXKAEHHOM B YCTAHOBJ/IEHHOM Mopsaake.

4.5 PekomeHfyeMmble BUAbl NOTPeOUTENBCKON Tapbl, yKYNOpPOUHble CpeacTBa U MeToAbl YKYNnopuBaHus
NeKkapCTBEHHbIX CPEACTB NpUBeAeHbl B NPUIOXeHNN A.

4.6 YnakoBka A0/XHA ObITb €MHOI A1 KaXA0V cepun ynakoBblBaeMbIX SIeKapCTBEHHbIX CPeACTB.

4.7 INlekapCTBEHHble CPeACTBA, YyBCTBUTE/IbHbIE K BO3AECTBUIO CBETA, 0/IKHbI 6bITb yNakoBaHb! B CBe-
TOHEeNpoHULaemyto Tapy.

4.8 JlekapCTBeHHble CpeacTBa, cojepxalime neTyyne, BbiBETpPMBAaIOLWMECSH, TUTPOCKONUYECKNne nnu
oKucnsLmecs BeLwecTsa, A0/HKHbI ObITb YnakoBaHbl B 6aHKM 1K hNakoHbl, YKYNOPEHHbIe:

- HaBUHYMBAIOLLMMUCSA KPbILLKAMW BKOMTIEKTE C MPpOoOKaMmn Uv NpoknagkaMm ¢ ynaoTHATEIbHbIMU 31e-
MeHTamu;

- NMpo6KamMu € YyrNIOTHUTE/IbHbIMU 3/1EMEHTaMU;

- 3akaTblBaeMbIMW MeTa/l/IM4ecKMMM Kosinaykammn B KOMM/IeKTe ¢ npobkamMn nav Npoknagkamm ¢ yniort-
HUTE/IbHBIMU 3IEMEHTaMU;

- 3aKaTblBaeMbIMU METa/I/IMYECKUMU KPbILLKaMU.

4.9 Kaxpoe nekapcTBeHHOe CPe/CTBO, CoAepxallee netyyee BelecTBO WK obnagalollee 3anaxom,
[OJ/MKHO 6bITh YNakoBaHO OTAE/IbHO OT NMPOYUX SIEKAPCTBEHHbIX CPeACTB.

4.10 MMpwn ynakoBbiBaHWM TabNeToK, Kancyn B Tapy, He MMeloLLyto Npo6kM C amopTusaTopamu, cnegyet
yKknagblBatb YN/IOTHUTEIM-aMOPTU3aTOPb!.

[onyckaeTcs NpUMeHATb MeULIMHCKYI0 rurpockonuyeckyto saty no FOCT 5556 unu yecasnbHyt0 BUCKO3-
Hy10 NeHTy. [lonyckaeTca ynakoBbiBaHMe TabneTok, Apaxe u kancyn 6e3 amopTu3aTtopos.

4.11 Amnynbl, )NaKOHbI, WNPUL-TIOBUKN C NEKAPCTBEHHLIMW CPEACTBaMU ANA UHBEKUUIA MOTYT 6bITb
ynakoBaHbl B KOHTYPHYIO YNaKoBKy C nocnegytoLei yknaakor B KApTOHHYIO Nayky Wi Kopooky.

JlonyckaeTcs ynakoBbiBaTb amMmmy bl B KAPTOHHbIE KOPOOKY C Neperopofkamu nan pelieTkaMmm n3 kapToHa
AN noTpebuTeNbCKON Tapbl Mapku xpomap3sa, no FOCT 7933. nnv rodppupoBaHHbIM BKIaAbILLEM U3 NaYeyHol
AByxcnoiHol 6ymarn no FOCT 6290.

Mpy ynakoBbIBaHUM aMnyn fonyckaeTcsl NPUMEHsTb B kayecTBe aMopTu3aTopa MeAuLMHCKUIA aflurHuH
mMapkn b no FOCT 12923, npu ynakoBbIBaHWM aMmy/si C X/IOP3TU/IOM [JONYCKAEeTCS NPYMEHATb MeANLUHCKUIA
anurHuH mapku A no roCT 12923.

[JlonyckaeTcs ynakoBbiBaTb /lIekapCTBEHHbIE CPEACTBA A1 MHBEKL M B KOMNIEKTE C pacTBOpUTENEM B
c/yyasnx, ykasaHHbIX B [JOKYMEHTE Ha JIeKapCTBEHHOE CPeACTBO KOHKPETHOrO BMAA.

4.12 B kaxpayro ynakoBKy camnysiaMu O/KHO 6bITb BIOXEHO NPUCNOCO6/1eHNE ANA BCKPLITUSA aMny .

4.13 BaHku, Npobupkn, hnakoHbl, 6YTbINKM U3 CTEKNA UM CTEK/TOMACCHI, a3P030/1bHble 6aNN0HbI, anto-
MUHVEBbIE TYObl, KOHTYPHbIE YNaKOBKW C IEKAPCTBEHHbLIMU CpeAcTBaMU CrefyeT ynakoBbiBaTb B KAPTOHHbIE
nayku.

JlonyckaeTcsa ynakoBbiBaTb 6aHKW, NPOGUPKK, (hNaKOHbI, BYTbIIKU U3 CTek1a Uan CTeKIoMacchl, aapo-
30/1bHble 6as1/10HbI, alloMUHNEBbIE TYyObl B KAPTOHHbIE KOPOGKM C NeperopoAkaMun uam peLueTkaMmm uimn B noan-
3TUIEHOBYHO TEPMOYCaA0uHy nneHky Tuna B unn M mapkn O unu T no FOCT 25951. 6e3 yknaaku B nauky.
JlonyckaeTcs KOHTYpHble YNakoBKU ykiaAblBaTb B KAPTOHHbIE KOPOGKM 6€3 yKknagKku B nauyky.

4.14 LlBbl NONN3TU/IEHOBBIX MELLKOB [O/KHbI ObITb CBAPHBLIMW, BK/THOYASA LLIOB 3arpy304HOro OTBEPCTUSA.
TepmocBapuBaHue JO/MKHO o6ecneymBaTb repMeTUYHOCTb YNakoBku. Mpu BU3yasibHOM OCMOTPE HapyXHas
NOBEPXHOCTb Tapbl, NPUMEHAEMOW AN yNakoBblBaHWS, He A0/KHA OblTb 3arpsisHeHa npoaykumnei.

4.15 ByMaxHble MeLUK/ JO/KHbl OblTb 3alNTbl MalIUHHLIM CNOCO60M HMTKaMu no TOCT 14961 wnu
FOCT 6309 nnu wnaratom no FTOCT 17308. nav gpyruMu X/10n4aTobyMadKHbIMU, IbHAHBIMW U CUHTETUYEC-
KAMW HWTKammn, ocTaBnsa rpebeHb Mo Beeli WMpuHe MeLlka He meHee 3 CM.

JlonyckaeTcs cknenBaTtb OTKPbITble ByMaXKHble MEeLLKN KNeeBoli NIeHTO Ha 6yMakHo ocHose no FOCT
18251.
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4.16 TMoTpebutesnbckas Tapa C lIekapCTBEHHbIMU CpefcTBaMM Ao/HKHA ObiTb ynakoBaHa B rpynnosyto
Tapy, B kKa4ecTBe KOTOPOWA NCNO/b3YIOT KAPTOHHbIE KOPOGKM MK 06EPTOUHYI0 ByMary ¢ NPOYHOCTHLIMM NoKa3a-
TeNIAMU He HUXe NpeayCMOTPEeHHbIX AN 06epToyHoi 6ymarn mapkun B maccoli 1mM20T150 80 70 rmo FOCT 8273,
UKW B MONNITUIEHOBYIO TepMOYycaouHyto nseHky no FOCT 25951.

4.17 Tpynnosas Tapa C /ieKapCTBEHHbIMU CpeAcTBaMu A0/IKHA ObITb Ck/leeHa unn obesAsaHa.

[na cknemBaHWA rpynnoBoi Tapbl A0MNyCKaeTcs NPUMEHATb:

- K/NIEEBYIO NEHTY Ha 6YMaxHOW ocHoBe mapkn b unmn B no FOCT 18251,

- NOMINITUNEHOBYIO SIEHTY C JIMKUM CI0EM WM TYMMUPOBAHHYIO K/TIEEBYIO JIEHTY;

- MesioBaHHyto 6ymary no FOCT 21444

- 06epToyHyto 6ymary mapku A maccoit 1 mM270rno FOCT 8273 unu Apyryto Mo KaYecTBY HE HUXE yKa-
3aHHO;

- MeLoyHyo bymary mapku M-70 no FOCT 2228;

- Len/103Hy nneHky no FOCT 7730 wnv gpyrve Buabl NakMpoBaHHO LEN003HON NNEHKN, TEXHU-
yeckne xapakTepucTUKN KOTOPOR A0/KHbI OblTb He Hxe ykadaHHbix B TOCT 7730.

TpeboBaHusa, NpeabABAsSeMble K CKTenBaHuio, fOMKHbI ObiTb yKa3aHbl B JOKYMEHTE Ha 1eKkapcTBEHHOe
CpefCcTBO KOHKPETHOro B1Aa, B COOTBETCTBUM C KOTOPbIM OHO U3rOTOBJ/IEHO.

[ins 06BA3bIBAHNA rPYNNOBON Tapbl ciefyeT NpUMeHAaTb MaTepuassl, obecneynBalroLme NPOYHOCTb yna-
KOBKM. Mpn OKNenBaHum rpynnoBoii Tapbl UK 06BA3bIBAHMMN KOHLLbI AO/KHbI ObITh 3aK/1€EeHbl Tak, YToObl 06ec-
neynBaTb KOHTPO/Ib BCKPbITUSA.

Pasmepbl rpynnoBoii Tapbl cnegyeT BblibMpaTh B COOTBETCTBUU C YMCIOM NOTPEOUTENBCKNX YNaKoBOY-
HbIX efuHUL,.

4.18 Kaxpasn efvHMLa yNnakoBku 1060ro BuAa rpynnosoi Tapbl 40/HKHA ObiTb CHabXeHa 3TUKETKON.

4.19 JlekapCTBEHHblE CpeACcTBa B NOTPEOUTENLCKOW UM rPYNMOBOIA Tape Npy TpaHCNopTMPOBaHUK yna-
KOBbIBAOT B TPAHCMOPTHYIO TApy — ALWMKA U3 IMCTOBLIX APeBeCHbIX maTtepuasnos no FOCT 5959 unu gowatsle
no FOCT 2991. unn 13 nosiMMepHbIX MaTtepuasnoB no FOCT P 51289. unm Awmkun n3 rodopmpoBaHHOro KapToHa
nolfOCT 13511 — I'OCT 13513. FOCT 13516.NOCT 13841, wau gpyrue Buabl TpaHCNOPTHO Tapbl, obecne-
yvBarwLme COXPaHHOCTb JIeKapCTBEHHbIX CPEACTB.

[lonyckaeTcsa npumeHeHune ALWKKOB 13 rodpMpoBaHHOro KapToHa, ObIBLUMX B YNOTpe6aeHnmn, npu oTcyT-
CTBUW NOBPEeXAEeHWIi 1 nocne yaaneHns MapkupoBKK, He OTHOCALLENCSA K ynakoBblBA€MbIM /IeKapCTBEHHbIM
cpefcTaam.

[lonyckaeTcs nekapcTBeHHbIE CPe/CTBA, YNakoBaHHble B rpynnoByto Tapy (KOPobku, TepMoyCcafoUHyto
NAEHKY ¥ T.4.), TpaHCcnopTMpoBaTb 6e3 yknaAkn B TPAHCNOPTHYIO Tapy.

Mpy nepeBo3ke MOPCKNM TPAHCMOPTOM KapTOHHbIE KOPOGKM M Nayukn AO/MKHbI 6bITh YNakoBaHbl B NONN3-
TWU/IEHOBbIE MakKeTbl C NocneyoWwmnmM TepMmocBapnuBaHnem.

4.20 BHYTpEHHsA MOBEPXHOCTb JOWaTbIX AWWKOB UMW ALWMUKOB U3 NIMCTOBLIX JPEBECHbIX MaTepnanos
[0J/KHa 6bITb BbICTNIaHa 06epToYHON 6ymaroit mapku [, maccoli 1 M2 50 r no FTOCT 8273 unu pactuTesNbHbIM
neprameHToM mMapku b no FOCT 1341. unu nogneprameHToM Mapku N maccoit 1 M2 53 rno FOCT 1760. unn
ynakoBOYHOW 6ymaroi mapku B-80 maccoit 1mM2220r1 no FTOCT 8828. nnv noNmMaTuaeHOBOM NNEHKOW TONLWNHOK
01 0.08 g0 0.1 mm no FOCT 10354.

4.21 TNpw ynakoBblBaHNN /ieKapCTBEHHbIX CPeACTB CBOOOLHOE NPOCTPAHCTBO B ALLMKAX AO/HKHO ObiTh
3an0/IHEHO MATKUM YNIOTHUTE/IbHLIM MarepuasioM, UCKIoYaloLWmnM ux nepemelleHme.

B kauecTBe ynnoTHUTENIbHOrO MaTepuana fonyckaeTcs NpUMeEHATb:

- MeguuuHCKMiA anurHnHd no FOCT 12923;
6YyMaXHYI0 1 KapTOHHYI0 MakynaTtypy no FOCT 10700;

- CTPYXXKY U3 MOPUCTbIX 3N1ACTUYHBIX MOSIMMEPHBIX MaTepuasnos;

- 06epTouHyto 6ymary no FOCT 8273;

- rohpupoBaHHbIi kapToH no TOCT 7376.

4.22 Macca 6pyTTO OfHOV eAnHNLbl TPAHCMNOPTHON Tapbl C IeKapCTBEHHbIM CPeACcTBOM — He 6onee
20 «r.

5 MapkupoBka

5.1 MapkupoBKka NOTPeBbUTENLCKOI Taphbl C TeKapCTBEHHbIM CPEACTBOM J0/IXHA ObITh €IMHOM A5 KaX-
[0V cepun ynakoBaHHbIX /IeKapCTBEHHbIX CPeACTB.

5.2 Ha kaxaylo eanHuLy noTpebutenbcKoli Tapbl C IeKapcTBEHHbIM CPeACTBOM (6aHKy, (hnakoH, Ty6y,
nayky, KOpo6Ky, nayky ¢ amnynamv uT. f.). Ha 3TUKeTKy UK HENOCPeACTBEHHO Ha NOBEPXHOCTL Tapbl /OGbLIM
CNoco6oM fo/mKHA 6biTb HAHECeHa YeTkas U erkounTaeMas cregyrouas uHopmayms:

4
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- HavMeHoBaHuWe ¥ afpec opraHn3auun-nNpovn3BoOAUTENS;

- TOBapHbI 3HAK OpraHnsauun-npon3soamnTens (Npu Hanmuum);

- TOpProBOe Ha3BaHWe leKapCTBEHHOIo CpefcTBa 1 MexayHapo4Hoe HenaTeHTOBaHHOe Ha3BaHwue (ecnu
OHO MMeeTCA WIN He coBnajaeT C Ha3BaHWMEM JIEKaPCTBEHHOIO CpeaCcTBa);

- nexapcTBeHHas dopma;

- KOJINYECTBO /IeKapCTBEHHOTO CPeCTBa B eANHULIE YNAKOBK/ (B BECOBbIX, 06 bEMHbIX UIWN KONNYECT-
BEHHbIX efuHuLax);

- KOHLUEHTpauusa unm cofepxaHue feicTsyloliero (4eiicTBytoLinx) BewecTsa (BewecTs) (B BECOBbIX,
06BbEMHBIX WM OTHOCUTENbHBIX BEIMUYNHAX);

- aKTMBHOCTb/1IEKAPCTBEHHOIO CPeACcTBa [AN18 6ronpenapaTos, aHTUBUOTUKOB (BeAMHMLAX AEACTBUS)];

- HOMep rocyAapCTBEHHOW perncTpauuu;

- HOMep cepuu 1 gaTa U3roTosneHns (mecsu, rog). flonyckaeTca HOMep cepuun 1 gaTy U3roTOBMEHUA
0603HavaTb CANTHO. Mpy 3TOM NocnegHue YeTbipe UMdpbl B HOMepe 0603Ha4YaloT MeCSL, U rof, N3roTOB/IeHNS
nekapcTBEHHOro cpeacTaa. Lindpol, npegwecTsyowe nociegHNM YeTbipeM, ABASIOTCA NPON3BOACTBEHHbIM
HOMepoM cepuu;

- CpOK rogHoctu (Mecsu, roa);

- YCNOBUA XpaHeHus;

- Hagnucb «[ns XMBOTHbIX»;

- €cnoco6 NpuMeHeHus;

- Mepbl NPefoCTOPOXHOCTU NPV NMPUMEHEHUN STEKAPCTBEHHOIO CPEACTBA;

- MHbopmauus 0 NOATBEPXAEHUN COOTBETCTBUSA,

- 0603HayYeHne [OKyMeHTa, TpeboBaHUAM KOTOPOro COOTBETCTBYET JieKapCTBEHHOE CPefCcTBO AN
XUBOTHbIX.

5.2.1 Ecnu opraHu3auusa-nponsBoguTesib U3roTOBNSAET SlIeKapCTBEHHOE CPefACcTBO «OasiK-MpoAyKT»,
npefHasHayeHHoe AN nocnegyoLero acoBaHns UM N3roToB/IEHUSA NIeKapCTBEHHbIX POPM, B MapKMpoBKe
noTpebuTenbCKOW Tapbl ONOHUTE/NbHO YKa3biBatoT;

- HaMMeHoBaHve, agpec 1 TOBAPHbI 3HaK (MPW HaANYUKN) opraHn3alum-npon3BoanTeNs NekapcTBEHHO-
ro cpefctea «b6ank-npoaykT»;

- HaAMUCb «YNakoBaHO».

Howmep cepumn ynakoBaHHOro B NOTPeBUTENBLCKYIO Tapy IeKapCTBEHHOTO cpeAcTBa npuceanBaeT opraHu-
3auua-npousBoanTenb. OCyLecTBMBLIAas hacoBaHne B NOTpebUTeNbCKYIo Tapy.

[laTy n3roToBsieHNs 1 CPOK FOAHOCTUN UCUUCASIOT OT AaTbl U3rOTOB/IEHNS OpraHu3auuneii-npom3soguTe-
nem nekapCTBEHHOro cpeAcTBa «6ank-nPoayKT».

5.2.2 EcnvopraHusauuns-nponssofmTe b OCyLLEeCTBASET TO/IbKO yNaKoBKY JlIeKapCTBEHHbIX CPeACTB, Ha
ynakoBKke AONO/HUTENIbHO YKa3blBaloT:

- HavMeHoBaHuWe ¥ afpec opraHn3auMn-NnpPon3BoANTENS, OCYLLECTBMBLLEN YNAKOBKY;

- HaAnNucb «YNakoBaHO».

5.2.3 Tpu N3roToBNEHNM NTEKAPCTBEHHBIX CPEACTB «Ha 3aKa3» [ONO/IHUTE/IbHO YKa3bliBalOT HAMMEHOBa-
HVe. afpec 1 ToBapHbIN 3HaK opraHu3aumm, no 3akasy KOTOpOW NpousBefeHo NnekapcTBeHHOe CPefCcTBo.

5.3 [lonyckaeTcs Haamnynax, atakxe ToonKax-kanenbHuuax, dsiakoHax BMECTUMOCTbIO He 60/1ee 5 Mn
yKasblBaTb TOMbKO;

- HavMeHOoBaHWe opraHun3auun-Nnpon3BoanNTens;

- TOpProBoe Ha3BaHue /IeKapCTBEHHOIO CPeACTBa,;

- ero KOHUEHTPaLuuio Nan akTMBHOCTb;

- 06beM WM Maccy JIeKapCTBEHHOIO CPe/CTBa,;

- CPOK rofHoCTY;

- HOMep cepun.

5.4 B MapKupoBKe KOMMJEKTa aHTMBMOTMKA C pacTBOPUTEIEM Ha nauke, KOpobke cnedyeT yKasbiBaTb
HOMep cepun aHTMBMOTNKA U HOMEP Cepyn PacTBOPUTENS, a Takke CPOK FOAHOCTN /IeKapCTBEHHOTO CPeaCcTBa,
BXOAALEro B KOMMMEKT, C HAMMEHbLUVM CPOKOM FOAHOCTH.

5.5 B MapKkMpoBke MHOro4030BbIX CTEPU/bHbIX NIEKAPCTBEHHbLIX CPEACTB AONOMHUTENBHO yKa3biBaloT
CPOK rO4HOCTU NNeKapCTBEHHOIO CpeAcTBa Nocsie NepBoro BCKPbITUA YNakoBKK.

5.6 MpepynpeauntencHble Haanucn («kKanenbHo» «MepesynoTpebneHnem B36anTtbiBatb» UT.A.) BMap-
KNPOBKe NlekapCTBEHHOro CpeAcTBa HEO6XOAVMMO YKasblBaTb, €C/IM OHV OrOBOPEHbI B OKYMEHTE Ha neka-
pPCTBEHHOE CPefCTBO KOHKPETHOro Buaa.

5.7 CbIBOPOTKM NOCTYNatoT B 06paLLeHre c ykazaHneM, 13 KpoBu, Nnasmbl KPOBUW, OPraHoB, TKaHel Kako-

r0>XXVMBOTHOTO OHU NOJyYeHbl, BaKLMHbI — CyKa3aHueM nuTaTesibHol cpefbl, UCNOb30BaHHO 4151 pa3MHOXe-
HUS BUPYCOB U GakTepuii.
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5.8 B MapkvupoBKy NieKapCTBEHHbIX CPEACTB, 3aperncTpUpoBaHHbIX Kak CTepUsibHbIe, BKIOYAOT Haj-
nucb «CTepunbHO». N8 MHBEKLMOHHBIX NEeKapCTBEHHbIX CPeACTB cneayeT yKasbliBaTb CNOCO6 BBefEHUS:
«BHYTPMBEHHO». «BHYTpUMbILLEYHO». «[1OAKOXHO», «BHYTPMMBbILLIEYHO U NOAKOXHO». EC/IM MHBbEKUUOHHOE
NleKapCTBEHHOE CPeACTBO MOXET BBOAUTLCA BCEMMU CNOCO6aMU, TO YKa3bIBAIOT «/15 UHBEKLMWA».

5.9 HapkoTuuyeckue nekapcTBeHHble CpeCcTBa AO/KHbI UMeTb HagNUCb «HapkoTuyeckoe».

5.10 TcuxoTpornHbie NeKapCTBEHHbIE CPEACTBa AO/KHbI UMETb HAANUCL «[TCUXOTPOMNHOE».

5.11 CunbHofeNCcTBYyOLME NEKAPCTBEHHbIE CPEACTBA A0/DKHbI MMeTb Haanuck «CuNbHOAENCTBYIO-
wee».

5.12 FomeonaTtnyeckune fekapCcTBEHHbIE CPeACTBA AO/HKHbI UMEeTb HaAMUCb «omMmeonaTtnyeckoe».

5.13 B MapKupoBKy NleKapCTBEHHbIX CPEACTB, NOJYYEHHbIX U3 PACTUTE/ILHOIO ChIPbS, BKIOYAKOT Haj-
nuck «MpoayKuus npoLlna paguauoHHbIi KOHTPOIbY».

5.14 JlekapCTBeHHble cpeAcTBa, NpeAHasHavYeHHble A9 OLEHKN nX 3 EeKTUBHOCTH, UMEKOT HAANUCh
«[INA KNMHUYECKNX NccnepoBaHunii».

5.15 B MapKkvpOBKY J/leKapCTBEHHbIX CPeACTB, MOIYYEHHbIX W3 TEHeTUYeckn MoaucMLMpPoBaHHOIO
CbIpbsl, BK/IOYAIOT OHY 13 cneaytoLwnx Hagnuceli: «FeHeTuyeckn MoantnLMpoBaHHble». «Ha OCHOBE reHeTu-
4yeckn MoANMULIMPOBAaHHbIX NUCTOYHUKOB». «CoAepXaT KOMNOHEHTbI, MOyYeHHbIe U3 reHeTUu4eckn moguduum-
pPOBaHHbIX NCTOYHUKOB.

5.16 B MapKupoBKy flekapCTBEHHbIX CPEACTB, NpefHa3HauYEeHHbIX UCKTIOUYUTESBHO 4151 3KCNOopTa, BKIIO-
YyalT HaAnMCb «TO/bKO AN1S aKCcmopTa.

5.17 Ha ynakoBKy NekapCTBEHHbIX CPeLCTB B NOTPe6UTENbCKO Tape HAHOCAT LUTPUXOBOW KO MeXay-
HapogHoli cuctembl Hymepauun EAN (Mpu Hanmuumm).

LLITpMXOBOW KO, HAHOCAT TMNOrpadICKMM CNOCOOGOM Ha 3TUKETKY UM HENOCPEACTBEHHO HA NOTPEOUTENb-
CKyto Tapy (mauky, naket, Ty6y u 1.4.).

JlonyckaeTcs HaHOCWTL LUTPUXOBONM KOA Ha OTAENbHYH 3TUKETKY, [OMNO/IHUTE/IbHO HaknenBaemyo Ha
noTpebuTenbckyo Tapy.

5.18 Ha aTukeTke rpynnoBoi Tapbl WK HENOCPEACTBEHHO Ha NMOBEPXHOCTU TPYMNoOBOI Tapbl NMOMUMO
[JaHHbIX, MepeyncneHHbIX B 5.2. nomeLyaloT cBejeHns 0 Yncie NnoTpebuTenbCkUX ynakoBoK B e AMHULLE TPYNno-
BOI1 Tapsbl.

5.19 3TUKeTKM U3roTOB/AIT N3 3TUKETOYHON Bymary mapku A nnn B no FTOCT 7625, nnnm menoBaHHO
6ymaru mapku O no FOCT 21444. unn odceTHoli 6ymarn No 1 unm No2 maccoii 1 m20T160 o 70 rmapokA. B. B no
FOCT 9094. unu nucyeit 6ymarn no FOCT 18510. unuv gpyroii 6ymarv no ka4ecTBY He HUXe yka3zaHHol. Jonyc-
KaeTcs MPUMEHATb 3TUKETKM C INNKOL OCHOBOW.

5.20 Kpacka, npumeHsiemMas A5 HaHeCeHNs MapkUpoBKW, J0/MKHA ObITb BOLOCTONKOW, He NNNKON, He
cTupaemMoi.

5.21 OdopmneHne Bcex 3/IeMEHTOB YNakoBKN OAHOrO SIeKapCTBEHHOrO CpeAcTBa A 0/IKHO UMETb ean-
Hoe WpUdTOBOE, KOMMO3ULIMOHHOE U LIBETOBOE pelleHune. Bece TeKCThI, MoMellaeMble Ha 3TUKETKe, JODKHbI
6bITb YETKMMMW, KOHTPACTHLIMU, NTETKOYUTAEMbBIMU.

5.22 JlekapCTBEHHOE CpeACTBO, ynakoBaHHOE B MOTPEOUTENbLCKYI Tapy, A0/HKHO ObiTb CHaGXeHo
WHCTPYKLUMENR NO NPUMEHEHUIO.

B rpynnosyto Tapy BKNaAblBaOT UHCTPYKLMIO MO NPUMEHEHWIO NIeKapCTBEHHOIO CPe/CcTBa B KO/IMYeCTBe,
npefycMOTpeHHOM B [JOKYMEHTe Ha SiekapCTBEHHOEe CPeACTBO KOHKPETHOro Buja.

WHCTPYKUMS MO NPUMEHEHUNIO NIEKAPCTBEHHOMO CPeACcTBa Ao/MKHa ObiTh HaneyaraHa Ha Tunorpadckoi
6ymare No 1 nnm No2 maccoit 1m240 rno FOCT 9095 mnnu nucueit 6ymare No2 maccoit 1 mM263 rno FOCT 18510,
unu odpceTHoit 6ymare No 1 nnm No 2 maccoli 60—70 r mapok A. B, B no TOCT 9094. unu gpyroii 6ymare no
KayecTBY He HUXe YKa3aHHOM.

Ecnu pa3mepbl naykn, KOpobku AONyCKalT, TO CoAepXaHne WHCTPYKLMKU NO MPUMEHEHMNIO HAHOCAT Ha
NMOBEPXHOCTb NOTPEOUTENLCKON Tapbl.

5.23 Tpu ynakoBblBaHUN /IEKAPCTBEHHBLIX CPEACTB B ALWMKA UM TEPMOYCA0UHYIO NIEHKY B KaXAylo
eiNHULLYY TPAHCNOPTHOW Tapbl NOMeLLLaT YNakoBOYHbIM INCT C yKasaHUeM:

- HaMMeHOBaHUSA opraHu3auun-NnpPon3BoaUTENS:

- TOpProBOro Has3BaHWsA JIeKapCTBEHHOro CpeAcTBa,;

- HOmepa cepuu;
yrcna ynakoBOYHbIX eUHULL B ALLMKE;

- (haMuIMm Wan Homepa ynakoBLUMKa.

5.24 HaaTukeTke TPaHCMOPTHON Tapbl AN HENOCPEACTBEHHO HA MOBEPXHOCTM TPAHCNOPTHOW Tapbl yka-
3bIBAIOT:

- HaumeHoBaHue 1 afipec opraHn3auun-npPousBoAnTeNs;

- TOBapHbIi 3HAK OpraHn3aLum-npom3BoauTeNs (Npu Hanuunm);
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- TOProBoe Ha3BaHve N1eKapCTBEHHOro cpeacTaa:

- HOoMmep cepuu;

- CPOK rofHOCTU;

- Hagnucb «[ns XMBOTHBIX»;

- YXCNO YNaKOBOYHbIX €AMHUL, B TPAHCNOPTHON Tape.

5.25 TpaHcnopTHas MapKupoBKa SIeKapCTBEHHbIX CPeACTB [0/hKHA COOTBETCTBOBAaTb TpebOBaHWUAM
FOCT 14192 ¢ HaHeceHVeM MaHUNYNALMOHHbIX Haanuceli 1 3HakoB onacHocTu no FOCT 19433. koTopble yka-
3bIBalOT B [IOKYMEHTE Ha JSIeKapCTBEHHOE CPEeCTBO KOHKPETHOro BuAa.

5.26 CoBMelLeHVe TPaHCNOPTHOM MapKPOBKM N MapKUPOBKM C flaHHbIMK 06 ynakoBaHHOW NpoayKuuu
Ha 0fiHOIi CTOPOHE TPaHCNOPTHON Tapbl He AonyckaeTcs. VcknloyeHne cocTaBnseT MapkupoBka MeLLKoB, Ha
KOTOPbIX MapKMPOBKY, COAEPXaLLY0 flaHHble 06 ynakoBaHHON NPOoAYyKLMKN, HAHOCAT NOA4 TPAHCNOPTHOWN MapKu-
poBKOIA. [lonyckaeTcs HAHOCUMTb MapKMPOBKY Ha CepefuHy GYMaXHOro Mellka WUan Ha ByMaHble Apblku
cornacHo NOCT 14192 .

6 TpaHcnopTupoBaHue

6.1 TpaHCNoOpTUPYHOT NIeKapCTBEHHbIE CPeACTBA B 3aKPbITbIX TPAHCMOPTHbLIX CPEACTBAX U KOHTelHepax
no FOCT 20435 Bcemu BMgamMu TpaHcnopTa B COOTBETCTBMM C NpaBuiamy NepeBo30K, AeVCTBYOLWNMN Ha
COOTBETCTBYIOLEM BUAE TPaHCNOPTa, U AONONHUTE/IbHBIMU TPeboBaHWAMU, YKa3aHHbIMWU B flOKYMEHTE Ha
NlekapCTBEHHOE CPeiCTBO KOHKPETHOIO BMAA.

6.2 TpaHcnopTupoBaHue fekapCTBEHHbIX CPeACTB B paiioHbl KpaiiHero Cesepa 1 npupaBHEHHbIE K HUM
MECTHOCTM OCYLLEeCTBAAT B COOTBETCTBUN C TpeboBaHnsamu FTOCT 15846.

7 XpaHeHwne

7.1 XpaHeHuWe nekapCTBEHHbIX CPeACTB OCYLLECTBASAIT C CO6MI0AEHNEM YC/I0BUIA, COOTBETCTBYIOLLUX
rpynne /1 FOCT 15150. na0NoNHUTENbHbIX TPE60BaHMIA, yKa3aHHbIX B AJOKYMEHTE Ha IeKapCTBEHHOE CPeLCTBO
KOHKpeTHOro Buga.

7.2 XpaHeHue nekapCTBEHHbIX CPEeACTB, OTHOCALMXCA K cnuckaM A 1 b [2]. npoBoAAT B COOTBETCTBUN C
npasuaaMu XxpaHeHus, yueTa, 0OTnycka n TpaHCMOPTUPOBAHUSA AA0BUTbLIX, HAPKOTUYECKNX N CUTbHOAEKCTBYIO-
LLNX SIEKAPCTBEHHbIX CPE/CTB, YTBEPXKAEHHbIMU B YCTAHOB/IEHHOM MOPSAAKE.

7.3 XpaHeHue B3pbIBOOMACHbLIX W fIETKOBOCM/IAMEHAOWNXCA JIeKapCTBEHHbIX CPeACcTB MPOBOAAT B
0TAe/IbHOM NOMELLLeHVUN BCOOTBETCTBUM CYyCTaMOB/IEHHbIMW TPEGOBaHNAMMW NMPOTUBONOXAPHON 6€30MacHOCTH.

7.4 XpaHAT IekapCTBEHHbIE CPeACTBA B CyXUX, YACTbIX U BEHTUNINPYEMbIX NMOMELLEHUAX.

7.5 NekapcTBeHHble CpeAcTBa B rpynnoBOi MM TPAHCMOPTHOW Tape cieayeT XpPaHUTb Ha cTennaxax
Unn noafoHax B Wtabensax, yCTaHOB/IEHHbIX HA TBEPAOM OCHOBaHWM, obecneynsaroLLemM paBHoBecuKe.

Jonyctumas BbicoTa WTabens — ABa-Tpu spyca NOAA0HOB C Tapoid, YCTAHOB/IEHHOW MpW yC/roBun
COXpaHeHWs yCTONYMBOro paBHOBECUA. Mexay OTAe bHbIMU CTeNaxXaMmn 1 WTabensamm 4oKHbI ObITb NPOXO-
Abl. 06ecneunBaroLe cBO60AHOE NEpeaBKEHNE NPY YKNaAblBaHUM YNakOBaHHOW NpoayKuum, oTéope Npob 1
Apyrux pabortax.

7.6 HeponyckaeTtcs xpaHeHue eKapCTBEHHbIX CPEACTB /15 )KMBOTHbIX COBMECTHO C AflOXMMUKaTamu.

7.7 CpOKrofHOCTU NYC/I0BUA XpaHeHUs ycTaHaB/IMBaeT opraHm3aLlma-npousBoamTesib B OKYMEHTE Ha
NlekapCTBEHHOE CPeiCTBO KOHKPETHOIO BUAA.

TemnepaTtypHblii pexuM XpaHeHWs JoMNyCcKaeTCa 3anncbiBaTb C yHETOM HUXXHETO M BEPXHETO Npeaesnos
UK TONILKO BEPXHEro npejena.
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MpunoxeHne A
(pekomeHayemoe)

Buabl noTpebuTenbcKoii Tapbl, YKynopouHble CPpeAcTBa U MeTOoAbl YKYNopuBaHus

Ta6nuuya Al — Buabl noTpebuUTenbCKOW Tapbl, YKynopoyHble CpeAcTBa 1 MeToAbl YKynopuBaHus

JNlekapcTBeHHasn
chopma

Mopowkn wn
rpanynbl

TabneTku

Bua noTpebuTenbcKoi Tapbl

MakeT 13 nonuaTuneHosol nneHkn no FOCT
10354

MakeT U3 NONIMMEpPHbIX MaTepuanos
OfHOA030BasA KOHTYpPHas ynakoska
MonuatuneHosble mewkn no FOCT 17811

BymaxHble mewkn no FTOCT 2226 unu 6ymax-
Hble HenponuTaHHble MeWkKW C BHYTPEHHUM no-
KpbITUEM U3 antoMUHUEBOW honbru

BymaxHble mewkn nofOCT 2226 ¢ NNEHOYHbI-
MU mMewkamu-Bknagbiwamu no FOCT 19360 nnun
nonuatuneHosble Mewkn no FOCT 17811. wnawn
nakeTbl U3 NOAU3TUNEHOBOW nneHkn no FOCT
10354

Mewkn 13 nonumepHbix naeHok no FOCT P
51720

BaHka U3 NONM3TU/IEHA BbICOKOTO AaB/eHUs ¢
BWHTOBOI ropnosuHoii no FOCT 16337

BaHka W3 cTekomacchl C BUHTOBOWA ropnosu-

HOUN

MonumepHas 6aHka Kpyrioro ceyeHus

®dnakoH M3 ApoTa UAU cTekomacchl

Msarkue cneumanusnpoBaHHble
pas3oBOro ncnosib3oBaHnAa

KOHTeWHepbl

KoHTypHas sAuvelikoBas wunun 6e3bavelikoBas
ynakoBka.

KapToHHada nayka no FTOCT 12303 nnn kopob6ka
13 kaptoHa no NOCT 12301

MakeT u3 nneHkn nonuatunexosoit no FOCT
10354.

KapToHHas nayka no FOCT 12303 nnn kopob6ka
13 kapToHa no NOCT 12301

MakeT N3 NONMMEPHBLIX MaTepuanos,
KapToHHas nayka no FOCT 12303 nnu kopobka
13 kaptoHa no FOCT 12301

MakeT 13 napaduHUpOBaHHOW 6Gymarm no
FOCT 9569.

KapToHHasa nayka no FOCT 12303 nnm kopob6ka
13 kaptoHa no NOCT 12301

YXynopoumoe CpeacTBa Unu MeToz yKynopusaHus

TepmocBapusaHue

TepmocBapuBaHue
TepmocBapuBaHue
TepmocBapuBaHue

CwuBaHne unn cknenBaHue

TepmocBapuBaHue MOMNITUIEHOBOIO BKNa-
Abllla UM NAeHOYHOro naketa n cwmMBaHue nnn
cknenBaHne BymaxHOro mewka

TepmocBapusaHue

HaBnHuUnBaemMas nnacTMaccoBas Kpblllka C
nnactMaccoBoii POBHOW uAM OTGOpPTOBaHHON
nNpoKNagKoii, Nnn NPoKNafKoi ¢ ynaoTHUTeNbHbI-
MU 371eMeHTaMu, WM NpokNagKkoii KapTOHHOW C
[ABYCTOPOHHWM NOMIM3TUNEHOBBIM NMOKPbITUEM

HaBuHunBaemas nnacTtmaccoBas Kpbillka C
nnacTMaccoBoil POBHOW uAM 0OT6OpPTOBAHHON
npoknagkoi, M NpokNaaKoi ¢ ynOTHUTENbHbI-
MU 3n1eMeHTamMu, WAU NpoKnajKoll KapTOHHOW C
[BYCTOPOHHWUM NONMN3TUNEHOBLIM MOKPbITUEM

MnacTmaccoBas HaTArMBaemas KpbllKa

PesnHoBas npoGKa C aNloMUHMEBBIM KoNnau-
KOM

HaTsirnBaemas nonumepHas Kpbilka UM me-
Tannuyeckas 3akpbiBaeMas KpbllKa C Pe3uHOBOIA
npoknagkom

TepmocBapusaHue

CkneuBaHue

TepmocBapuBaHue

CkneunBaHue

TepmocBapuBaHue
CkneuBaHue

CkneunBaHune



MpogonxeHne Tabnunubl A.l

JlekapcTBeHHas .
Bug noTpebutensckoii Tapbl
hopma
Tabnetkn MakeT n3 nepramenta no F'OCT 1341
MnacTtmaccosas nNpobupka NanM cTakaHuynk
BaHka 13 nonmaTuaeHa BbICOKOro AaBNeHNs ¢
BWHTOBOI ropnosuHoii no FOCT 16337
BaHka 13 cTeknomacchl ¢ BUHTOBOW ropaoBu-
HOWA
MonumepHas 6GaHKa KpPyrnoro cevyeHus Ans
NeKapCcTBEHHbIX CPeacTB
BaHka 13 cTekomacchbl C TPeyro/fibHbIM BEeH-
YMKOM
®nakoH U3 ApoTa UM cTekomacchl Ana ne-
KapCTBEHHbIX CPEACTB
Xwnpkne ne- dnakoH 13 cTeKnomMacchbl C BUHTOBOI ropno-
KapCTBEHHble BUHOM
thopmbl
®nakoH U3 apoTa UnuM cteknomacchbl
dnakoH-kanenbHuLa
T 6uk-kanenbHuya
ByTbinka gna nuuieBbix xugkocTteli no FOCT
10117.1.10117.2
CtanbHasa 6ouyka no FOCT 13950
MonumepHasn 6ouka
NlekapcTBeH- CTeknaHHaa 6yTbinka ANS KPOBWU, TpaHCcdy-
Has dopMa ANA  3UMOHHbLIX U UH(Y3NOHHLIX npenapaTos no FOCT
NHbEeKL WA 10782 tunos:

CTeknsiHHasi amnysaa c NnepexnmMmom,
KapToHHaa nayka no FOCT 12303

FOCT P 52683—2006

Y«ynopouroe cpefcTBO UM MeTof yKynopueaHus

CkneuBaHue
MnacTmaccoBas npo6ka

HaBnHuUMBaemasi nnacTMaccoBas Kpbillka C
naactmMaccoBoii poBHOW WAW OTGOPTOBAHHOWA
npoknaAKoi nan NpokNagKkoi ¢ ynnoTHUTEeNbHbI-
MU 31eMeHTaMu, NN KapTOHHO NpoKnaakon ¢
[BYCTOPOHHUM NOMIN3TUIEHOBbIM NOKPbITUEM

HaBnHuUMBaemas nnacTMaccoBas Kpbillka C
nnactMaccoBoli POBHOW WAM OTGOPTOBAHHOI
npoknaakoi uAn NpokNaAKo ¢ ynnoTHUTENbHbI-
MW 371eMEeHTamMu, UM KapTOHHOI nNpoknajkoii ¢
[BYCTOPOHHUM NONIN3TUIEHOBbIM MOKPbITUEM.

AnoMUHNEBas Kpbllika ¢ Npoknajkoii n3 na-
MUHWPOBAHHOTO KapToHa

Hatarmeaemas nonumepHas KpbiliKka Uam no-
nnmepHas npo6ka ¢ aMmopTM3aTopoMm

MnactmaccoBasa HaTarnBaemas Kpblllka C
YNAOTHAKLWNM 3/IEMEHTOM

Mnactmaccosas nNpo6ka € yNJAOTHUTENbHbLIM
3M1eMEeHTOM.

ANOMUHMEBBI/i KONMA4YyoK C Pe3nHOBOW npo-
6KoiA

HaBnHuUMBaemas nnacTMaccoBas Kpbilika C
nnactMaccoBoli AN NONNITUNEHOBON NPOGKOIA.

MeTannunyeckas 3akaTbiBaemMas  Kpbllika,
o6ecneunBatolLas KOHTPONb NEPBOro BCKPbITUA
C NONN3TUNEHOBOI Npo6Koii

Pe3nHoBas npob6ka c aftOMUHUEBBLIM KO/anay-
KOM

HaBunHuMBaemas nnactmaccoBasi Kpbllika C

NoNM3TUNEHOBOW Npo6Koii-kanenbHUUeir uam
nosMaTUNEeHOBOM NPO6KOWA

TepmocBapusaHue

MeTannnyeckas 3akaTbiBaeMasi Kpbillka C
pPe3nHOBOI NPOKIafKoiA.

Kom6uHupoBaHHast NoNuWaTuneHoBas WAn

KopkoBas npo6ka no FOCT 5541, repmeTunsnpy-
eTcsa CMOJKol

HaBnHUMBaemas Kpblllka C Pe3NHOBOI Npo-
Knagkoi

HaBuHYMBaemas KpbllKa C pe3MHOBOI npo-
Knagakomn

PesuHoBass npo6ka C aftoMUHWEBO nNpo-
KNaAKoi 1 BYMA antoMUHNEBLIMU KONMaykamu.

PesnHoBas npo6ka c ABYMS asioMUHUEBLIMU
Konnaykamu

PesnHoBas npo6ka C a/ltOMUHUEBBLIM KOMay-
KOM

3anausaHue cte61a amnybl
CkneuBaHue
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OkoHuaHue Tabnuubl A. 1

JNlekapcTBeHHas o
Bug noTpebutensckoii Tapbl
copma
NekapcTBeH- CTeknAaHHas amnyna [Ana eKapCTBEeHHbIX
Haa topma Ana  CpepjcTs.
NHBbEKL Wi KapToHHasa nayka no FOCT 12303

dnakoH U3 gpoTa WUAK CTeknoMacchl Ans ne-
KapCTBEHHbIX CPeACTB

Wnpuy-TI061K pa30BOro NPUMEHEHUS,
KapToHHas nayka no FOCT 12303 naun kopo6-
Ka n3 kaptoHa no roCT 12301

MonumepHble eMKoCTH

Masu, Kpembl,
nacrthl, NUHK-
MEHTbI

AnloMuHneBas Ty6a

BaHka 13 cTekiomacchbl C TPeyrofibHbIM BEH-
YNKOM

BaHKa U3 cTeknomacchl C BUHTOBOI rop/ioBu-

HOWN

MonumepHble 6aHKn

KoHTypHaa 6e3bsayeiikoBas ynakoBka
MonunaTtuneHosas 6ouka
MeTtannuyeckasn cpnsira no FOCT 5037

CynnosnTo-
pun

KoHTypHaa fAdvelikoBas unum 6e3bAveiikoBas
ynakoBka,

KapToHHas nayka no FOCT 12303
Kancynsl Mpobupka n3 gpota

BaHkKa 13 cTekomacchbl C TPeyrosibHbIM BEH-
YMKOM

MonumepHas 6aHka Kpyrioro cevyeHus

BaHka M3 cTeksiomacchl C BUHTOBOIA ropnosu-

HOU

KoHTypHas 6e3bsueiikoBas unu sueiikosas
ynakoska

A3po30/u CTeKNSAHHbIN a3p030/bHbIN 6aN/IOH C 3aWuT-

HbIM MNOJIN3TUMNEHOBbIM WUAN NOSIMMEPHbLIM MNO-
KpbiTEM

MeTannnyecknii aapo3oibHblii 6anioH

Mnactbipn KoHTypHas 6e3bsiyeiikoBas ynakoska

KapToHHasi nayka no FOCT 12303

YKynopouHoe CpefCcTBO UM MeTOo[, yKynopuBaHus

3anauBaHue cTeb6ns amMmnynsbl

CkneunBaHune

Pe3uHoBas npob6ka c aNtOMUHMEBBLIM Kosinay-
KOM

TepmocBapuBaHue
CknensaHue

TepmocBapuBaHue

MHororpaHHbIi Nn1acTMaccoBblii GYLIOH.

KOHYCHbIl yANWHEHHbI pudNeHbliid nnacT-
MaccoBblii Gyl OH

MnactmaccoBas HaTArmBaemas
YNNOTHAOWNM 3N1EMEHTOM

KpbilWwKa ¢C

HaBuHuMBaemas nnactmaccoBas Kpbillka C
nnactMaccoBOii NPOKNaAKoi, KapTOHHOW npo-
KnaaKoil ¢ ABYCTOPOHHUM MOMUITU/IEHOBLIM MNO-
KpbITUEM

HaBuMHUMBaemMas nnactmaccoBas Kpbillka C
nnacTMaccoBOil NPOKIaAKoi, KapTOHHOW npo-
KnaaKoil ¢ ABYCTOPOHHUM MOMUITU/IEHOBLIM MNO-
KpbITUEM.

HatarnBaemas Kpbllika

TepmocBapusaHue
HaBuHuMBaemas Kpbilwka

Kpbiwka MeTannmyeckas ¢ pe3MHOBOW Mpo-
KnazKow

TepmocBapuBaHue

CkneuBaHune

MnacTmMaccoBas Npo6ka C YyNJIOTHUTENbHbBIM
3anemMeHTOM

MnactmaccoBass HaTtsarnsaemas
YyNNOTHAOWNM 3N1E€MEHTOM

KpbilwkKa C

HaTtsiruBaemas nofMmepHas Kpbilika.
MonumepHas npo6ka

HaBvHYMBaemMasi nnactmaccoBas Kpbilka C
nnacTMaccoBO nNpoknagkol WAM KapTOHHOW
NPoKIajKoi ¢ ABYCTOPOHHUM MOSIM3TUIEHOBbIM
nokpbITUEM

TepmocBapusaHue

HaXXWMHOW knanaH HenpepbIBHOTO AeiCTBUA.
HaxunmHol fgo3upylownii knanaH

HaXnMHoI knanaH HenpepbIBHOTO JeicTBUA.
HaxumHoli go3npytowmnii knanaH

TepmocBapuBaHue

CkneunBaHune

MpumeuaHue —YkasaHHble a Tabnuuye 1Tapa v yKynopouHble CPeACTBa, KOTOPble HE CTaH4apTU30BaHbl Ha
HauWoHaNbHOM YPOBHE, N3TOTaB/AMBAKT MO HOPMATUBHON AOKYMEHTALUN HA Tapy UM YKYNOPOUYHOE CPeACTBO KOHKpeT-
HOro BuAaa. JonyckawTcs WHble BUAbI Tapbl, yNaKOBOUYHbIX MaTepuasios, yNnakoBOUYHbIX CPEACTB (B T.4 UMMNOPTHbIE), 40-

nyuleHHble K MTPUMEHEeHN0 B YCTAaHOB/IEHHOM nopsagke.
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M3mcuH-HMe Ne 1 TOCT P 52683—2006 CpeacTBa nekapcTBeHHble .via BeTe-
PUHAPHOIro MPUMEHEHVA. YTNakoBKa, MapKUpoBKa, TpaHCropTupoBaHue n xpa-
HeHve

YTBep>KaeHo 1 BBeAeHO B AelicTBue Npukasom denepanbHOro areHTCTsa Mo
TEXHUYECKOMY PErynnpoBaHuio H MeTponorum oT 27.06.2013 Ne 210-cT

[MaTta BBegeHna — 2014—01—01

Pasgen 1 A63aL, f0MONHW TbcCbinkoii: |3].

Paspgen 2. ickntounTb cebinky Ha FTOCT 10117.1—2001 v ero HaMmeHoBsa-
Hue;

3amMeHuTb ceblKy: TOCT 12301—81 Ha TOCT 12301—2006:

ana TOCT 13950—91 3amMeHUTb CNOBO: «3aKaTaHHble» Ha «3aKaTHble*.

MyHKTbI 4.11. 4.13. 3aMeHUTb C/loBa: «1eKapCTBEHHbIe CpeAcTBa» Ha «ne-
KapcTBeHHble npenapartbl* (4 pas3a).

MyHKT 5.2 N310>KnTb B HOBO!) pegakumnu:

«5.2 JlekapcTBeHHbIe MpenapaThbl, 3a UCKIIOYEHNEeM NeKapCTBEHHbIX Mpe-
rnapaToB. M3roTOB/NEHHbIX BETEPUHAPHBLIMW anTeYHbIMU OpraHM3aunaMmn, NH-
AVBUAYaNlbHBIMU NPeAnPUHUMATENSMN, >LUEIOLINMW NNLEeH3NI0 Ha dapma-
LIeBTUYECKYIO AesiTeNbHOCTb, AO0/MKHbI MOCTynaTh B obpalleHue, ecnu:

1) Ha X NepBUYHON yrakoBKe (3a WUCKMOYEHWEM MEPBUYHOM YyMaKoBKM
NeKapCTBEHHbIX PacTUTE/bHbIX MPenapaToB) XOPOLUO YMTAEMbIM LLPUDTOM
Ha PYCCKOM A3blKe yKasaHbl:

- HanMeHoBaHWe OpraHM3aLMnN-NPoON3BoANTENA U ee TOBAPHbIV 3HaK (Mpwu
TCXHUYCCKOWM BO3MOXXHOCTW);

- HavMeHOBaHMe NleKapCTBEHHOro Mpenaparta (MeXxAyHapoAHoe HenaTeH-
TOBaHHOE. WU XMMUYECKOe, WA TOProBoe):

- HOMep cepuun:

- Aata Bbinycka (41 MMMYHOGMONOrMYEeCKNX NeKapCcTBEHHbIX Mpenapa-
TOB);

- CPOK roAHOCTU:

- [03MPOBKa MMM KOHLEHTpauusi, 06bem, aKTUBHOCTb B eAVHMLIAX Aeli-
CTBUS N KONNYeCTBO f03;

- Hagnucb «[insi BeTepUHAPHOro NPUMEHEHUS»:

2) Ha UX BTOPUYHOI (MOTPE6UTENbCKOW) yNakKoBKe XOPOLUO YUTaeMbIM
LWpnToM Ha pyccKoxi s3blke yKasaHbl:

- HanMeHoBaHWe opraHn3aLMmn-npPon3BoaUTENS, Ce aApec 1 TOBapHbI 3HaK;

- HauMeHOBaHWe NeKapCTBEHHOro npenaparta (MeXayHapoaHoe HenaTteH-
TOBaHHOe WM XMMWUYECKOEe 1 TOProBoe);

- NnekapcTBeHHas dopma;

- KOHUEHTpauus UAn cogep>kaHue OelCTBYHOLLEro (4ecTBYHOLWNX) Be-
uiecTBa (BeLLecTB) (B BECOBbIX, 0ObeXLUIMX UAN OTHOCUTENbHbIX BeMYNHAX);
- aKTUBHOCTb B eNHMNLax JelicTBUSA NN60 KONNMYECTBO A03 B YNaKOBKE;

- KOMMYEeCTBO NIeKapCTBEHHOrO rnpenapara B eVHNLLEe YNaKoBKK (B BeCO-
BbIX. 06BEMHbIX UM KONNYECTBEHHbIX eANHULAX);



(MpogonmkeHne N3ameHeHns 1> 1 K TOCT N 526X3—2006)

- HOMep cepuu 1 gaTa NponsBoacTea |(gara Bbinycka) A1 MMMyHo6MonN0-
rMYyecKNX NleKapcTBeHHbIX npenapatos!. [lonycKaeTcs HOMep cepun n aaty
npov 3B0ACTBa (AaTy BbiNycka) 0603HavaTb CAMTHO. MNpu aToM nocnegHue Ye-
Tbipe UMdpbl B HOMepe 0603HayYaloT Mecsil, 1 rof rnpou3BoAacTea (BbiNycka)
NekapcTBeHHOro npenapara. Lindpbl, npegliecTByowWme nocnefHNUM YeTbl-
pex!. ABNSAOTCA MNPOM3BOACTBEHHBLIM HOMEPOM Cepuu;

- HOMeEp PerncTpaumoHHOro yJoCTOBEPEHUS;

- CPOK rogHocTu;

- cnocob NpumeHeHWs;

- YCNOBUS XPaHEHWS;

- YCNI0BUSA OTMNYCKa,

- npeaynpeguTenbHble Haanuey,;

- MH(bopMaums 0 NOATBEP>KAEHNN COOTBETCTBUS;

- obo3HayeHMe [OKyMeHTa, Tpe6oBaHWSIM KOTOPOro COOTBETCTBYET fne-
KapCTBEHHLI MNpenapart;

- LUTPMXOBOW KogA;

- Hagnuch «[1na BeTEPUHAPHOK MPUMEHEHUS.

MyHKT 5.2.1. MepBbIii ab3ay,. 3aMeHUTb CNOBO: «M3roTOBASET» HA «MPOUN3BO-
ANT»]

nocnegHuii a6sau. 3ameHUTb cnoBa: «[aTy U3roToBaeHUs» Ha «[aTy npo-
M3BOACTBA (JaTy BbiMycKa)»; «AaTbl U3roTOBNEHUS» Ha «gaTbl MPOM3BOACTBA
(8aTbl BbINycKa)».

MyHKT 5.2.3. 3ameHUTb cnoHa: «Mpu n3rotoBneHUn» Ha «Mpu NPou3BoA-
CTBE».

MyHKT 5.3 N310>KNUTb B HOBOW peAakunn:

«5.3 dapmMaLeBTUYeCKMe CybCTaHLMM AOMKHbI NOCTyNaTbh B obpalleHune,
€CNN Ha X MepBUYHONM yNaKoBKe XOpOLUO YnTaeMbix! LLUPUGTOM Ha pycckox!
A3blKe yKa3aHbl: HanMeHoBaHWe hapmaLeBTUUECKOM CyoCcTaHUNN (MexXayHa-
poAHOe HernaTeHTOBAHHOE WAN XMXLIYECKOe WU TOProsoe HavMeHOBaHWW),
HanMeHoOBaHWe NpousBoanTeNns hapmaleBTUYecKon cybcTaHLmm, Homep ce-
PVH 1 Jata Npov3BOACTBa, KOMMYECTBO B YNakoBKe N eAVHULbI U3MepeHus
KONM4yecTBa, CPOK FOAHOCTU N YCNOBUSA XPaHEHUSs».

MyHKTbI 5.4. 5.5. 3ax!cHUTL cnoBa: «1eKapCTBEHHOE CPEACTBO» Ha «ieKap-
CTBEHHbIV npenapatm (3 pasa).

MyHKT 5.6 UCKNOUNTb.

MyHKT 5.7 3n0>KNTb B HOBOW peAakumn:

*5.7 lekapCTBEHHbIe CPEACTBaA B KaYeCTBe CbIBOPOTOK AO/DKHbI MOCTyNaTb
B obpalleHne C yKasaHeM XXNBOTHOIO, U3 KPOBU WX Mna3mMbl KPOBU KOTO-
POro OHW MOMyYeHbI».

MyHKTblI 5.8—5.15. 3aMeHUTb CnoBa: «1eKapCcTBEHHbIE CPeACcTBa» Ha «le-
KapcTBeHHble npenapatbl» (10 pas).
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MyHKT 5.16 NTOXXNTb B HOBOW pejakuunn:

«5.16 YnakoBKa NleKapCTBEHHbIX CPeACTB, MpefgHasHayYeHHbIX NCK/IYN-
TeNbHO [ANs 3KCMOpTa, MapKupyeTcsi B COOTBETCTBUMM C TpeboBaHMAMMN
cTpaHbl-uMnopTepe».

MyHKT 5.17. IckntounTb cnosa: «(Mpu Hanuunm.

MyHKT 5.17. 5.22. 3amMeHUTb CNnoBa: «w1eKapCTBEHHOE CPeACTBO» Ha WieKap-
CTBEHHbIV npenapat (4 pasa).

MyHKT 5.1S. 3amMeHUTb cebinky: 5.2 Ha 5.2. 5.3.

MyHKT 5.24 N3n0XXNTb B HOBOW penakumu:

«5.24 Ha TpaHCnopTHYyIO Tapy, KOTopas He npegHasHavyeHa A1a nortpeéu-
Tenei N B KOTOPYIO MOMELLEHO eKapCTBEHHOe CPeACTBO, HAHOCUT creayto-
LYy NHDopMaLmIO:

- HaMMeHOBaHWEe N MeCTOHaxoXJeHne MPOon3BOANTENA NIeKapCTBEHHOIO
cpeAcTBa (agpec, B TOM 4ucrie cTpaHa v (Mnv) MecTo Mpou3BoACTBa Nlekap-
CTBEHHOIO CpeAcTBa):

- HanmeHoBaHWe NIeKapCTBEHHOro cpeacTaa:

- HOMep cepun;

- AaTy NPOu3BO/CTBA (AAaTy BbINyCKa);

- CPOK FOAHOCTU NeKapCTBEHHOro CPeACcTBa;

- YCNOBUSA XPaHEeHWs 1 NepeBO3KWU NIeKapCTBEHHOr0 cpeacTBa:

- KONNYECTBO BTOPUYHBIX (MOTPebUTeNbCKMX) YyNaKOBOK NeKapCTBEHHOI0
CpeacTBa,;

- HeobxoAnMble NpeaynpeanTeNbHbIE HAAMWCHY;

- Hagnuck «4na BETEPUHAPHOrO MPUMEHEHNS.

Paspgen «<bubnunorpadus» 4ononHNTL nosnuunen — |3]:

»|3) Nfl ®3-61 ot depepanbHblii 3akoH «O6 o6palleHUn nekap-
12.04.2010 CTBEHHbIX CPeacTB*

(MYC.4Ub 102013 T.)



M3mcuH-HMe Ne 1 TOCT P 52683—2006 CpeacTBa nekapcTBeHHble .via BeTe-
PUHAPHOIro MPUMEHEHVA. YTNakoBKa, MapKUpoBKa, TpaHCropTupoBaHue n xpa-
HeHve

YTBep>KaeHo 1 BBeAeHO B AelicTBue Npukasom denepanbHOro areHTCTsa Mo
TEXHUYECKOMY PErynnpoBaHuio H MeTponorum oT 27.06.2013 Ne 210-cT

[MaTta BBegeHna — 2014—01—01

Pasgen 1 A63aL, f0MONHW TbcCbinkoii: |3].

Paspgen 2. ickntounTb cebinky Ha FTOCT 10117.1—2001 v ero HaMmeHoBsa-
Hue;

3amMeHuTb ceblKy: TOCT 12301—81 Ha TOCT 12301—2006:

ana TOCT 13950—91 3amMeHUTb CNOBO: «3aKaTaHHble» Ha «3aKaTHble*.

MyHKTbI 4.11. 4.13. 3aMeHUTb C/loBa: «1eKapCTBEHHbIe CpeAcTBa» Ha «ne-
KapcTBeHHble npenapartbl* (4 pas3a).

MyHKT 5.2 N310>KnTb B HOBO!) pegakumnu:

«5.2 JlekapcTBeHHbIe MpenapaThbl, 3a UCKIIOYEHNEeM NeKapCTBEHHbIX Mpe-
rnapaToB. M3roTOB/NEHHbIX BETEPUHAPHBLIMW anTeYHbIMU OpraHM3aunaMmn, NH-
AVBUAYaNlbHBIMU NPeAnPUHUMATENSMN, >LUEIOLINMW NNLEeH3NI0 Ha dapma-
LIeBTUYECKYIO AesiTeNbHOCTb, AO0/MKHbI MOCTynaTh B obpalleHue, ecnu:

1) Ha X NepBUYHON yrakoBKe (3a WUCKMOYEHWEM MEPBUYHOM YyMaKoBKM
NeKapCTBEHHbIX PacTUTE/bHbIX MPenapaToB) XOPOLUO YMTAEMbIM LLPUDTOM
Ha PYCCKOM A3blKe yKasaHbl:

- HanMeHoBaHWe OpraHM3aLMnN-NPoON3BoANTENA U ee TOBAPHbIV 3HaK (Mpwu
TCXHUYCCKOWM BO3MOXXHOCTW);

- HavMeHOBaHMe NleKapCTBEHHOro Mpenaparta (MeXxAyHapoAHoe HenaTeH-
TOBaHHOE. WU XMMUYECKOe, WA TOProBoe):

- HOMep cepuun:

- Aata Bbinycka (41 MMMYHOGMONOrMYEeCKNX NeKapCcTBEHHbIX Mpenapa-
TOB);

- CPOK roAHOCTU:

- [03MPOBKa MMM KOHLEHTpauusi, 06bem, aKTUBHOCTb B eAVHMLIAX Aeli-
CTBUS N KONNYeCTBO f03;

- Hagnucb «[insi BeTepUHAPHOro NPUMEHEHUS»:

2) Ha UX BTOPUYHOI (MOTPE6UTENbCKOW) yNakKoBKe XOPOLUO YUTaeMbIM
LWpnToM Ha pyccKoxi s3blke yKasaHbl:

- HanMeHoBaHWe opraHn3aLMmn-npPon3BoaUTENS, Ce aApec 1 TOBapHbI 3HaK;

- HauMeHOBaHWe NeKapCTBEHHOro npenaparta (MeXayHapoaHoe HenaTteH-
TOBaHHOe WM XMMWUYECKOEe 1 TOProBoe);

- NnekapcTBeHHas dopma;

- KOHUEHTpauus UAn cogep>kaHue OelCTBYHOLLEro (4ecTBYHOLWNX) Be-
uiecTBa (BeLLecTB) (B BECOBbIX, 0ObeXLUIMX UAN OTHOCUTENbHbIX BeMYNHAX);
- aKTUBHOCTb B eNHMNLax JelicTBUSA NN60 KONNMYECTBO A03 B YNaKOBKE;

- KOMMYEeCTBO NIeKapCTBEHHOrO rnpenapara B eVHNLLEe YNaKoBKK (B BeCO-
BbIX. 06BEMHbIX UM KONNYECTBEHHbIX eANHULAX);



(MpogonmkeHne N3ameHeHns 1> 1 K TOCT N 526X3—2006)

- HOMep cepuu 1 gaTa NponsBoacTea |(gara Bbinycka) A1 MMMyHo6MonN0-
rMYyecKNX NleKapcTBeHHbIX npenapatos!. [lonycKaeTcs HOMep cepun n aaty
npov 3B0ACTBa (AaTy BbiNycka) 0603HavaTb CAMTHO. MNpu aToM nocnegHue Ye-
Tbipe UMdpbl B HOMepe 0603HayYaloT Mecsil, 1 rof rnpou3BoAacTea (BbiNycka)
NekapcTBeHHOro npenapara. Lindpbl, npegliecTByowWme nocnefHNUM YeTbl-
pex!. ABNSAOTCA MNPOM3BOACTBEHHBLIM HOMEPOM Cepuu;

- HOMeEp PerncTpaumoHHOro yJoCTOBEPEHUS;

- CPOK rogHocTu;

- cnocob NpumeHeHWs;

- YCNOBUS XPaHEHWS;

- YCNI0BUSA OTMNYCKa,

- npeaynpeguTenbHble Haanuey,;

- MH(bopMaums 0 NOATBEP>KAEHNN COOTBETCTBUS;

- obo3HayeHMe [OKyMeHTa, Tpe6oBaHWSIM KOTOPOro COOTBETCTBYET fne-
KapCTBEHHLI MNpenapart;

- LUTPMXOBOW KogA;

- Hagnuch «[1na BeTEPUHAPHOK MPUMEHEHUS.

MyHKT 5.2.1. MepBbIii ab3ay,. 3aMeHUTb CNOBO: «M3roTOBASET» HA «MPOUN3BO-
ANT»]

nocnegHuii a6sau. 3ameHUTb cnoBa: «[aTy U3roToBaeHUs» Ha «[aTy npo-
M3BOACTBA (JaTy BbiMycKa)»; «AaTbl U3roTOBNEHUS» Ha «gaTbl MPOM3BOACTBA
(8aTbl BbINycKa)».

MyHKT 5.2.3. 3ameHUTb cnoHa: «Mpu n3rotoBneHUn» Ha «Mpu NPou3BoA-
CTBE».

MyHKT 5.3 N310>KNUTb B HOBOW peAakunn:

«5.3 dapmMaLeBTUYeCKMe CybCTaHLMM AOMKHbI NOCTyNaTbh B obpalleHune,
€CNN Ha X MepBUYHONM yNaKoBKe XOpOLUO YnTaeMbix! LLUPUGTOM Ha pycckox!
A3blKe yKa3aHbl: HanMeHoBaHWe hapmaLeBTUUECKOM CyoCcTaHUNN (MexXayHa-
poAHOe HernaTeHTOBAHHOE WAN XMXLIYECKOe WU TOProsoe HavMeHOBaHWW),
HanMeHoOBaHWe NpousBoanTeNns hapmaleBTUYecKon cybcTaHLmm, Homep ce-
PVH 1 Jata Npov3BOACTBa, KOMMYECTBO B YNakoBKe N eAVHULbI U3MepeHus
KONM4yecTBa, CPOK FOAHOCTU N YCNOBUSA XPaHEHUSs».

MyHKTbI 5.4. 5.5. 3ax!cHUTL cnoBa: «1eKapCTBEHHOE CPEACTBO» Ha «ieKap-
CTBEHHbIV npenapatm (3 pasa).

MyHKT 5.6 UCKNOUNTb.

MyHKT 5.7 3n0>KNTb B HOBOW peAakumn:

*5.7 lekapCTBEHHbIe CPEACTBaA B KaYeCTBe CbIBOPOTOK AO/DKHbI MOCTyNaTb
B obpalleHne C yKasaHeM XXNBOTHOIO, U3 KPOBU WX Mna3mMbl KPOBU KOTO-
POro OHW MOMyYeHbI».

MyHKTblI 5.8—5.15. 3aMeHUTb CnoBa: «1eKapCcTBEHHbIE CPeACcTBa» Ha «le-
KapcTBeHHble npenapatbl» (10 pas).



(MpogonykeHne iameHeHnsine ! K TOCT P 52683—2006)

MyHKT 5.16 NTOXXNTb B HOBOW pejakuunn:

«5.16 YnakoBKa NleKapCTBEHHbIX CPeACTB, MpefgHasHayYeHHbIX NCK/IYN-
TeNbHO [ANs 3KCMOpTa, MapKupyeTcsi B COOTBETCTBUMM C TpeboBaHMAMMN
cTpaHbl-uMnopTepe».

MyHKT 5.17. IckntounTb cnosa: «(Mpu Hanuunm.

MyHKT 5.17. 5.22. 3amMeHUTb CNnoBa: «w1eKapCTBEHHOE CPeACTBO» Ha WieKap-
CTBEHHbIV npenapat (4 pasa).

MyHKT 5.1S. 3amMeHUTb cebinky: 5.2 Ha 5.2. 5.3.

MyHKT 5.24 N3n0XXNTb B HOBOW penakumu:

«5.24 Ha TpaHCnopTHYyIO Tapy, KOTopas He npegHasHavyeHa A1a nortpeéu-
Tenei N B KOTOPYIO MOMELLEHO eKapCTBEHHOe CPeACTBO, HAHOCUT creayto-
LYy NHDopMaLmIO:

- HaMMeHOBaHWEe N MeCTOHaxoXJeHne MPOon3BOANTENA NIeKapCTBEHHOIO
cpeAcTBa (agpec, B TOM 4ucrie cTpaHa v (Mnv) MecTo Mpou3BoACTBa Nlekap-
CTBEHHOIO CpeAcTBa):

- HanmeHoBaHWe NIeKapCTBEHHOro cpeacTaa:

- HOMep cepun;

- AaTy NPOu3BO/CTBA (AAaTy BbINyCKa);

- CPOK FOAHOCTU NeKapCTBEHHOro CPeACcTBa;

- YCNOBUSA XPaHEeHWs 1 NepeBO3KWU NIeKapCTBEHHOr0 cpeacTBa:

- KONNYECTBO BTOPUYHBIX (MOTPebUTeNbCKMX) YyNaKOBOK NeKapCTBEHHOI0
CpeacTBa,;

- HeobxoAnMble NpeaynpeanTeNbHbIE HAAMWCHY;

- Hagnuck «4na BETEPUHAPHOrO MPUMEHEHNS.

Paspgen «<bubnunorpadus» 4ononHNTL nosnuunen — |3]:

»|3) Nfl ®3-61 ot depepanbHblii 3akoH «O6 o6palleHUn nekap-
12.04.2010 CTBEHHbIX CPeacTB*

(MYC.4Ub 102013 T.)
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