CTaH}lapTHaH onepamuoHHas CTpaHHua 1u3 28
I'BY3 «JIO A3M» npoueaypa

CMK. COII-AO-PO-001 [1Iata BBe1eHuUs:
«15» mag 2021 r.

Opurunan

Bepcus: 03 JleHCTBATEBHO JI0:
Beozutes: Baamen CMK. COIT-AO-PO-001, Bepenst 02 «15» masg 2024 1.

Ha3zpanue JOKYMEHTa: Opraﬂn?,amm INIPHEMKH TOBApOB aniITE4YHOIo acCOpTHMEHTA

JomKHOCTE [Toanuce ©.1.0. Hata

Pazpaboran: g
3aBe/1yOmuii HCTIBITATEIBHOM % ' Aiicuna ['.P. «ﬁ ’fﬁ’ﬂﬁdf 2021 &
i
i

imabopaTopue

Coraacosai:
HavanbHUK anTeyHoro oTjena / /é I"onosanosa b.B. «’/ % ﬁ{%ﬂ&w&/’ 2021 r.
MecToOHax0K/IEeHHE OpUTHHATA LA 127018, r. Mocksa, yn. Ctpenenxasd, 1.3, cTp.]
AnTeuHslif oTaen, kab. 2408
VTBEPX IEHO
Coaep:xaHue nPUKASOM TBY 3 «LLJI0 T3 M»
1. Ilens u Ha3HaudeHHE %04-592/21 0T 30.04. 21

2. HopmaTHBHBIE CCBUIKH

3. OCHOBHBIE TEPMHUHBI H COKPALICHUSA
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1.I1eanp 1 HA3HAYEHHE

Hacrosmas craHpmapTHas olepallMOHHas IpoLedypa YCTaHaBIMBaeT TpeOOBaHHS K
[IpHEeMKe JIE€KapCTBEHHBIX IIpernapaToB U IPOYMX TOBAPOB alTEYHOI'O ACCOPTHMEHTA B alTeKax
M aNTeYHBIX IIYHKTax C Yy4Y4eTOM IIpaBHJI Ha/UIexkKalleHd alnTedyHOH NpPakTUKH JIeKapCTBEHHBIX
IpenapaTtoB s MEAUIHHCKOIO IIPUMEHEHHs M HajuleXxalled IpaKkTHKA XpaHEeHHs U
IIEPEBO3KH JIEKAPCTBEHHBIX IIpeNapaToB Al MEIMLIMHCKOIO MPUMEHEHHS, a TaKKe HHBIX
HOPMAaTHBHBIX IIPaBOBBEIX aKTOB, pErJIaMEHTHPYIOIIMX IPUEMKY ToBapa B alTe4HBIX
nogpasaeneHusx. CoOmoneHue TpeOoBaHWM K npueMmke HeoOXoaumo Juis obecredeHus
KadecTBa, Oe3omacHOCTH W 3(P(EeKTHBHOCTH JIEKAPCTBEHHBIX IpernapaToB ¥ MHUHHMH3aLUH
pHCKa IPOHHKHOBeHHUs (anbCHPUIUMPOBAHHBIX, HEJOOPOKAYECTBEHHBIX, KOHTpa(aKTHBIX
JIeKapCTBEHHEIX IIPenapaToB B IpaskIaHCKHil 060poT.

2. HopMaTHBHBIE CCHIIKH

2.1 denepanbHblii  3aKOH or 12.04.2010 r. Ne 61-®3 «O0 oOpameHuu
JIEKapCTBEHHBIX CPEICTB.
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2.2 Ilpuka3 Munucrepcrsa 3apaBooxpanenus P® or 31 asrycra 2016 r. Ne 647u
«O0 yTBepKICHHUHU MPABUJI HAJJIeKAIIEH alTeyHOH NMPaKTHKK JIEKAPCTBEHHBIX IPErnaparoB Jyis
MEJUIIMHCKOTO PUMEHEHHS».

2.3 O®C.1.1.0010.18 «XpaHneHue JseKapcTBeHHBIX cpeacTB» (yTB. [IpHKazom
Munucrepera 3apaBooxpanenus P® ot 21 anpens 2020 r. Ne 352 «O6 yrBepxkaeHuu oO1ei
(papmakoneiHo# cTaThH ¥ BHECEHHM M3MEHEHHs B npuioxenue N 1 k npuka3zy MuHucTepcTBa
3apaBooxpanenus Poccuiickoii @enepauun ot 31 okTabps 2018 r. N 749 «O0 ytBepikaeHuH
o0mux QapmakoneHHbIX cTateil H (apMaKONEHHbIX CTaTell ¥ MPU3HAHHH YTPATHBIIHMH CHITY
HEKOTOPLIX IpHKa3oB MunsapaBmennpoma Poccuu, Munszapasconpassutus Poccuu
Munsapasa Poccun»).

24  TocynapctBenHas (apmaxones XIV wu3g, O®DC.1.1.0011.18 «XpaHeHue
JIEKaPCTBEHHOI'O PACTUTENIBHOTO CBIPhS H JICKAPCTBEHHBIX PACTHUTE/IBHBIX [IPEMNapaToBy.

2.5 [Ipuka3z MuHucTepcTBa 3/paBOOXPAHEHUs] M cOLHaIbHOro pa3Butus PO or 23
aBrycta 2010 r. Ne 7061 «O0 ytBepikaenuu [IpaBun XxpaHeHHs JTeKapCTBEHHLIX CPEACTRY.

2.6 Ilpuka3 MunucrepctBa 3npaBooxpanenus P® or 31 aBrycra 2016 r. N 646H
«O0 yrBepxnenun [IpaBun Hamnexame#dl NpakTHKH XpaHEHUS U IEPEBO3KH JIEKAPCTBEHHBIX
[penapaToB [Ulsl MEJUIIUHCKOTO IPUMEHEHHSA Y.

2.7  llocranoenenue [NaBHOro rocyJapcTBEHHOro caHuTapHoro Bpada P® ot 28
suBaps 2021 r. Ne4 «OO0 yrBepxaeHun caHuTapHbIx NpaBuil W HopMm CanlluH 3.3686-21
«CaHHuTapHO-2IHIEMHUOJIOTHYECKHE TPeDOBAHH 110 POQUIIaKTHKE HHYEKIHOHHEIX O0Ie3HeH »

2.8 IlocraHoBneHue ['7aBHOro rocyaapcTBeHHOIO caHuTapHoro Bpaya PO ot 24
nexadps 2020 r. Ne 44 «O6 yreepxkaenun canutapubix npasui CIT 2.1.3678-20 «CanurapHo-
IMUAEMHOJIOTHYECKHEe TpeOOoBaHUS K OKCIUTyaTallkd IOMEIUEHHWH, 3JaHui, COOpyKeHHI,
000opyiOBaHHs M TPAHCIIOPTA, a TAKXKe YCJIOBHAM JAEATE]BHOCTH XO3SHCTBYIOIIHX CyOBEKTOB,
OCYHIECTBIIAIONINX IIPO/IAXKy TOBApOB, BRIMOIHEHHE padOT WIIM OKAa3aHUE YCIIYT».

3. OcHOBHBIE TEPMHHBI H COKPAIIEHUS

AnTeKn M anTedHble NMYHKTHI - CTPYKTypHBble noapaznenenus I'BY3 «lJIO JI3M»,
OCYIIECTBIIAIONME BUIBI JNEATENBHOCTH, IpenycMmoTpeHHsle m. 2.3.2. Ycrasa ['BY3 «llJIO
J3M».

CranpaprHas omepanuoHHas npoueaypa (mamee - COII) — DOKyMEHT, B KOTOPOM
M3JI0JKEHBI  IPOLIECCHl  BEINONHEHHS padOT pa3MMYHOTO XapakTepa, OTHOCALUMXCHA K
OIpeJeNeHHOoH cdepe NeaTenbHOCTH.

HHcTpyKIMsa — CBOJ MpaBWJI, YCTAHABIWUBAIOMIMX MOPSII0K H CIIOCOO OCYIIECTBIECHHMS,
BBINOTHEHHUS CAHUTAPHOTO PEXKUMA B aNTeKe M aNTeUHOM MYHKTE.

Tosapesl anTeuHoro accoptuMenTa (najnee - TAA) — JexkapcTBeHHBIE Ipenaparsl,
MCIHIIHHCKHE H3JICIHA, a TaK¥XKE )163PIH(1)HLII/IpyIOH.II/IC CpeacTBa, NpeaMeEThl U CpeACTBa JTUYHOH
TUCHEHBI, Mocyla Ui MEAMLMHCKUX Lelled, INpeaMeThl M Cpe[CTBa, IpeAHa3HA4YeHHbIE s
yxoJia 3a 00JIbHBIMH, HOBOPOXKJISHHBIMH U JeTEMH, He TOCTUIIIIMMHU BO3pacTa Tpex JIeT, OUKoBasi
ONTHKA W CpelcTBa yXoJa 3a Hell, MUHepalbHbIE BOABI, NMPOIYKTHI JIeueOHOro, IETCKOro M
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JMETHYECKOTO MHUTaHMsA, OMONOTHYEeCKH aKTHBHBIE N00aBKH, Map(proMepHble H KOCMETHYECKHE
CpeacTBa,  MEIMUIMHCKHE M CAaHUTApHO-IIPOCBETHUTENIbHBbIE  I[€YaTHBIE  M3JaHHUIMH,
TpeHa3HaueHHbIe IS MPOoTIaraHibl 3[0pOBOTro 00pasa KH3HH.

JlekapcrBenHbie cpeacrpa (naiee JIC) - BemecTBa WM UX KOMOMHALIMH, BCTYNAIONINE
B KOHTaKT C OpPraHU3MOM YeJIOBeKa WIIM )KUBOTHOTO, IPOHUKAIOIINE B OpraHbl, TKAHW OpraHu3Ma
4eJIOBEKA MJIM HKMBOTHOTO, NPUMEHsIEMble IS IPO(QUIAKTHKY, TUATHOCTHKH (3a HCKIIFOUEHUEM
BEILIECTB MJIM MX KOMOMHAIM, He KOHTAaKTHPYIOIUX ¢ OPraHM3MOM 4€JIOBEKA HIIH JKHBOTHOIO),
nedeHus 3abosieBaHus, peaOMIMTAIMHU, JUIS COXpaHEHHs, IPEJOTBpPAIlEHHs WM INpEephIBaHHS
OepeMEHHOCTH M IOJY4YEeHHbIE M3 KpPOBH, IUIa3MBl KPOBH, M3 OpraHoB, TKaHEH OpraHu3Ma
4eJoBeKa WM JKHBOTHOIO, PacTE€HHH, MHHEPAJIOB METONAMH CHHTE3a HJIHM C IPUMEHEHHEM
Ouosornyeckux TexHojoruil. K JiekapCTBEHHBIM CpEICTBaM OTHOCATCS (papMaleBTHYECKUE

cyOCTaHIMHU U JIEKaPCTBEHHBIE IIpenapaTskl.

JlekapcrBennnlii npenapat (nanee - JIII) - nexkapcTBEeHHOE CpPEACTBO B BHJE
TeKapCTBEHHBIX (OpM, TPHMEHseMoe s NTPOQUIAKTHKY, THATHOCTHKH, JIedeHHs 3a00JIeBaHus,
peabuauTanyu, A1l COXpaHeH!s, TPeJoTBpallleH s WX IpepbIBaHNs OEPEMEHHOCTH.

@apmaunesTHyeckasi cyOcTaHIMA - JIEKapCTBEHHOE CPEACTBO B BHIE OJHOIO HIIM
HECKOJIBKHX oOnajarommx  (apMakoJIOrHyeckodl akTHBHOCTBIO MEHCTBYIONIMX BEIIECTB BHE
3aBUCHMOCTH OT IIPUPOIBI MPOMCXOXKICHHS, KOTOpOE MpeJHa3Ha4YeHO I IPOM3BOJICTBA,
W3rOTOBJICHHS JIEKAPCTBEHHBIX NIPenapaToB U ONpeaenseT ux 3G (HeKTHBHOCTb.

JlekapcrBennasi ¢gopma (manee - JI®) - cocTosSHHE JEKAPCTBEHHOIO IIpernapara,
COOTBETCTBYIONIEee crocobaM ero BBEeJEHHS U IPHMEHEHHS M obOecrnedyMuBarollee AOCTHIKEHHE
HeoOxoaumoro neyedHoro addexra.

NmMmyHoOHOMOTHYeCKHE JIEKAPDCTBeHHbIe mnpenapatbl  (namee - W) -
JIeKapCTBEHHBIE TIPENapaThl, IpeIHa3HaYeHHbIE 11 (OPMUPOBAHHS AKTHBHOI'O MIIM NACCHBHOIO
UMMYHHTETa JTHOO AMArHOCTUKH HAIHYHA HMMYHHTETa MM JMArHOCTHKH CHELU(HYECKOro
IPUOOPETEHHOTO M3MEHEHUS WMMYHOJIOTHYECKOTO OTBETa Ha ajuleprusupymoume peniectsa. K
HMMYHOOMOJIOTHYECKHM JIEKApCTBEHHBIM IIpenaparaM OTHOCATCH BaKUMHBI, aHATOKCHHBI,
TOKCHHEI, CEIBOPOTKH, UIMMYHOTTIOOYJIMHBI U aJlJIEPr€HBI.

®apmakoneiinas craths  (magee - @DC) - JOKYMEHT, YTBEp)KIECHHBIH
YIIOJTHOMOYEHHBIM (heJiepabHBIM OPraHOM MCIIOJIHMTEIBHOH BIACTH M COJAEpIKALIMH IepeyeHb
noKasaresel KauecTBa M METO/I0B KOHTPOJIS Ka4ecTBa JIEKAPCTBEHHOIO CPEICTRA.

O6man d¢apmakoneiinas craresi (nagee - O®C) - [0OKYMEHT, YTBEPXKIEHHBIH
YIIOJITHOMOYEHHBIM (peiepabHbIM OPraHOM HMCIIOJIHUTEJILHOM BJIACTH M COJIEPIKAIIMH MEepeyeHb
nmokasarejiedl KauecTBa M (MJIH) METOMOB KOHTPOJS KayecTBa KOHKPETHOM JIEKAPCTBEHHOM
(OpMBI, JIEKAPCTBEHHOTO PACTUTENBHOIO ChIPbs, ONUCAHUA OHOIOTHYECKHX, OMOXMMHMYECKHX,
MHKPOOHOJIOIHYECKHX, (DU3HKO-XUMHYECKUX, (H3MYECKHX, XMMHYECKHX H JPYyIrMX METOIOB
aHalIn3a JIeKapCTBEHHOTO CPeACTBa, a TakKe TpeOOBaHHMS K UCIOJIB3YEMBIM B LIENAX IPOBEICHHA
JAHHOTO aHaIu3a peakTHBaM, TUTPOBAHHBIM pacTBOpaM, HHIAMKATOPaM.

HopmarTuBHbiii gokymeHT (aamee - HJI) - [I0KyMeHT, COAEpKalIMH IEpeyCHb
OIpeJieNIIEMEBIX 0 pe3yabTaTaM COOTBETCTBYIOIIMX HKCHEPTH3 MoKazaTelied kadecTBa M (HIIH)
METOIOB  KOHTPOJIA Ka4ecTBa JIEKAPCTBEHHOH  (OpMBI, ONHUCAHHS  OHOJIOTHYECKHX,
OMOXHMHMYECKMX, MHUKPOOHOJIOTHYECKHX, (U3MKO-XUMHUECKUX, (HU3HUECKHX, XHUMHYECKHX H
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JPYyTHX METOIOB aHalli3a JIEKAPCTBEHHBIX CPEACTB Ui BETEPUHAPHOIO IIPHMEHEHHS,
TpeOOBaHHMS K MCIIOJIb3YEMBIM B LIEJIAX MPOBEACHH JaHHOTO aHaIM3a peaKTHBaM, THTPOBAHHBIM
pacTBOpaM, MHIUKATOPaM M YCTAHOBIIEHHBIH €ro MPOH3BOIUTEIIEM.

Peruncrpaunontoe yjocroBepeHHe JleKapCTBeHHOro mnpemaparta (panee - PY) -
JOKYMEHT, IOJATBEPXJAOUIMH  (akT ToCyJapCTBEHHOH pPErHCTpallUd  JIEKAPCTBEHHOrO
npenapara.

®anbcupUIMpPOBAHHOE JIEKADCTBEHHOE CPEIACTBO - JIEKAPCTBEHHOE CPEJICTBO,
CONPOBOXKIaEMO€ JIOKHOH MH(opMalHeit 0 ero cocrape U (WJIK) POU3BOAUTEE.

HenoOpokayecTBeHHOE JIEKAPCTBEHHOE CPEACTBO - JIEKAPCTBEHHOE CPEACTBO, HE
cooTBeTcTBYIOIIee TpeboBaHHAM (apMaKoneiHod cTaTbu MO0 B ciydae €€ OTCYTCTBHSA
TpeOOoBaHUSAM HOPMATHBHOM NOKYMEHTALIMH HJIA HOPMATUBHOIO JIOKYMEHTA.

KonrpadakTHoe JilekapcTBeHHOE CPeICTBO - JIEKAPCTBEHHOE CPEJICTBO, HAXOIAIICECS B
000poTe ¢ HapyIIEHHEM IPaXIaHCKOrO 3aKOHO1aTEIbCTBA.

I'BY3 «IIJIO A3M» - lN'ocynapcTBeHHOE OIO[KETHOE YUPEXKIECHHE 3/IpaBOOXPAHEHHUS
ropoga MockBel «lleHTp jekapcTBeHHOro obecneueHHs JlemapTaMeHTa 3/paBOOXPaHCHHS
ropoza MockBbI» (nanee YupexaeHue).

AnTedHbIe NOApPa3Ae/eHus — anTeku, anteynsle nyHKTs ['BY3 «1JIO JI3M».

4. O61acTh NpUMeHeHHs

MaTepriaJ'IbHO-OTBCTCTBeHHBIe JIMNA anTevyHoH OpraHHU3alHH.

5. OTBercTBEeHHOCTD
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OpraHu3aius NpHEeMKH TOBAPOB allTEYHOI'0 aCCOPTHMEHTA O U %!

[IpreMOYHBIH KOHTPOJIb B O B

MapkupoBka H 0
CocragjeHHe peKIaMallMOHHOTO aKTa B 0]

O — OTBETCTBEHHBIH
N — undopmuposan
B — BoBneuen
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6. OOGopyaoBaHne H HHBEHTAaphb

6.1.  Crou st mMpUEMKH TOBAapOB.

6.2.  XonomunpHukH Uit pasmemtenus JII1, tpebyromue XpaHeHus B XOI0AHIIbHUKE.
6.3.  XonomunbHHUK Wi pasmerteHus U

6.4.  IloamoHBLIOATOBAPHUKH.

6.5.  TepmoxoHreitnepsl.

7. OnucaHune npouesypbl

71, Ob6mue TpedboBanus

7.1.1. B amTekax M anTeYHBIX IMYHKTaX MAOJDKHO OBITh BBIJIEJIEHO IMOMELICHHE (30HA)
IpHeMKH JIEKapCTBEHHBIX IIPernaparoB M IPOYMX TOBApPOB AaNTEYHOIO0 AaCCOPTHMEHTA,
npeaHasHauYeHHOE IS PaclaKOBKH, NPHEMa YIAKOBOK C JIEKAPCTBEHHBIMH CPEIACTBAMH M HX
IpeIBapUTeIbHOI0 OCMOTpA.

7.1.2. Tlomeuienue (30HY) u OOOpYIOBAaHHE, HCIOIB3YEMOE B MPOLECCE MPHEMKH,
HeoOXO/IMMO OCHAIATh M JKCILTyaTHPOBaThb TaKUM 00pa30M, 4TOOBI OHM COOTBETCTBOBAJIH
BBINTOJIHSIEMBIM (pyHKIHsM. [I1anupoBodHOE pelieHne U KOHCTPYKLUS YKa3aHHOIO IOMEILEHHS
(30HBI) JOJKHBI CBOAMTH K MUHMMHU3ALMH PHCKA OLIHOOK.

7.1.3. Ilomemenue (30Ha) TPHEMKH JIOJDKHO  COOTBETCTBOBATH  CaHHUTApHO-
THTHEHHYECKHM HOpMaM W TpeOOBaHMSAM K NpHEMKe ToBapa M oOecrieuyuBaTh BO3MOYKHOCTH
cobmonenus TpeOoBanuit I[lpaBun Haanekaieldl anTeyHOHW IPaKTHKH JIEKAPCTBEHHBIX
IpenaparoB s MEIUIMHCKOTO NMpuMeHeHHs u [lpaBun Haiexauled NPaKkTHKH XpPaHCHUA H
MePeBO3KH JIEKaPCTBEHHBIX MIPENapaToB AJIsl MEAULHUHCKOIO IPUMEHEHHS.

7.1.4. B nomemeHHH (30HE) NPHEMKH, JOJDKEH OBITh OpPraHU30BaH €XKEIHEBHBIH
MOHHUTOPHUHT TeMIIepaTyphl U BIAXKXHOCTH BO3yXa C PETHCTPALMEN B KypHale OTBETCTBEHHBIM
JIMIIOM B COOTBETCTBUH C YTBEPKIACHHOH CTaHIApTHOH ONepallMOHHON MpOoLEeaypoii.

7.1.5. TlomeuieHue (30Ha) NPHEMKH JIOJKHO OBITh OCHAILIEHO CHCTEMaMH OTOILICHHS H
KOHIWLIHOHUPOBAHUs (MIPH HATHYHH), €CTECTBEHHOH HJIM NPUTOYHO-BBITSKHOM BEHTHIIAIMEH
(mpu  HamMH4yWH), O0OECIEeUHBAIOIIMMH YCJIOBHA TpyJa B COOTBETCTBHH C  TPYJOBBIM
3aKOHOIaTeIbcTBOM Poccuiickoit Penepanun, a Takxke codmoieHHe TpeOOBaHHH HaUIeKalleH
IPaKTHKHA XpaHEHHs U IEPEBO3KH JIEKapCTBEHHBIX IperapaToB A MEAULIMHCKOTO IIPUMEHEHHS.

7.1.6. Matepuaiibl, HCIOJIb3yEeMbIe TIPH OTJENKE U (MIHM) PEMOHTE MOMENIEHHUS (30HbI)
IIPUEMKH, ITOJDKHBEI COOTBETCTBOBATH TPEGOBHHI/IHM no;;capﬂoﬁ GESOUaCHOCTH, YCTaHOBJICHHBIM
3aKoHoaTeNnbcTBOM Poccuiickoi denepanuu.

7.1.7. llomemieHue (30HA) MPHEMKH MODKHBI OBITh CIPOEKTHPOBAHBI M OCHAIIEHBI
TakuM 00pa3om, 4ToOBl oOecreynBaTh 3alUTY OT ITPOHMKHOBEHHS HACEKOMBIX, IPBI3YHOB HJIH
JPYTHX YXHBOTHBIX.
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7.1.8. TlomemeHue (30HAa) NPHEMKH  MOXET HMETh KaK €CTECTBEHHOE, TaK H
HCKYCCTBEHHOE OCBEILEHHE. :

7.1.9. TlomemeHnue (30Ha) MPUEMKH, a Takke 000pyI0BaHHE, HCIIOIB3YEMOE B IIpoLiecce
NPUEMKH, JO/DKHBI OTBEYaTh CAHUTApHBIM  TpeOoBaHMAM, TpeOOBaHMAM  IIOKAPHOM
0e30macHOCTH, a TaK)Ke TeXHHKe Oe30MacHOCTH B COOTBETCTBHHM C 3aKOHOIATENILCTBOM
Poccuiickoii @enepanmu.

7.1.10. Heobxonumo  oOecleudTh OTCYTCTBHC HECAaHKUIHOHHPOBAHHOIO  JIOCTYyIa
IOCTOPOHHUX JIUII B IOMeIlleHHe (30HY) IPHEMKH.

7.2.  IloaroroBHTe bHbIE ONEPALHH

7.2.1. lloAroToBUTE MecTa IS pa3MeILEeHUs IIOCTYIIAINIUX JIEKAPCTBEHHBIX
[IpernapaToB U IPOYMX TOBApOB allTE€YHOTO ACCOPTHMEHTA:

- JUIsi AMMYHOOHOJIOTHYECKHUX JIEKAPCTBEHHBIX MPENapaToB M JAPYIHUX JIEKapCTBEHHBIX
npenapaToB, TpeOYIOmIMX 3amIUTHl OT IOBBILIEHHOH TEMIEpPaTypbl, — XOIOIUJIBHOE
000pyI0BaHKE C COOTBETCTBYIOIIMM TEMIIEPATYPHBIM PEXHUMOM;

- A OCT&IBbHBIX JIEKAPCTBEHHBIX IIPENApPaToOB M IPOYHMX TOBApOB AaNTEYHOIO
acCOpPTHUMEHTA — MOMEIeHHUS (Kadbl, CTEIUIXH U IIpoYee).

7.2.2. B mnoMelieHHH (30HE) IPUEMKH IPEIYCMOTPETh [IOCTATOYHOE MECTO [Uls
JIEKaPCTBEHHBIX IIperaparoB ¥ APYrHX TOBAapOB anTEYHOIO aCCOPTUMEHTA, He IMPOLICIIINX
NPHEMOYHBIH KOHTPONIb - «KapaHTHHHYIO 30HY», B TOM YHCJIE JUIS JIEKAPCTBEHHBIX MPEnapaTroB
— OT/AEJBHO.

7.2.3. IloArOTOBUTH MHOTOOOOPOTHYIO Tapy K OTIpy3Ke (eciaM IpeayCMOTPEHO
JIOTOBOPOM).

7.2.4. TloAroToBHUTH MOANOHEI (IOATOBAPHHUKH) JUIi pa3sMEILEHHs TOBapa.

7.2.5. TloaroTtoBUTh TOBap, MOMISKAIIMH BO3BpATY IOCTABIIHKY.

7.2.6. 3aBeayrOUIHil anTeKOW MM JPYroe MaTepHUallbHO-OTBETCTBEHHOE JIMIIO SABJISIFOTCS
OTBETCTBEHHBIMU 3a MPHEMKY TOBAPOB aNTEYHOI0 ACCOPTUMEHTA, IOCTYIHBIIMX B aNTEYHYIO
OpraHH3alMIO OT MMOCTABIIMKA B COOTBETCTBUMH C NPABUIIAMH HaJUIEXaIIeH anTeYHOH MPaKTHKH
JleKapCTBEHHBIX IIPENaparoB Ul MEIUIHHCKOro npuMeHeHus (mpukas Munsapasa PO ot 31
aBrycta 2016 r. N 647n).

7.2.7. lTlpuemka JeKapCTBEHHBIX IIpenapaToB M IIPOYHX TOBAPOB  ANTEYHOI'O
acCOPTHMEHTA OCYIIECTBIISAETCS IIPHUEMHON KOMUCCHEH.

7.2.8. Tlpu MOCTYNIEHHMH JIEKAPCTBEHHBIX MpPENapaTroB M MPOYMX TOBAPOB B AIITEKH H
anTEeYHbIE IYHKTHI MaTEPHAIbHOE OTBETCTBEHHOE JIMIIO:

- IIpOBEpsieT COOTBETCTBHE YCJIOBHH TpPAHCHOPTUPOBKH TpeOOBaHMAM, YKa3aHHBIM
NPOM3BOAMTENIEM JIEKAPCTBEHHOIO IIpenapaTa Ha IEPBHYHOM M BTOPHYHOM YNaKOBKE, B
UHCTPYKLHMH 10 MEIUIUHCKOMY IPUMEHEHHUIO H (MJIH) JIMCTKE — BKJIA/IBIIIE;

- JUIA UMMYHOOHMOJIOTMUECKUX JEKapCTBEHHBIX NPENApaTOB - OCYILECTBISAET BO BpeMs
BBITPY3KH  IIpernapaToB KOHTPOJIb  TOKa3aHMH TEPMOMHAMKATOPOB H  aBTOHOMHBIX
TEPMOPETUCTPATOPOB;

- OpraHU3yeT pa3MelleHHe IPYNIOBLIX TPAHCIOPTHBIX YIAKOBOK B MOMEIUEHHH (30HE)
INPHEMKH Ha IMOAJOHAX H IIaJlJIeTax;

KondugennnaasHo
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- CBepsieT KOJIMYECTBO MECT € KOJIMYECTBOM MECT,yKa3aHHBIM B COINPOBOIMTENIBHBIX
JIOKYMEHTAX;

- OpraHu3yeT B MEpBYIO O4Yepelb pa3MelICHHE B CIEIHAJbHO OTBEIECHHBIX MeCTax
XpaHeHHs TepMOoJIaOUIBHEIX JIeKapCTBEHHBIX IIperapaToB.

7.2.9. TpaHcnopTHas Tapa B IpoLecce NPUEMKH Iepe] NepeMelleHHeM B MOMEIEHHE
(30HY) XpaHEeHHUs 10JKHA OBITH OYHIEHA OT BU3YAIBHOI0 3arpsA3HEHUS (1P HEOOXOAUMOCTH).

7.2.10. B mpomecce mnpueMKH TOBapoB alTEeYHOIO acCOpTUMEHTa, B TOM 4YHCIE
TpeOyIOIUX CIIENHAIBHBIX YCIOBHI XpaHeHHS W Mep 0e30MacHOCTH, OCYLIECTBIIAETCS OLIEHKa
COOTBETCTBHS IPHMHMMAEMBIX TOBAapOB TOBApPOCONPOBOAMUTENBHOH  JOKYMEHTAlHH  I10
ACCOPTHMEHTY, KOJNUYECTBY M Ka4yecTBY, COONIONECHHUIO CIIEIMAIbHBIX YCIOBHH XpaHEHHs (Ipu
HaJIHYHH TaKOro TpeDOBaHMS), a TAKXKe IPOBEpKa HATUYHS [TOBPEKIECHUN TPAaHCIIOPTHOH Taphl.

7.2.11. Ecnmu nexapcTBeHHBIE INpenaparbl M IPOYHE TOBaphl alTEYHOTO acCOPTHMEHTa
HaXOJATCS B TPAHCIOPTHON Tape Oe3 MOBpEXIECHHUH, TO NPHUEMKA MOXKET IMPOBOIUTHCH I10
KOJINYECTBY MECT HJIH 110 KOJTHYECTBY TOBapHBIX €IMHHI] U MAPKHPOBKE Ha Tape.

7.2.12. Ecnu npoBepka (pakTHYECKOro HalW4us JICKApCTBEHHBIX MpEnapaTtoB U MPOYMX
TOBapoOB alTE€YHOr0 aCCOPTHMEHTA B Tape HE MPOBOAUTCA, TO HEOOXOAMMO CHelIaTb OTMETKY
(Bapuaum.' UWMAMI/HAONUCH «HpuHﬂmo no KoJjiuyecmey Mmecmp, ROONUCHL OMBEMCINGEHH020,
nedame (Mpu  HAIUYUY) UAU  WMAMA  CMPYKMYPHO20  noodpaszdeienus) 00 ITOM B
COIIPOBOJIUTEIHHOM JOKYMEHTE.

7.2.13. Ecny KOJIM4ECTBO M Ka4yeCTBO JIEKAPCTBEHHBIX IIPENapaToB M IMPOYUX TOBAPOB
anTEeYHOI'0 acCOPTHMEHTA COOTBETCTBYET YKa3aHHOMY B CONPOBOAMTENBHBIX JOKYMEHTAX, TO Ha
COIIPOBOJIMTEIBHBIX  JIOKyMEHTax  (HakJIaJHOW,  TOBAapHO-TPAHCIIOPTHOM  HaKJIaJHOI)
NPOCTABJIAETCS IUTAMII IPHEMKH, [OATBEpXKJAIOMUN (aKT COOTBETCTBHS MPUHATHIX
JIeKapCTBEHHBIX IIPENapaToB H MPOYHMX TOBApOB allTEYHOI0 aCCOPTHMEHTA AaHHBIM, YKa3aHHBIM
B CONPOBOIMTEIBHBIX JOKYMEHTAX.

7.2.14. MarepHaibHO OTBETCTBEHHOE JIMLIO, OCYLIECTBIAIOIIEE IPHEMKY JIEKAPCTBEHHBIX
MpenapatoB M MPOYMX TOBApOB AamnTE€YHOTO acCOPTUMEHTA, CTaBUT CBOK IOJNHMCH Ha
COIIPOBOJMTEIBHBIX JOKYMEHTAX H 3aBEpSIET €€ MeyaThio.

7.2.15. B cayuae HECOOTBETCTBHS MOCTABJIEHHBIX JIEKAPCTBEHHBIX MPENapaToB M IIPOUUX
TOBapOB alTEYHOIO0 AacCOPTHMEHTa YCIOBHSAM [JOrOBOpa, JaHHBIM COIPOBOJHUTEIILHBIX
JOKYMEHTOB, KOMHCCHEHl 10 IIpHeMKE ToBapa COCTABJIIETCSI aKT O PaCXOMKJICHUSAX
YTBEPKAECHHOH (OpPMBI, KOTOpBIH SBIAETCS OCHOBAHMEM Ul MPENBABIECHHA IPETEH3HH
MOCTAaBIIMKY (COCTABJIEHHE aKTa B OJHOCTOPOHHEM IMOPSIKE MaTEPHalbHO OTBETCTBEHHLIM
JTMIIOM BO3MOJKHO IIPH COTJIACHH [TOCTABIIMKA HIM OTCYTCTBHS €ro npeacTtaButess). CBeaeHus o
PACXOXKJIEHHUAX 3aHOCATCA B OKYpHal pErucTpaldy pe3yabTaToB IPHEMOYHOTO KOHTPOJIS
MaTepUaIbHO OTBETCTBEHHBIM JIHLIOM.

7.2.16.1lo cormacoBaHWiO C IIOCTABIIMKOM MOKET OBITH YTBEPKIEH HHOH crocod
yBEZIOMJICHHS IIOCTABIIMKA O HECOOTBETCTBHM IOCTABIEHHBIX JEKapCTBEHHBIX IPENApaToB U
MPOYHX TOBApOB AITEUHOIO aCCOPTHMEHTA COMPOBOIUTENBHBIM JIOKYMEHTAM.

7.2.17. Tlo 3aBepiIeHHH MPHEMKH OTBETCTBEHHOE JIULO:

- TIepeaeT CONPOBOIUTEIbHBIE JOKYMEHTEI SKCIIEAUTOPY (BOIUTEIO);

- OpraHH3yeT OTTPY3Ky MHOTOOOOPOTHOMH Taphl;

KonduaenunanbHo
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- OpraHu3yeT OTrpy3Ky JIEKAPCTBEHHBIX IIPENapaToB M MPOYHMX TOBApOB AalTE4YHOro

aCCOPTHMEHTA, IOAIEkKAIMX BO3BPATY IMOCTABIIHKY.

7.3. IlpmeMKa J/IeKADCTBEHHBIX MpENMapaTOB H MPOYHX TOBAPOB ANTEYHOIO
ACCOPTHMEHTA M0 KOJINYECTBY H KAYECTBY

7.3.1. B cmyyasx, Koria 3TO NPeIyCMOTPEHO JOrOBOPOM IIOCTABKH, IIPUMEHSIOTCS
«MHCTpYKIHS 0 MOPSAIKE MPHEMKH [IPOAYKIHH IPOU3BOACTBEHHO - TEXHMYECKOTO HA3HAUCHUS U
TOBapOB HApOIHOIoO MOTpediaeHUs Mo KonuuecTBY» (yTB. IlocTanoBienuem ["ocapbutpaika
CCCP or 15.06.1965 Ne II-6) u «HHcTpykuuss o0 TOpsAKe NPHEMKH POLYKIIHH
NPOU3BOACTBEHHO - TEXHMYECKOIO Ha3HAUYeHHS M TOBapOB HAPOJHOro IOTpeOjeHHs 110
kauecTBy» (yTB. [ToctanoBnenuem ["ocapourpaxa CCCP ot 25.04.1966 Ne I1-7).

7.3.2. Bce nexapcTBeHHBIE IIpemapaTbl M IPOYHE TOBAphl AITEYHOIO ACCOPTHMEHTA
HE00XOMMO OCBOOOIUTE OT TPYIIIIOBOM YIIAKOBKH H Pa3jIOKHTh 10 HAHMEHOBAHHSIM.

7.3.3. JlekapcTBEHHBIE IIpeNapaThl HE3aBUCHMO OT HCTOYHMKA MX MOCTYIICHHS
MNOJBEPratoTCst NPHEMOYHOMY KOHTPOIIIO C LENLI0 NPEAYNPEeKISHHA MOCTYIUIEHHA B IPOIaKy
(anscupunnpoBaHHEIX, HETOOPOKAYECTBEHHBIX, KOHTPa(aKTHBIX JIEKApCTBEHHBIX IIPENapaToB.

7.3.4. Jlnd npoBeNeHHs NMPHEMOYHOIO KOHTpPOJsS NpuKaszoM aupektopa I'BY3 «I1JIO
J3M» cospmaercs mpHeMHas KOMHCCHs. UNIEHBI KOMHCCHH JOJDKHBI OBITh O3HAKOMJIEHBI CO
BCCMH 3aKOHOAATEJbHBIMH M HHBIMH HOPMATHBHBIMH IIPABOBBIMH aKTaMH POCCHICKOMN
Denepanyy, ONpeleNsIONMMH OCHOBHBIE TpeOOBaHHMA K TOBapaM alTeyHOro acCOPTHMEHTA,
O(pOPMIICHHIO CONPOBOHTEIBHBIX JOKYMEHTOB, HX KOMIIIEKTHOCTH.

7.3.5. YieHbl KOMHCCHHM IO TIpHEMKE CBEepsIOT (JaKTHYECKOE KOJIHYECTBO YIAKOBOK
TOBapa € YKa3aHHBIM B CONPOBOIMTENBHBIX AOKYMEHTaX I10 HAMMEHOBaHHWIO, IO3HPOBKE,
NPOBEPAIOT COOTBETCTBHE CepHil (mapTuii) ToBapa YKa3aHHBIM B  COINPOBOJHTEBHBIX
JOKyMEHTaXx.

7.3.6. OTBETCTBEHHOE JIMIO OCYIIECTBIIAET KOHTPOJIb JEKAPCTBEHHBIX MPENApaToB [0
nokasarensM «Onmcanne», «YnakoBkay, «MapKHpPOBKay», MPOBEPSET HATMYHE HHCTPYKIHH 10
IIPUMEHEHHIO H HX COOTBETCTBHE KOJIMYECTBY yNAaKOBOK.

7.3.7. Tlo moxa3zaremo «Omucanuey MPOBEPSIOT BHEIIHHH BHJ, HaJIduhe 3amaxa (110
BO3MOKHOCTH).

7.3.8. Tlo mokasaTemo «YmakoBKay IPOBEPSIOT LEIOCTHOCTh YIIAKOBKH, COOTBETCTBUE
(HU3MKO-XUMHYECKHX CBOKCTB (II0 BO3MOXKHOCTH).

7.3.9. Tlo mnokaszaremo «MapKupoBKa» IPOBEPAIOT COOTBETCTBHE O(OPMIIEHHSI
JIEKapCTBEHHBIX IIPENapaToB TpeOOBaHUIM HOPMATHBHOM JOKYMEHTALMH (II0 BO3MOKHOCTH).

7.3.10. JlekapcTBeHHbIE TIpemapaThl, 3a HCKIIOYCHHEM JIEKAPCTBEHHBIX IIPenaparos,
H3TOTOBJICHHBIX ANTEYHBIMH OpraHH3allMsMH, BETEPHHAPHBLIMHM AalTEYHBIMH OpraHH3alHsaMH,
MHIMBHAYAILHBIMH IPEJNPUHUMATENIMH, HMEIOLUIMMU JIHIECH3HI0O Ha (apMaleBTHYECKYIO
JeATEeJIbHOCTD, JO/DKHEI IOCTYIIAaTh B 00palleHue, eClTu:

1) Ha MX MEePBHUYHOH YMaKOBKe (3a HCKITIOYEHHEM MEPBHYHOM YIIAKOBKM JIEKAPCTBEHHBIX
PaCTUTENILHBIX IIPElapaToB) XOPOIIO YHTAEMBIM IIPU(TOM HA PYCCKOM fA3BIKE YKa3aHbl
HaMMEHOBaHHE JIEKAPCTBEHHOro Ipernapara (MEXIyHapoJHOE HeNaTeHTOBaHHOE, HIIH
TPYNIIMPOBOYHOE, MIJIM XHMHYECKOE, MM TOProBOe HAMMEHOBAaHHE), HOMEpP CEpHH, JjaTa
BBIIYCKA (I HMMYHOOMOJIOTMYECKHX JIEKAPCTBEHHBIX IIPEIapaTtoB), CPOK TOXHOCTH,
JO3UPOBKA MJIM KOHIEHTPALUs, 00beM, aKTHBHOCTb B €IHHHUIIAX JCHCTBHS MM KOJIHYECTBO 103;
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2) Ha MX BTOPHYHOH (MOTPEeOMTENBCKOM) yHakOBKe XOPOLIO YHTAaeMBIM IIPUPTOM Ha
PYCCKOM sA3BIKE YKa3aHbl HAaWMEHOBAHHE JIEKQpCTBEHHOro Ipernapara (MeIyHapo/HOe
HETIATEeHTOBAHHOE, MJIM TIPYNIHPOBOYHOE, HIIM XMMHUYECKOE M TOProBOE HAUMEHOBAHHS),
HAUMEHOBaHHE ITPOM3BOIMTEIIA JIEKAPCTBEHHOIO Mpenapara, HOMEpP CEpUH, JlaTa BhINycKa (IU1s
HMMMYHOOHOJIOTHYECKUX  JIEKAPCTBEHHBIX  IPENapaToB), HOMEP  PErucCTPalliOHHOTO
YAOCTOBEPEHHS, CPOK TMOAHOCTH, CIIOCO0 NMPUMEHEHHs, JO3HPOBKA HIIM KOHIEHTpALHs, 00beM,
aKTHBHOCTh B €IMHMLIAX AEHCTBUA MO0 KOIMYECTBO 03 B YNAKOBKe, JIeKapCTBeHHas (opma,
YCJIOBHs OTIIYCKa, YCJIOBHS XpaHEHHS, IPeayIpeIUTeIbHEIE HAITHCH;

3).JIeKapCTBEHHBIE CPE/ICTBA B KAYECTBE CHIBOPOTOK JIOJDKHBI IIOCTYNATh B 0OpallleH e ¢
YKa3aHHeM JKHBOTHOIO, U3 KPOBH, IJIa3Mbl KPOBU, OPTaHOB U TKAHEH KOTOPOrO OHU MOJTYYEHBIL.

4).Ha BTOpPHYHYIO (MOTPeOHUTENBCKYIO) YIAKOBKY JT€KapCTBEHHEIX CPEICTB, IOJYyYeHHBIX
M3 KPOBH, IUIa3Mbl KpPOBM, OpraHOB M TKaHeil 4enoBeKa, NO/DKHA HAHOCHTBCS HAalIIHCh:
«Anturena k BUY-1, BUY-2, x Bupycy remaruta C ¥ TOBEpXHOCTHEBIH aHTHIEH BHpYca
rernatuTa B oTCyTCTBYIOT»;

5).Ha TNEpPBMYHYI0 YINAKOBKYy H  BTOPHYHYIO (TOTPeOHTENBbCKYIO) — YIAKOBKY
paanoapMaleBTHYECKHX JIEKApPCTBEHHBIX CPEICTB JO/DKEH HAHOCHTHCS 3HAK PaJHAllHOHHON
OMAacCHOCTH;

6).Ha BTOPHYHYIO (NOTPEOHUTENBCKYIO) YHMAKOBKY TOMEONATHYECKHX JIEKAPCTBEHHBIX
TpeNnapaToB JOJDKHA HAHOCHTHCH HAAMKHCh: « OMEOmaTHIECKU»;

7) Ha BTOPHYHYIO (IOTPEeOHMTENBCKYIO) YNAaKOBKY JIEKAPCTBEHHBIX pPaCTUTEIIBHBIX
IpenapaTos JOJDKHA HAHOCUThCA Haanuceh: «[Ipoaykuus npoiuia paauaioHHBIH KOHTPOIIE »;

8) Ha BropuunyIo (11oTpeSuTebeKyI0) YIIaKOBKY JIEKAPCTBEHHOTO IIperiapaTta HaHOCHTCS
IITPUXOBOM KOZ.

7.3.11. @apmaneBTHYeCKHEe CYOCTAHIIMK JOJDKHBI MOCTYNaTh B oOpalleHHe, eciii Ha HX
NEPBUYHOM YIIaKOBKE XOPOIIO YHTAaEMBIM LIPH(TOM Ha PyCCKOM sI3bIKE YKa3aHbl HAMMEHOBAHUE
(apmarieBTHUeCKOH cyOcTaHIMH (MEXIYHAPOAHOE HENATEHTOBAHHOE, WM TPYNIHPOBOYHOE,
WIH  XUMHYECKOE W  TOpProBO€  HAMMEHOBAaHWS), HAUMEHOBAaHHE  IMPOU3BOJUTENIS
(apmaneBTHUECKOH cyOCTaHIIME, HOMED CEPUH U [aTa U3TOTOBICHHS, KOJIMYECTBO B YIIAKOBKE U
€IMHHUIIBI H3MEPEHMS KOJTMYECTBA, CPOK TOTHOCTH M YCJIOBUS XPaHEHHS.

7.3.12. OTBETCTBEHHOE JHUII0 NPOBEpSAeT MOKYMEHTBI, MOATBEPIKIAIOIIHE KAvyecTBO
JIEKapCTBEHHBIX IIPENapaToB M IIPOYMX TOBApOB AalTEYHOIO AaCCOPTHMEHTa, a TakkKe
COOTBETCTBHE CEPHH (TapTHH) Ha YMAaKOBKAX JIGKAPCTBEHHBIX IMPENapaToB M IPOYUX TOBAPOB
anTeYHOr0 acCOPTHMMEHTA, YKAa3aHHOH B TOBapHO-TPAHCIOPTHBIX HAKJIATHBIX M IOKYMEHTaXx,
MOATBEPIKAAIONIMX Ka4eCTBO.

7.3.13. ToBapHO-CONPOBOIUTENbHAS JOKYMEHTAMs HA TOBAp JOJ/UKHA COJAEpKaTh I10
KayK/IOMy HaHMEHOBAaHHIO TOBapa CBeIeHHsS 00 00s3aTelbHOM MOJATBEPIKICHHH COOTBETCTBHS
corjacHo 3akoHomarelbcTBY Poccuiickoi @Denepan O TEXHHYECKOM peryJTHPOBaHUH
(ceprudukaT cOOTBETCTBUS, MO0 MHPOPMALUIO 0 HOMepe cepTU(HKATa, CPOKE ero JeHCTBHS,
Oprase, BBIJIaBIIMM CepTH(UKAT, MIIH CBEJEHHS O JeKJIapaliid O COOTBETCTBHH, B TOM YHCIIE ee
PEruCTPallMOHHBIH HOMED, CPOK €€ IeHCTBUsA, HAaMMEHOBAHUE JIMIIA, IIPHUHSABILErO AEKIapalluio,
U OpraH, €€ 3aperdcTpPUpOBABILIMI). JTH JOKYMEHTHI JOJDKHBI OBITH 3aBEpPeHBI MOJAMHUCHI0 H
TNeYaThIo IOCTABIIMKa MM IIPOJaBIa ¢ YKa3aHHEM ero MecTa HaxoXaeHHus (anpeca) U TenedoHa.
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7.3.14. JlekapCTBEHHBIH  mpermapar  JIOJDKEH  OBITh nmpoBepeH  mo  Oase
HeJ0OpPOKAUYECTBEHHBIX ¥ (albCHpUIMPOBAHHBIX IIpPerapaToB, a TaKKe Ha HaJIHuHe
JIEHCTBYIOIIETO  PETHCTPALMOHHOIO  YIOCTOBEPEHHsI 1O [ 0CylIapcTBEHHOMY  PEecTpy
3aperuCTPUPOBAHHBIX JIEKaPCTBEHHBIX [IPENapaToB

7.3.15. Jlexnapaniii O COOTBETCTBMM, CEPTU(HKATBI COOTBETCTBHS ~ MOTYT OBITh
HJIeHTH(QHIHPOBaHE] Ha caiite MenepanbHoil ciyx0bI 110 akkpeautamuu: http://www.fsa.gov.ru,
B pazzaene «PeecTpbi».

7.3.16. 'ocynapcTBeHHBIH peecTp MEIUIMHCKAX H3JENHH pasMelleH Ha caiiTte
PocsnpaBramzopa no aapecy http://www.grls.rosminzdrav.ru.

7.3.17. B cmy4ae HECOOTBETCTBHS IOCTaBICHHBIX JIEKAPCTBEHHBIX MPENAPATOB M [IPOYUX
TOBapOB aNTEYHOIO0 AaCCOPTHMEHTa YCJIOBHSM JOTOBOpa, [aHHBIM COINPOBOJUTENIBHBIX
JOKYMEHTOB OTBETCTBEHHOE JIMLIO 3anoiHseT JKypHaa perucTpanun pe3yabTaToB IPHEMOYHOTO
xoHTpos (IIpunoxenue Ne 3).

7.3.18. YIOITHOMOUYGHHOE JIMIO OPraHu3yeT pa3MelleHHe JeKapCTBEHHBIX MPENaparoB
IIPOYMX TOBAPOB alTEYHOI'0 aCCOPTHMEHTa MO0 MecTaM XpaHeHHs. He momyckaercs pa3menieHHe
NeKapCTBEHHBIX NIPENapaToB Ha Moy 0e3 moI0Ha.

7.3.19. B mkadax, Ha cTemakax WM I0JIKaX JeKapCTBEHHBIE MIPenaparhl BO BTOPHUYHOI
(MOTPeOUTENBCKOM) YIaKOBKE JIOKHBI OBITH Pa3MeLIeHbI 3THKETKOMH (MapKHPOBKOIt) HApyKy.

7.3.20. OTBETCTBEHHOE JIUI0 OPraHHU3YeT BBIHOC MHOTOOOOPOTHOH Taphl U KapTOHHBIX
KOpOOOK B IpeHa3HaYeHHOe /I 3TOr0 MOMEIEHHE.

7.3.21. B ciydae oTCyTCTBHA JOKYMEHTOB, IOATBEPKAAIONIMX KAa4eCTBO, HIH COMHEHHS
B Ka4yeCTBE JIEKAPCTBEHHBIE NpeNaparhl ¥ ApYroil ToBap pasMeNaloT OTAeNLHO ¢ 0003HaUYeHHEM
«3abpakoBaHO IIpH IPUEMOYHOM KOHTposie» B «KapaHTHHHYIO 30HY» ¢ odopmIIeHHEM
coorsercTBYIOIIEro Axra (IIpunoxenue Ne 4).

7.4. Ocobennocrn NpHEeMKH HMMYHOOHOJIOTHYECKHX JIeKapCTBEHHbIX
npenapartos (UJIII)

7.4.1. Ilocne mpoBepKH CONPOBOINHUTENLHBIX JOKYMEHTOB OTBETCTBEHHOE JIHIO JaeT
paspeleHne Ha BEITPY3KY.

7.42. Ilpu npuemxe HWIIII rpy3oornpaBuTens  NpeJocTaBiseT  ABTOHOMHBIM
TEPMOPETHCTPATOp MM pacleyaTaHHBIE II0Ka3aHUs C TepMOperdcTparopa Ha OyMakKHOM
HOCHTENE, KOTOPhIE IPUJIAratoTes K MPHEMOYHOM JOKyMEHTALIHH.

7.4.3. Ecnu JaHHble TEPMOHHAMKATOPOB (TEPMOPErHCTPATOPOB) MOATBEPIKIAIOT, HTO
HEOOXOJHMBIE  YCIOBUS  TPAHCIIOPTHPOBAHUS  HMMMYHOOMOJOIMYECKHX  JIEKAPCTBEHHBIX
pernaparoB He OBUIM HapylIeHbl, OTBETCTBEHHBIH COTPYJHHK pACHHCHIBACTCS B IpHEME
MMMYHOOHOJIOTHUECKUX JIeKapCTBEHHBIX [IPEenapaTos.

7.4.4. HMMMyHOOMONOTrMUeCKUe JIEKApCTBEHHBIE IIpenaparbl paclakoBLIBAIOTCS U
pasMEIaroT M0 MecTaM XpaHCHHMs XpaHEHHs. 3arpyska WIM BBIFPY3Ka TEPMOKOHTEHEepOB
(XOOAMIBHBIX CYMOK) OCYILECTBIISIETCS B CPOK 0 10 MHH B 3TOM K€ TIOMEILICHHH.

7.4.5. TlokazaHnus KayKI0ro TEpPMOHHAUKATOpa c YKa3aHHeM ero
IEPCOHH(PHUIHPOBAHHOIO HOMEPA PETHCTPHPYIOTCS B CHEIHMATBHOM JKypHAJIEe yueTa JBHKECHHS
MMMYHOOHOJIOTHYECKHUX JIeKapPCTBEHHBIX IPerapaToB.

7.4.6.1lpn MOKyMEHTAJIbHOM MNOJTBEPXKICHHU HAPYLIEHUS TEMIIEPATYpHOrO pekHUMa
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IPH TPAHCIIOPTHPOBAHMH HA BCEX YPOBHIX «XOJOJOBOI ILIeNH» OTBETCTBEHHBIH pPabOTHHK,
OCYILECTBIAIOMUN MpHeM UMMYHOOHOIOTHYECKUX JI€KAPCTBEHHBIX NIPENapaToB H PErHCTPAIHIO
coOMIO/IeH!s] TeMIlepaTypHOro pekuMa, o0s3aH [T0JI0KHUTH 00 3TOM 3aBEIyHOIIEMY anTekoH
(anTe4yHbIM MYHKTOM) M COCTABHTh COOTBETCTBYIOIIMI akT. Pemenue o0 oTkase B MOJydEeHHH
AMMYHOOHOJOTHYECKOr0  JIGKAPCTBEHHOrO  Ipenapara  NpHHUMAeTcs  PYKOBOIHTEIEM
CTPYKTYPHOTI'O IIOJIpa3Ae/ICHHUSI.

1.3. Oco0eHHOCTH NPHEMKH MPOYHX TOBAPOB ANTEYHOI0 ACCOPTHMEHTA

7.5.1. Tlponyxtel ne4eOHOro, AETCKOT0 M JUETHYECKOTO IHTAaHHUS, OHOJIOrMYECKH
aKTHUBHBIE JOOABKH SBIAIOTCS INUIIEBBIMH NPOAYKTAMHU, KOTOpPBIE OO HMX IIOJAa4d B TOProOBYIO
30HY HWJIM HMHOE MECTO TOPrOBIH JOJDKHBI OBITH OCBOOOMKIEHBI OT Tapbl, 00EPTOYHBIX H
YBSI30YHBIX MaTEpUATIOB, METALIMYECKUX KIUNC. ANTEKH M anTeYHble ITYHKTBI JIOJIKHBI
MPOM3BECTH IPOBEPKY KavyecTBa MPOAYKTOB JIe4eOHOIo, JETCKOTO U JHUETHYECKOrO IHTaHHs,
OHOJIOrMYECKH aKTHBHBIX JI00ABOK 110 BHEIIHHM [IPU3HAKAM, IPOBEPUTH HATHUHE HEOOXOAMMON
JOKYMEHTALUU H UHPOPMALIUHU, OCYIIECTBUTh OTOPAKOBKY H COPTHPOBKY.

7.5.2. ToproBns mnpoayKTamMH Je4eOHOro, JETCKOro H JHETHYECKOro IHTaHHs,
OHoIOrHYecKd aKTHBHBIMH J00aBKaMH 3ampeniaeTcs IPH HAPYLIEHHH LEJIOCTHOCTH YIAKOBKH.
KauecTBo JaHHOH TpyNIBl TOBAPOB MOATBEPKIAETCS CBUIETENLCTBOM O TOCYIapPCTBEHHOM
perucTpaliyi, B KOTOPOM YKa3aHa 00/acTb NMPUMEHEHHUs M HCIOJB30BAHUSA, H JOKYMEHTOM
MPOM3BOAMTENS ¥ (MJIM) [OCTABLIMKA, IOATBEPIKAAIOIIEr0 O€30MacHOCTb MNpPOAYKTa, -
JeKIapainuel 0 COOTBETCTBHH Ka4eCTBa HIIM PEECTPOM JIeKIapalui.

7.5.3. B ciyyae HapyuieHHs LEJOCTHOCTH YIAKOBKHM, OTCYTCTBHS IIOJHOIO IIaKeTa
JOKYMEHTOB IIPOAYKTBI JIeUeOHOro, METCKOr0 ¥ JIMETHYeCKOTOo IHMTaHMs, OHOJIOTMYECKH
aKTUBHBIE T00OABKH MOJUIeKAT BO3BPATy IIOCTABLIUKY.

7.5.4. Hudopmauus o BAJl nomkHa coaep:Karh:

- HauMeHoBaHusa BAJl, ¥ B yacTHOCTH:

- TOBApHBIH 3HAK H3rOTOBHTES (IIPH HATHYHH);

- 0003HaUEHHsI HOPMATHBHOM HJIH TEXHHYECKOM NOKyMEHTAllUH, 0053aTeIbHBIM
TpebOBaHMAM KOTOPBIX J0JDKHBI cooTBeTCTBOBaTh BAJl (U1t BAJ] 0TeuecTBEHHOTO
npousBozacTBa 1 ctpad CHI);

- coctaB BAJ] ¢ ykazaHueM MHIPEJUEHTHOTO COCTaBa B IOPAIKE, COOTBETCTBYIOIIEM HX
yOBIBAHHUIO B BECOBOM HIIU MPOLIEHTHOM BBIPAXKEHUH;

- cBeJIeHHs 00 OCHOBHBIX MMOTPeOUTENBCKHUX cBOMCcTBaX BA/L;

- cBeZIcHHs 0 Bece MK oObeMe BAJL B euHuIe TOTPeOUTENLCKOM YIIAKOBKH H BECE HIIH
o0BeMe eMHUIIBI TPOAYKTa;

- CBEJIEHHUS O MMPOTHBOIIOKA3AHMSX JJIs IPHMEHEHHS TIPH OTACNBHBIX BHaX 3a00/1eBaHHH;

- ykazanue, uto BA/J] He siBiIsieTCs IeKapCTBOM;

- JIaTa U3rOTOBJICHMS, FapaHTHIHBI CPOK FOJHOCTH HIIM JaTa KOHEUYHOI'O CPOKa
peanu3alyy OpOIyKIIHH;

- YCJIIOBHS XpaHEHH

- uH(opMalLKs 0 rocyaapcTBeHHoH peructpanuu bAJI ¢ ykazanuem HOMepa U JIaTh,

- MECTO HaXOXKICHHS, HAMMEHOBAHHE M3rOTOBMUTENA (IpoJaBLia) U MECTO HAXOXKIEHHS M
Tene)OH OpraHM3al|H, YIOJHOMOYEHHOH M3roTOBUTeNeM (IPOJABIOM) HAa [PUHATHE
NpeTeH3uii oT noTpeduTeei.
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7.5.5. MapkupoBka
CJIEIYIOLHUE CBEICHU:

yIIaKOBaHHOH

MMHIEBOH

IPOAYKIHH JOJDKHa  COJEpiKaTh

- HAMMEHOBaHHe NMHUIEBOH MPOIYKIIHH;

- COCTaB MHILEBOH MPOIYKIUH,

- KOJIMYECTBO MHUIIEBOH MMPOAYKLHH;

- IaTy U3rOTOBIEHHS MUIIEBOH IPOIYKIIUH;

- CPOK F'OJTHOCTH MHIIEBOH MPOIYKIIHH;

- YCJIOBUS XpaHEHHUs MUIIEBOH IPOJYKIUH, KOTOPLIE YCTAaHOBIEHBI U3TOTOBUTEIEM HIIH
pelyCMOTPEHbl TeXHHYECKUMH periaMeHTaMd TaMOKeHHOIO cO03a Ha OTHAEJbHbIE
BH/IB MMHINEBOH NpoayKuuu. s NMHUIIeBOH MPOAYKIMH, KayecTBO W 0€30MacHOCTb
KOTOpPOM M3MEHSeTCs IOC/Ie BCKPHITHS YIAKOBKH, 3alUINABIICH IPOLYKLHIO OT IOPYH,
YKa3bIBAIOT TAKXKE YCIIOBUS XPAHEHHUS N0CTIe BCKPHITHS YIIaKOBKH;

- HAaWMEHOBaHHE M MECTO HaXOXKJeHHs M3TOTOBHUTENS IHINEBOH IPOAYKIHH HIIH
amuIHs, UM, OTYECTBO U MECTO HaXOXIEHHS MHIMBHIYaJbHOTO NPEATNPHHUMATENS -
M3rOTOBHUTENSl MHIIEBOM MPOAYKUMH (Janee - HAaHMEHOBAHHE M MECTO HaXOKIEHHs
M3rOTOBHTENS), a TaKkKe B CIydasX, YCTAaHOBJIEHHBIX HaCTOSAMIMM TEXHHYECKUM
perzamMeHTOM  TaMOMKEHHOrO0  COI03a, HAaWMEHOBAaHME M MECTO  HaXOXKJIEHHs
YIOJHOMOYEHHOIO0 H3TOTOBHUTENIEM JIMIA, HAaUMEHOBAaHHE M MECTO HaXOXKIECHHS
OpraHu3allMu-UMIopTepa WIM (QaMHIus, WM, OTYECTBO M MECTO HaXOXK/IEHHH
WH/IMBHIyaJIbHOTO MpeJlpHHUMATeNIs-UMIopTepa (Hajnee - HaHMEHOBaHHE H MeECTO
HaXOKJAEHUs] UMIIOpTepa);

- pexkoMeHIAUMM ¥ (WIM) OrpaHUYEHHS IO HCIOJIB30BAHHIO, B TOM 4YHCIE
IPUTOTOBJIEHUIO MHUIIEBOM NMPOAYKIHMH B CIydae, €ClIM €€ HCII0/Ib30BaHHe 0e3 JaHHbIX
pPEeKOMEHIALMT WM OTPaHUYCHHUH 3aTPyAHEHO, IUO0 MOKET NPHUUYHMHHTEL BPe/l 310POBbIO
NMoTpeOuTENeH, X UMYIIECTBY, MPUBECTH K CHMIKEHHIO MIIH yTPaTe BKYCOBBIX CBOMCTB
[UIIEBOM IPOAYKIIUH;

- MOKa3aTe Il MHUIIEeBOH IEHHOCTH MUILIEBOH IPOIYKIHH;

- CBEAEHHS O HaJIMYUU B THIIEBOH MPOAYKLUHH KOMIIOHEHTOB, IOJIYYCHHBIX C
NPUMEHEHHEM FeHHO-MOIU(UIIMPOBAHHBIX OpraHu3MoB (nanee - 'MO).

- €IMHBIA 3HAK oOpallleHHs MPOIYKUMHM Ha PhIHKE IOCYJapcTB - WICHOB TaMOKeHHOro
coro3a.

7.5.6. Je3uHUUHpYIOLUIME CPeACTBA 0 MOAA4YH UX B TOPTOBYIO 30HY, pPa3sMEIlEHHs B

MECTE IIpOoJaxKH JOJIXKHBI HpOﬁTH NpEeAnpoaaKHYK) IIOATOTOBKY, KOTOpas BKIKOYACT

0CBOOOJK/IEHHE OT TPAHCIIOPTHOM Tapbl, COPTUPOBKY, IIPOBEPKY LIETOCTHOCTH YIMaKOBKH (B TOM
yucie (YHKIHOHHPOBAHHSA a’pO30JbHOH YIAKOBKH) M KadyecTBa TOBapa IO BHELIHHUM
NpU3HAKaM, HaIM4us HeoOXoaumoil umHpopMmanuu O Ne3MHOHLMPYIOIIHMX CPEACTBAX M €ro

H3TOTOBHTEIIC, HHCpr'KIJ;Hf{ 10 MIPUMECHEHHIO.

7.5.7. HWudpopMmanus B 0693aTeIbHOM NMOPSAAKE IOKHA COAEPIKATh:

- HAHMCHOBaHHE TOBapa;

- MECTO HaXxoxaeHus (aapec), GupMeHHOE HAMMEHOBaHUE (HAUMEHOBAHKE) H3TOTOBHTE]IS
(npoaaeLa), MecTo HaxoxIeHHs (apec) opraHu3aliy (OpraHu3alyii), yInoJIHOMOYEHHOM
U3roTOBUTENEM (IIPOJABLIOM) Ha IPHHATHE MPETEH3UI OT IMOKYIIaTeleH;

- cBeleHHs 00 00sA3aTeIbHOM ITOATBEPXKACHHH COOTBETCTBHS TOBAPOB B MOPSIKE,
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Ollpe/ie/IeHHOM 3aK0HOAaTenbCTBOM Poccuiickoit @eepannn 0 TEXHHYECKOM
peryIupoBaHUH;
- cBeIcHHS 00 OCHOBHBIX NOTPEOUTEILCKUX CBOMCTBAX TOBapa;
- HANMEHOBAHHE BXOAIINX B COCTaB TOBAPOB OLITOBOI XUMUU HHTPEIHEHTOB;
- MpaBHJIa U YCI0BHS 3 ()eKTHBHOTO H 6€30MMacHOT0 HCI0JIb30BAHHUA TOBapaA,
- YCIIOBHSI XpaHeHHUs (111 TOBApPOB, B OTHOIIEHHH KOTOPHIX YCTAHOBIIEHEI 00s3aTeIbHbIE
TpeOOBaHM K YCJIOBHAM XPaHEHHS ),
- CPOK FOJJTHOCTH, /1aTa H3TOTOBIIEHUS.
7.5.8. B cootBetrcTBHHU ¢ TpeOoBaHUAMH TC ToBaphl OBITOBOI XUMHH MOJIEKAT
rocyJapCTBEHHOM PETUCTPALlUH, IOTOMY IIPH IIPHEMKE 3TOH MPOIYKIIMH ITOCTABLIHK J0JKEH
npeacTaBUTh, CBHIETEILCTBO O TOCYIaPCTBEHHOM PETHCTPAIIMH U JEKIapalliio O COOTBETCTBHH
IPOAYKIIHH.
7.5.9. TlapdromepHo-KOCMETHUYECKAs MPOAYKIHA, I0aBaeMas B TOProBYIO 30HY,
JIOJKHA COOTBETCTBOBATH TpeboBaHUsAM, onpeneneHHbM Pemennem Komuccuu TamokeHHOro
coro3a oT 23 ceHTa0ps 2011 r. Ne 799 «O npuHATHH TEXHUUYECKOIO perjiaMeHTa TaMOKeHHOro
coto3a «O OezonacHoCTH nap(rOMEepHO-KOCMETHUECKOH MPOIYKIIHH Y.
7.5.10. B cootBeTcTBHE ¢ TpeOoBaHUAMH TeXHMYECKOrO periaMeHTa, ClIeqyolue
rpynns! [IKII nomkHe! iMeTs CBHIETENBCTBO O TOCyAapcTBEHHOM peructpauuu (IIpuioxenue
12 texHuyeckomy pernameHnTy TC «O 6e3omacHoCcTH napdromMepHO-KOCMETHYECKOH
npoaykuu» -TP TC 009/2011):
1) mapdromepHO-KOCMeETHYECKAsk IPOLYKIHMS I HCKYCCTBEHHOIO 3arapa;
2) mnapproMepHO-KOCMETHYECKas MPOAYKLUs 118 0TOeIMBaHus (OCBETIICHHS) KOXKH;
3) KOCMETHKaA AJIA TaTyaxa,
4) WHTHUMHAs KOCMETHKA;
5) mapdroMEpPHO-KOCMET NPOAYKIMA HHAWBUAYATIBEHON 3aIUTEI KOKH OT BO3IECHCTBHS
BPEJIHBIX ITPOH3BOCTB (PAKTOPOR;

6) Hmerckas KOCMETHKA;

7) nap@roMepHO-KOocMeTHYecKas IPOIyKIUs A XUMHYECKOT0 OKpaIlluBaHMs,
OCBETJICHUS H MEJIMPOBaHHS BOJIOC;

8) napdromepHO-KOCMETHYECKas MPOLYKIHMA Ul XHMHYECKOH 3aBUBKH H

pacIpsMIEeHHs BOJIOC;

9) mapdroMepHO-KOCMETHYECKas MPOLYKIH, TPOU3BE/ICHHAs C UCIIOIb30BAaHHEM

HaHOMAaTEepHAJIOB;

10) mapdroMepHO-KOCMETHYECKAs: TPOLYKLHA JUIsl ICTIHIISALIHH;

11) nununrH,

12) ¢propcopeprkalime cpecTBa FTUTHEHBI IOJIOCTH PTa, MaccoBas 107t GTOpH/IOB B

KOTOpEIX npeBbimaeT 0,15% (It )KUAKHX CPeCTB TUrHeHs! nojoctd pra — 0,05%);

13) cpencta s oTOeIMBaHUA 3y00B, COAepKAILHE MEPEKUCh BOJAOPOIA HIIH JPyTHE

KOMITOHEHTBI, BRIJIEISIOIIHE ITEPeKHCh BOJOPOAA, BKIIIOUas IepeKuch kapdaMuna u
MIEPEKUCH IIMHKA, C KOHIEHTpaIHeH IepeKHCcH BOJOPO/a (B KaUeCTBE HHIPEIHEHTa
unu Beiensemoit) 0,1% - 6,0% nepexkuchk BOAOpO/Ia, BKIIOYas NEpeKHch kapdaMuia
U IIEPEKUCH LIMHKA.
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7.5.11. Ha ocTanpHYIO NPOAYKLUHIO MOCTABIIMK JOJDKEH IPEIOCTAaBIATH CBEIEHHS O
Hexknapauuu o coorBetcTBUH [IKIT TpeboBaHHAM TEXHHUECKOTO perjiaMeHTa.

7.5.12. B cootBerctBuM ¢ TpeboBanusamu [1I1 P@ No 2463, no mogauu B TOProBuli 3ail
napproMepHO-KOCMETHUECKHE TOBaphl PACIAKOBBIBAIOTCS W OCMATPHBAIOTCS, MPOBEPSIETCH
Ka4yecTBO (IO BHEUIHHM IIPH3HAKaM) KaXXIOW €IWHHIBI TOBapa M HAIMYHE O HEM HeoOXOIMMO#
uHpopManmu.

7.5.13. TpeGoBaHus 1mo MapKHpOBKe mOTpeOHTeNbcKoH Tapbl npuBeneHel B TP TC
009/2011 u npexycMaTpHBarOT 00s3aTeNbHOE HATMYHE: HAUMeHOBaHHe, HazBaHue [TKI

J Ha3HA4YEHHE;

. cooTBeTcTBYIOMAas MapkupoBka, eciau [IKII npennasnayena s nerei;

. HaMEHOBaHHE IIPOU3BOAUTEIIA H €0 MECTOHAXOKIEHHUS (FOp.aipec, CTpaHa);

- CTpaHa IIPOUCXOXKIECHUS (€CIIM OTIMYAETCS OT MECTA HAXOXKACHHUs
NIPOU3BOOUTEIIA);

J HaUMEHOBAaHHME OpraHU3alMy, YIIOJHOMOYEHHOH IPOU3BOANUTENIEM Ha IPHHATHE
[peTeH3ui oT noTpebuTenei;

. HOMHHAIBHOE KOJIMYECTBO B YIIAKOBKE;

. LIBET MJIM TOH (UL OKpAIIMBAIOILMX CPEACTB H JEKOPATHBHOH KOCMETHKH;

. MaccoBYIO OO TOpUaa A CPeICTB TMTHEHBI TOJIOCTH PTa;

. CPOK IOJHOCTH, JaTa U3rOTOBJIECHHUS;

. onucaHue 0coOBIX YCIOBHH XpaHeHHs (eciu TpedyeTes);

oco0ble Mephl PeOCTOPOKHOCTH (eciiu TpedyeTcs);
No maptuu i xon, uaeHtugumpyromuit ITKIT;
CIHCOK HHIPEHEHTOB.

7.5.14. Cornacao [lonoxeHH0 0 eIMHOM 3HaKe oOpalieHus IPOAYKLHH Ha PBIHKE
roCyaapcTB - 4wieHoB TaMokeHHOro cowo3a, yTB.Pemennem Komuccuu TC ot 15 mromns 2011r.
Ne 711: «5.1. Equnblit 3HaKk oOpallleHust HAHOCHTCS Ha KaXKIyI0 eHHHUIY IPOAYKLIHH, YIIAaKOBKY
HJIN conpoBOAUTENBHYIO TOKYMEHTAIIHIO.

7.5.15. B cooTBeTCTBHH ¢ TeXHHUECKHM PETJIaMEHTOM, YTBEPIK/ICHHBIM KOMHCCHEN
TamoxxeHHOTO CO03a, FOCYIApCTBEHHAs perucTpanus ¢ Beyiadelt CBUAETeNbCTBA O FoC
PErHCTpaIiH MPOAYKIMH IIPOU3BOIMTCS ISl CIEAYIOIUX HAaHMEHOBAHUH IIPEIMETOB U CPEICTB
10 YXOJY 32 HOBOPOXKJACHHBIMH H JI€TBMH JI0 3-X JIET:

- COCKH MOJIOYHBIE, COCKH-ITYCTBIIIKK U3 JaTeKca, Pe3UHEI UM CHIIMKOHOBBIE;

- U3/IeTUsl CAHUTAPHO-THTHEHUYECKHE pa30BOr0 HCIIOIb30BaHH (ITOATY3HHKH, TPYCHI,
TMeNICHKH, TATHEHHYEeCKHE BaTHEIE MTaT0YKH (U1 Hoca U yIIei);

- IOCy/1a, CTOJIOBBIe MPUOOPEI U1 AeTel 10 3-X JeT (Yaliky, 0o 1a, NOUIbHUKHY,
TapesiKy, MUCKH, JIO'KKHU, BUJIKH, OYTBUIOUKH U IPYTHe aHATOTUYHBIE U3/IENUS JUTS MHILEBBIX
MPOAYKTOB);

- IETKH 3yOHBIE, ETKH 3yOHBIE NEKTPHYECKHE C ITUTaHHEeM 0T XMMHYECKHX
HUCTOYHHMKOB TOKA, MacCakepsl JUlsl JeceH U Apyrue aHaJOTMYHbIe M3eHs I JAeTel 10 3-X
JeT;
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- u31enus 1-ro cinos OeIbeBble TPUKOTAXKHBIE U U3 TEKCTHIIBHBIX MAaTEPHAIIOB VISl IeTei
JI0 3-X IeT;

- M3JIE]Us 4yJIOYHO-HOCOYHBIE TPUKOTa)KHbIE 1-r0 ciios as gereit 10 3-X JeT;

- TOJIOBHBIE YOOPHI (JIeTHHE) 1-TO €105 TPHKOTAXKHBIE H U3 TEKCTHJILHBIX MAaTEPHAIIOB JUIs
Jerelt 10 3-x jer.

7.5.16. IToaTBepaKIArOIIMM JOKYMEHTOM COOTBETCTBHS IIPOJYKLIMH, [1011ekKaleH
rocyIapcTBEHHOH perucTpauuu ssisercs Jlekiapaius 0 COOTBETCTBHH.

7.5.17. IlogTBepKIeHHE COOTBETCTBUS MPOAYKIIMH MOMKET OCYIIECTBIISETCS
npenocraBienneM CepTudukara, BBIAHHBIM aKKPeJIUTOBAHHBIM OPraHoOM I10 cepTH(HKALIMH C
y4acTHEM aKKpeIUTOBAHHOM HCIbITaTeNbHOM abopaTtopuu (ueHTpa). I1o xenaHuto 3asBuTes
JIEKJIapUPOBaHKe COOTBETCTBHUSA NMPOIYKIHH MOKET OBITh 3aMEHEHO cepTH(UKALIHEH.

7.5.18. Obs3aTenbHOM! cepTHPUKALMH TTOIEKHUT CIETYIOIIAS TPOLYKIIHS:

- U3JIe]IUs CAHUTAPHO-THIMEHUYECKHE U3 pe3uHbl (JopMOBBIe H HE(OPMOBEIE Ul yX0/1a
3a IeTHMHU;

- U3J1eTHs CAaHUTAPHO-THTHeHWYeCKUe U rajlaHTepeifHble U3 IIacTMace U MeTaslia;

- Oenbe JeTcKoe MOCTeNbHOE;

- u3jenus 1-ro cinos OenbeBble TPUKOTAXKHBIE U M3 TEKCTHIIBHBIX MaTEepHaIOB

7.5.19. Cpoku neficteus Ceptudukara:

- €CJIM 3adBHUTECIICM ABJIACTCA NIPOJABEILI, 3apCFHCTpHPOBaHHhIﬁ B YCTAaHOBJIEHHOM
[HOpAOKE TOCy1apCTBOM-YIIEHOM TaMO}KBHHOFO COHO3a, HJIKM HU3rOTOBHTEIIL HIIH JIMIIO,
BBIIIOJIHAIONEE (DYHKIIMM HHOCTPAHHOI'O M3TOTOBUTEIIS HA OCHOBAHMHU JIOIOBOPA C HUM, TO CPOK
JefictBus ceprudukara - He 6osee 3 JeT, ¢ NEPUOJUYHOCTHIO HHCIIEKIIMOHHOTO KOHTPOJIA 32
cepTHHUMPOBAHHON npoayKuueit — 1 pa3 B rox;

- €CIIU 3asBHUTEJIEM SBIISETCS U3TOTOBUTEND HITH JIMIIO, BRINOTHSIONIEEe (QYHKIIHH
HHOCTPAHHOT'0 W3TOTOBHUTEIIS HA OCHOBAHUU JIOTOBOpPA ¢ HUM, UMEIOIIHe CepTH(HUIIMPOBAHHYIO
cucteMy MeHexMenTa kadecTBa (MCO 9001), To cpok nelicTBus ceprudukara - He Oonee 5
JIET, ¢ MIePHOAUYHOCTBIO HHCIEKIIMOHHOTO KOHTPOJIS 3a cepTH(GULIHPOBAaHHOM Npoaykiueit — 1
pas B rof.

7.5.20.11pu npuemMke ToBapa HEOOX0AUMO 00PAaTUTh BHUMAaHUE HA COOTBETCTBUE
MapKHUPOBKH JIeTCKOM Mpoaykiuu TpeboBanusaM cT. 9 TexHuueckoro persiiaMeHTa.

7.5.21. MapkupoBKa NpoJyKLHH JOJKHA OBITH JOCTOBEPHOM, IIPOBEPAEMON, YATAEMON U
JOCTYIIHOM [U1s ocMOTpa U uaeHTHuKanuu. MapKupoBKy IpoIyKIMK HAaHOCAT Ha U3/IENHE,
ATHKETKY, IPUKPEIUIIEMYIO K H3/IEJIHIO UJTH TOBAPHBIN SPIBIK, YIAKOBKY M3IENUs, YIIAKOBKY
TPYIIBI U3AETHH WM TUCTOK-BKJIABIII K IPOIYKIIHH.

7.5.22. MapkupoBKa MpoyKIUH TOJKHA COAEPIKATh CIeIYIONTYI0 HHPOPMAIIHIO:

- HAMMEHOBAHKE CTPAHBI, I71e U3TOTOBJIEHA NIPOIYKIIH;

- HAUMEHOBAHHE W MECTOHAXO0KIEHHE U3TOTOBUTENS (YIIOJTHOMOUYEHHOTO H3TOTOBUTENIEM

JUia),

- UMIIOPTEpPA, AUCTPUOBIOTOPA;

- HAaUMeHOBaHKe W BUJI (Ha3HAUYEHHUE) U3/IeNIH;

- 1aTa U3TOTOBJICHUS;

- €IMHBIN 3HAK 00paIlieHus Ha PhIHKE;

- CPOK CJIYKOBI MPOAYKUMH (ITPH HEOOXO0AUMOCTH);

KonduaenuunaabHo
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- TapaHTHITHBIA CPOK cayKObI (MpH HEOOXOAUMOCTH);

- TOBAPHBIHA 3HAK (MIPH HAJIMYUH).

7.5.23. Undopmanus 1oikHa ObITh IPEACTABIICHA HA PYCCKOM S3BIKE HIIH
rOCyJIapCTBEHHOM SI3bIKE rocyapcTBa-4ieHa TaMoKEeHHOro cor3a, Ha TEPPUTOPUH KOTOPOTo
JIAHHOE U3JIe/Ie ITPOU3BOIUTCS U pealn3yeTcs NoTpeOUuTeNto.

7.5.24. JIng MMIIOPTHOM NPOAYKIHH JOIyCKAeTCs HAMMEHOBAHUE CTPAHBI, I
H3TOTOBJIEHA MPOAYKIIMS,HAUMEHOBaHHE H3TOTOBUTEIS M €0 IOPHINYECKHH a/IpeC YKa3hIBaTh C
HCII0JIb30BAHUEM JIATHHCKOTO aylpaBUTA.

7.5.25. He jionyckaeTcs HCIOJIb30BaHUs YKa3aHUH "DKOJIOrHYeCcKH YucTas ',
"oproneauueckas’" ¥ JPyrUX aHAIOTHYHBIX yKa3zaHUH 0e3 COOTBETCTBYIOIIETO MOATBEPIK/ICHHS.

7.5.26. MapKupoBKa COCOK MOJIOYHEIX ¥ COCOK-ITYCTBILIEK JIOJKHA HAHOCHTLCS Ha
3aKpPBITYIO YIIAKOBKY H COJI€PKATh rapaHTHHHBIN CPOK CITy>KObI, HHCTPYKIIHIO 10
HCIIOJIB30BAHUIO, XPAHEHHIO,THTHEHHUECKOMY YXOIY 3a U3JIEIHEM.

7.5.27. U3aenusi cCaHUTaApHO-IMTHEHUYECKHE pa30BOro HCII0JIB30BaHMs [UIs yX0/1a 3a
IETbMH JI0JKHBI HMETh HHCTPYKIIHIO, COJeprKallyto HHGOopMaLUIO ¢ yKa3aHHEM Ha3HAYEHHU,
pasMepa, peKOMEHIAIIHH 110 TPaBHJIBHOMY BBIOODPY BHIa M pazMepa H3enus, crocoboBs yxoa 3a
M3JEJIHEM U €r0 YTHIM3aAIUHU (pu HeoOX0IUMOCTH).

7.5.28. MapkupoBKa IOCYbl U U3/Ie/INi CAHUTAPHO-THTHEHHYECKHUX U FJlaHTEPEHHBIX
JOJDKHA COJepKaTh 0003HaYeHHe MaTeprala, U3 KOTOPOro M3rOTOBJIEHO U3/IENHE, ’
HHCTPYKIIMIO O 3KCIUTYaTal|uH U YXO.Y.

7.5.29. U3nenus, no popMe U BUIY aHATOTHYHBIE IIPUMEHAEMBIM U3JIETHAM VTS
[HIIEBBIX IPOJYKTOB, HO HE IpeHa3Ha4eHHBbIE Ul KOHTAKTa C IMUILEBBIMH POIYKTaAMHU,
JIOJDKHBI KIMETh MApKHUPOBKY «J1J1s HEe MUIIEBBIX IIPOIYKTOBY HIIH YKa3aHHE HX KOHKPETHOTO
Ha3HA4YEHHUs.

7.5.30. U3nenust 111 HOBOPOKAEHHEIX U OeNlbeBble U3EIMs U AeTed 10 1 roma
HeoOXO0JMMO CONpoBOXIaTh HH(popMmanuei «[IpenBapuTenbHas cTupka o0g3aTeIbHAY.

7.5.31. U3narensckas (yueOHast, KHW)KHAS U JKypHAJIbHASA) IIPOAYKIMS Ul IETECH TaKKe
MO/NAAET M0/] peryupoBanue TeXHHIecKoro pernaMenTa TaMokeHHOro corosa «O
0e30macHOCTH MPOAYKIIHH, IpeJHA3HAUCHHOMH U1 IETEN U MMOJPOCTKOBY .

7.5.32. IlpeanpoakHas MOATOTOBKA U3ETHHA MEJIHUMHCKON TEXHHKH BKIIIOYALT IIPH
He0oOXOMMOCTH TaKIKe yIalleHHe 3aBOICKOM CMa3KH, IPOBEPKY KOMILJIEKTHOCTH, COOPKY H
HaIa/Ky.

7.5.33. MapkupoBKa MEIMLIMHCKHX HU3/IC]IHH J0JDKHA COIEpPIKaTh CIEYIOIIMEe JaHHbIe:

- HaMEHOBAHUE MEIUIMHCKOTO U3/IEIIH;

- obo3HaueHHe MOAETH (THIA, BUJA, apTUKyTa) U (MIM) HCIOJIHEHHS MEIULUHCKOTO

U3JIeIHs, KOMILIEKTaus (Ipy He0OX0UMOCTH);

- HAUMEHOBAHHE CTPAHbI-IIPOU3BOAUTES (U3TOTOBHTESA);

- HaWMEHOBaHHE, TOBApPHBIM 3HAK (IPH HAJIMYHMK), MECTOHAXOXKICHHE (FOPUAMYECKHH

aJpec) MPOM3BOIUTENS (M3TOTOBUTES), aipeC MecTa IPOH3BOICTBA (M3rOTOBRJIEHHUS )

- HOMEp | JIaTa PerHCTPALlHOHHOTO YIOCTOBEPEHHS Ha MEUIIMHCKOE H3/IE/THE;

- OCHOBHBIE CBOMCTBA W XapaKTEPUCTHKH MEIULHMHCKOTO M3JEeNHs, YKa3aHHbIE B

MeTpuYecKoi cucteMe Mep (MexayHapoIHoll cHCcTeMe eIMHMIL);

- LITPUXOBOH KO (IIPH HAIMYHH);

Kondnaennuaanno
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- CpOK TOZHOCTH MEIHIIMHCKOTO M3JAedus (Mecsll, TOoJ) HIH CPOK CIykOBbl,

YCTAHOBJICHHBIH IPOU3BOIUTENEM (M3TOTOBUTENIEM);

- IaTa IPOHU3BOJICTBA (M3rOTOBJIEHHS ) MEAHIIMHCKOIO U3/IEIIUS;

- 0coObIe YCIIOBHSA XpaHeHUs U (MJIH) IPUMEHEHHs (9KCIITyaTallih);

- yKa3aHHe O CTEPHJIBHOCTH C YKa3aHWeM MeTOJa CTEPHUIM3ALHH (LI CTEPHIbHBIX

MEAUIIMHCKUX H3/IEINH);

- HOMep cepuH (IapTHH);

- yKazaHHe O TOM, YTO MEJAMLMHCKOE H3JielMe IpeIHa3’HaYeHO U1 OJHOKPaTHOIo

0coOble HHCTPYKIIHH ITPOH3BOJMTENSA (M3rOTOBHTENSA) (IIPENyNpPEKIEHUS H MeEphbl

PEIOCTOPOIKHOCTH, KOTOPbIE HEOOXOIUMO HCIIOJIHATH, MAHHIYISALUHOHHBIE HAINUCH)

(mpu HEOOXOAUMOCTH);

- €JIMHBIA 3HAK oOpalleHus MPOAYKIMH Ha PBIHKE TOCYIapcTB - WIEHOB TaM0XKeHHOTOo

COHO3a.

7.5.34. B coorserctBuu ¢ I1I1 P® ot 27 nexabps 2012 r. N 1416 cBenenus o Homepe
PETHCTPAIHOHHOTO  YJOCTOBEPEHMs M Jare TOCYIapCTBEHHOM  PErHCcTpauuu — W3Je1us
MEIUIMHCKOTO Ha3HAYEHWS JIOJDKHBI OBITh JIOCTYNHBI JUIS IOTpeOMTENs (HaHeCeHbI Ha
VIIAKOBKY, 3THKETKY, HHCTPYKLHIO [0 NPUMEHEHHIO, 3KCIUIyaTallMOHHYK JOKYMEHTAIHIO0), a
TaK)KEe CONEpPIKaTbCs Ha PEKJaMHOH MPOAYKIHH, IpeJIHa3HAUYEeHHOH Ui KOHEYHOIO
noTpedUTEeNs.

7.5.35. B cootBeTcTBHH ¢ EMHBIMYU CaHUTapHBIMH TpeOOoBaHMAMH TaMOXKEHHOrO COI03a
K MHHEPaJIbHBIM BOJIaM OTHOCSTCS IPUPOHBIE " HUCKYCCTB
MHHEpaJIbHBIE BOJIBI C YPOBHEM MHHEpalH3alud He MeHee 1 1/1 .

7.5.36. Bona MuHepaibHas [JOKHA OBITH pa3iMTa B IOTPEOMTENBCKYIO Tapy,
npeHa3HAYEHHYIO JUI1 KOHTaKTa ¢ MHIIEBBIMH MPOJAyKTaMHu. MapKUpOBKa MHHEPATBHON BO/bI
JO/DKHA  COJIepKaTh HMH(GOPMAIUID B COOTBETCTBHH C TPeOOBaHHAMM  JIEHCTBYIOLIHX
TeXHHYEeCKHX U HOPMATHUBHBIX [IPABOBBIX aKTOB.

7.5.37. YcnoBus XpaHEHHS, a TakXke CpPOK TOJHOCTH JO/UKHBI COOTBETCTBOBATh
TpeOOBaHMSIM, YKa3aHHBIM B HOPMAaTHBHOH JOKYMEHTAllMH M3TOTOBUTENS Ha TOTOBYIO
IPOJIYKLUIO, YTBEPKIECHHYIO B YCTAHOBJIEHHOM MOPATIKE.

7.5.38. MapKHpOBKa MUHEPAJILHBIX BOJ H CTOJIOBBIX BOJ JOJIKHA COJIEPIKATE
ClIeIYIOUYI0 HH(OPMALIHIO:

1) o6o3HaueHHE BHAA NPOAYKIMH KaK MUHEPAILHOH BOJIBI I KaK CTOJIOBOH BOJIEI

2) Tin (ra3upoBaHHas, Hera3upoBaHHas);

3) HOMep CKBaKMHBI (CKBaYKHH ) M/HJIH HAUMEHOBAHHE MECTOPOXK/ICHHUA (Ha3BaHHE

y4acTKa MECTOPOXKIACHH ) HIIH HAUMEHOBAaHHE HCTOYHHKA,

4) HAaMMEHOBAHHE U MECTOHAXO0XKICHHE H3TOTOBHTEIA,

5) HaMMEHOBAHUE M MECTOHAXO0XKICHHE OpPraHu3aliH, YIIOTHOMOUYEHHOM Ha IPHHSTHE

npeteH3uii Ha TeppuTopHH Poccuiickoit Menepanuu (11 UMIIOPTHON MPOJIYKIIHH);

6) o01mas MUHEpATU3AIKS HIH CyXOH O0CTaTOK (rpaMM/JIHTD);

7) XMMHYECKHUI COCTaB MHUHEPAILHOM BOJIBI H CTOJIOBOH BO/Ibl, XapAKTEPU3YIOLIHH U

MO3BOJISIFOIIMHA HAEHTHHIIMPOBATH JAHHYIO MHHEPaJIbHYIO BOJY (OIIpeeaeT

M3TOTOBUTEJIB) B IpeJiesiaX eCTeCTBEHHBIX BapHalui.

Konduaenunaabuo
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8) HauMeHOBaHKE IPUPOIHOM MIHHEPATLHOM BOBI JODKHO COOTBETCTBOBATh
reorpauueckoMy, HCTOPUYECKOMY MECTY €€ IIPOMCXO0KACHHUS (11 MHHEPATbHBIX BO
noj reorpadHuecKuM 00BEeKTOM MOHUMAETCS MECTOPOXKICHHE HIIH €r0 y4acToK), THO0
OBITH (DaHTa3UHHBIM.

9) B MapKHpOBKE MUHEPATIBHBIX BOJ 3alIPeILaeTcsl YIIOMHHATE JIF00bIe 0cO0bIe CBOMCTRA,
B TOM YHCJIE CBS3aHHBIE C IPOUCXOKICHHEM MIPUPOJHON MUHEPaILHOH BOJEI (Ha3BaHUE
MECTOPOKIEHHS ), BKJIFOYasi Ha3BaHHe MHHEPATbHOH BOBI, €C/IH OTCYTCTBYIOT
JI0Ka3aTeIbCTBa, OATBEPIKAAOIINE IeKIapipyeMble CBOMCTBA.

8. Ucropusa COII

22.02.2017-CMK.COII-AO-PO-001, Bepcus 01.
21.02.2020-CMK.COII-AO-PO-001, Bepcus 02.

9.Cnucok 3ano/iHseMbIX hopm

1. Cnucok KOHTPOIUPYEMOTO paclpoOCTPaHEHHS.
2. Jluct 03HaKOMIIEHHS.
3. Hcropus u3MeHeHHil.
4. JKypHan perucTpaliil pe3yibTaToB IPHEMOYHOIO KOHTPOJIS
5. AKT 00 yCTaHOBJIEHHOM PACXOX/IEHHH 10 KOJMYECTBY U Ka4eCTBY.
10. IIpuiaoxkenns
[Ipunoxenue 1
dopma AO-PO-001-03/1
CIHCOK KOHTPOJIMPYEMOT0 paclpoCcTpaHEHHUS
Bun noxymeHTa JomKHOCTh AepiKaTess JOKYMEHTa
OpuruHan HayalpHHK aliTeYHOTO OTAeNa
Konus Ne 1 3aBenyomui anTekol
Kormus No 2 3aBeqyIOUIMH anTeYHbIM TYHKTOM

Konpuaenunanbuo

[Ipunoxenue 2
®opma AO-PO-001-03/2




CTaH,E[a[)THaH onepanuoHHasA

Crtpannua 19 us 28

Broautcs: Bzamen CMK. COII-AO-PO-001, Bepcus 02

I'BY3 «1J1O A3M» npoueaypa
CMK. COII-AO-PO-001 [1ara BBeneHus:
«15» mas 2021 r.
Opurunan
Bepcus: 04 JIeHCTBUTEBHO J10:

«15» masg 2024 r.

Ha3ssanue noxymenTa: OpraHu3anusi IpHeMKH TOBAPOB aNITEYHOr0 ACCOPTHMEHTA

JlucTt o3HAKOMIIEHHS

No Jara @aMHUIHA, UM, OTUYECTBO JIOJIDKHOCTE [Toamnuce
n/n
1
2y
3
4.
3.
[Ipunoxenue 3
®opma AO-PO-001-03/3
HcTopus namenenui
Ne Bepcun Hara [Ipuuuna Howmep crpanunb! Kem BHeceHO
BBEJICHHMS B | NepecMoTpa/BHece | (3aMEHEHHOH, HOBOH, H3BTOMH) ©.1.0.
JneicTrie HUS U3MEHEHUS
Bepcua 01 | 22.02.2017 HoBBIH JOKYMEHT Aiicuna I'.P.
Bepcust 02 | 21.02.2020 B cBsa3u ¢ 1-27 Aticuna I'.P.
HCTEYEHHEM CPOKa
JICHCTBHSA
Bepcus 03 | 15.05.2021 B cBs3u ¢ 1-27 Aiicuna I'.P.
BCTYIICHHEM B
CHJTYy HOBBIX
HOPMAaTHBHBIX
aKTOB

Oprannzauna: 'BY3 "LIJIO JI3M" Anteka Ne

[Tpunoxenue Ne 4

®opma AO-PO-001-03/4

JKypHau pervctpaliny pe3ysibTaToB IIPHEMOYHOTO KOHTPOJIS

3a NepUoad C...........

[To noapaznenenuam: O6wuit otaen

KonduaenunaabHo
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Cooteercteuel TlonuoTa Homep Cobntoaenue | Bpems oTrpys3ku u
Busyansh ToBapa KOMITeKTa W jara 3AABJIEHHBIX Noay4eHns
JlokymeHT Kost-po bl COIMPOBOHTE| CONPOBOIHT, JOKyme [pin YCNOBHIi XpaHeHus| (MapupyTHBIi Mpu PHO
il [Toctas|Haum. B oCMOTp BHBIM enpHex | 3a0pa-| HTao areie| 1 EPEBO3KH JIHCT) seua | POB
= h d
UMK | JAOKY- JIOKYMEHTaM |710kymenToB| KOBAHO | BBIABIE — (Temnepar.pekum, e | €PAO
MEHTE HHOM 1ero
Jlata | Homep JA] MY V0B he VJI0B e HLCOOT Cootser. | He coots. | Cootser. |He coots.
OB | y10B YA0B yI0B peTcTan|

[Ipunoxenue Ne 5

®opma AO-PO-001-03/5

YHuduuupo

BaHHas (opma Ne TOPI™-2

YTBep)KBCHa noctaHoBieHreM ["ockomcTara

Poccuu oT 25.12.98 Ne 132

Kon
Dopma no OKY ]| 0330202
no OKIIO
opraHu3zalus, aapec, Homep TenedoHa, pakca
CTPYKTYpHOE oJpa3aeneHue Bun nearensnocti no QKT
OcHoBaHHe 1A COCTABJIEHUs aKTa NpHKa3, pacropsKeHHe HOMeEp
HEHYKHOE 3a4epKHYTh JlaTa
Bun onepauun
YTBEPX]IAIO
Homep Hara PykoBoaurens
JOKYMEHTA | COCTABJICHHS
JOJKHOCTE
AKT
00 YCTAHOBJIEHHOM PACXOKIEHHH N0 KOJHYECTBY
MOIITHCH pacwmn$poBka
H Ka4ecTBY NNPH NpHEeMKe TOBAPHO-MaTepPHAJIbHBIX eHHOCTeil noanHucH
« » roaa

Konduaenunanbno
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MecTo npHemMKH ToBapa

Hacrosiumii akT coctasieH KOMHUCCHEI, KOTOpas yCTaHOBHJIA: « » roga
10 CONPOBOAUTEILHBIM JOKYMEHTaM

HAaWMEHOBaHHe, HOMep, 1aTa

J0CTaBJIEH TOBAp. HOKYMEHT O BbI3OBE NPEACTABHUTENA FPy300TNPABHTENIA, MOCTABIIMKA, TPOHU3BOJAUTEIA!

HEHYKHOE 3aUepKHYTh
Tenerpamma, dakc, renedoHorpamMma, pagHorpamMma - Ne OT « »
HEHYXKHOE 3aUepPKHYTh
['pysooTnpaBuTens

HauMEHOBaHHe, aJpec, Homep TenedoHa, gakca
[TpousBoauTens

HanMEHOBaHHe, aapec, Homep TeaedoHa, dakca
[MocTaBmuk

HaHMEHOBaHHe, ajipec, HoMep TenedoHa, dakca
CrpaxoBasi KOMNaHms

HaWMEHOBaHMe, aapec, Homep TenedoHa, dakca

JloroBop (KOHTpaKT) Ha MOCTABKY ToBapa Ne OT « » roia
Cuet-taktypa Ne 0T « » rozaa
KomMmepueckwuii akt No OT « » rozia
BerepunapHoe cBUAETENBCTBO (CBUAETENLCTRBO) No OT « » roaa
KenesHomopoxHas HakiaaHas Ne OT « » roaa
Cnocod nocTaBku Ne
BHJI TPAHCIIOPTHOTO CpeacTBa
Jlata oTnpaBsieHus ToBapa « » roaa
CO CTaHLMH (NIPUCTAHHM, TIOPTA) OTNPABIEHHS
HaMMEHOBaHUe
MJIM CO CKNlazia OTAPABHTENA ToBapa
HaMMEHOBaHHE
JOATA, BPEMJ, 4. MuH.
NpHOBITHA |BCKPBITHS Ba-|  BbIAAYM JOCTaBKH Havana MPHEMKH TOBapa
TOBapa Ha | rOHa, aBTO- | TOBapa Op- | TOBAapa HAa | pa3Tpy3KH Hayajo  |[PUOCTAHOB-| BO30OHOB- | OKOHuUAHHE
CTaHLHIO dyprona, |ranuzaumeii | cknag op- NeHHe neHue
(mpucTaHb, | KOHTeliHepa | TPAHCMOPTA | rAHHW3ALMHE-
MopT) Ha3- | | APYTHX noTy4aTens

Hau€HHA TpaHCTIOPT-
HBIX CpEICTB

Kondupenunanbuo




I'BY3 «I1J1O JI3M»

npouexypa

CTaHﬂapTHaﬂ onmepanuoHHasi

Ctpanuna 22 u3 28

CMK. COII-AO-PO-001

JlaTa BBEIEHUA:
k15» mag 2021 r.

Opurunan

Bepcus: 04

Beoaurcsa: Bsamen CMK. COIT-AO-PO-001, Bepcus 02

JeHCTBUTEIBHO 10!
«15» mast 2024 r.

HazBanue JAOKYMEHTA: Opraﬂmamm IIPHEMKH TOBApPOB alITEYHOI0 AaCCOPTHMEHTA

MapKHUpPOBKa

2-s ctpanuua (opmel Ne TOPI'-2
CBeneHus 0 COCTOAHWM BaroHOB, aBTO(GYProHOB M T. 1. Hann4ue, onucaHue ynakoBOYHBIX APJBIKOB, M10MO
TPAHCIOPTa Ha OTACABHBIX MecCTax (ceprupukaToB, creuu(puKaluii B BaroHe, KOHTeiiHepe) M OTMpPaBUTENLCKAS

[To conpoBOAHTENLHBIM TPAHCMIOPTHBIM IOKYMEHTaM 3HAYHUTCS:

Ormetka 06 onyiomGuposa- | Konu- Bun Haumenosanue Torapa | Ennnn- | Macca 6pyTtTo ToBapa Oco0ble
HHUH TOBapa (rpysa), COCTOA- | YECTBO | YNAKOBKH |(Ipy3a) HJIH HOMepa Ba-| La u3- |(rpys3a) Mo JOKyMEHTaM| OTMETKH
Hue njaoM0 M colepKaHHe | MecT FOHOB (KOHTeHHEpOB, | Mepe- | OTHpaBH- |TpaHCMOpT-| OTNPaBHTENs
OTTHCKA aBTO(QYProHOB U T. .) | HHA Tens Holi opra- no
HU3ALKHH HaKJIa/1HO#
(craHuum,
[TPHUCTAHMN,
nopra)
1 2 3 4 5 6 7 8

CaeJleHHsi 0 COCTOSHUH BaroHoOB, aarod:ypronos H T.AO. Ha.nwme, OMnHCaHHE YCTaHOBJIEHHBIX SAPJIbIKOB,

oMo

TPaHCMOPTa Ha OTAEbHBIX MecTaX (cepTudHKaToB, cielMdHKaLHK B BaroHe, KOHTeiiHepe) (pakTHYeCKH

Pacxosxk/1eHne no KONMUYECTBY MECT U
Macce B aKTHpYeMOii mapTHU TOBapa,
o0HapyKeHHble Ha CKiiane
TOBaponony4arensa

Konuyecto

Macca, Kr

MecT opyrTo

Tapa

HETTO

CreneHs 3anon-
HEHHUs TapHOTO
MecTa, BaroHa,
KOHTeitHepa
HT.II

Mo 1OKYMEHTaM Ipy300TIpPaBHTENS

QakTHUYECKH NOCTYITHIO

Pacxoxpaenue (+, -)

Kondunaenunanono



CTaH,[[apTHaH ornepanuoHHasdA

Ctpanuna 23 u3 28

Beoautcs: Bzamen CMK. COIT-AO-PO-001, Bepcus 02

«15» masz 2024 r.

I'BY3 «1IJIO A3M» npoueaypa
CMK. COII-AO-PO-001 [IaTta BBeIeHHS:
«15» masg 2021 r.
Opurunan
Bepcus: 04 JlelicTBUTENBHO 10!

Haspanne noxkymenTta: OpraHnsanusi NpHEMKH TOBAPOB ANTEYHOr0 ACCOPTHMEHTA

ToBap (HauMeHOBaHUE) Homep | Eaununa usmepeHus ITo nokyMeHTaM NMocTaBLUMKA 3HAYHUTCS
MecTa | Haume- KOZI 1Mo APTHKYJ COPT  |KONM4YecT-| LleHa, | cymma,
HOBaHHE OKEH TOBapa BO (Macca)| py0. kor. [py0. kon
1 2 3 4 5 6 7 8 9

Kondupenunaasao




CTaHHapTHaH ornepanHoOHHAas CTpaHHua 24 y3 28
I'BY3 «I1JIO 13M» npoueaypa

CMK. COII-AO-PO-001 [TaTa BBegeHUS:
«15» mag 2021 1.

Opurunaan

Bepcus: 04 JleficTBUTENBHO 110:
Beoaures: Bzamen CMK. COIT-AO-PO-001, Bepcus 02 «15» mag 2024 r.

Hazpanue JOKYMEHTa: Opraﬂmaum{ NPHEMKH TOBAPOB AlITEYHOI'0 ACCOPTHMEHTA

3-4 ctpanuua opmsl Ne TOPT-2
Venosusa XpaHeHHs ToBapa (MPOLYKLHH) 10 €ro BCKPBITHA Ha CKIae NoaydaTess:

CseneHus 0 TemnepaType NMpH pasrpy3ke B BaroHe (pedpukeparope u T. 1.) B
ToBape, °C

CocTosiHKe Tapbl ¥ yNakoBKH, MapKHPOBKA MECT, TOBApa M Tapbl B MOMEHT BHEIIHETO OCMOTpa TOBapa (MPOLYKIMH)

Copepxanue HapysKHOI MapKMPOBKH Tapbl M APYrHe JaHHbIE, HA OCHOBAHHH KOTOPBIX MOYHO CEIaTh BHIBOIBI O
TOM, B ubeil

YNaKOBKe NMpeIbABJIEH TOBAP (MPOU3BOINTEINS HIIH
OTMPaBHUTENA)

Jlata BCKpBITHA Tapel (TApHOTO MeCTa, BaroHa, KOHTEIHEpa M T. 11.) « » roaa

Opranusauus, KoTopas B3BeCHIa M OIUIOMOMpOBANa OTrPYKEHHbIH TOBAap, MCMPABHOCTh MIOMG M CoJepikaHue
OTTHCKOB,

COOTBETCTBHE MIIOMO TOBAPOCOMPOBOANTEIbHBIM
JIOKYMEHTaM

[Topsinox orGopa Tosapa (npoayKimn) 11s BEIGOPOUHOI npoBepky ¢ ykazanueM [OCT, 0coBbIX YCIOBHIT MOCTABKM
mno

AOroBopy (KOHTPAKTY), OCHOBAHHE BLIGOPOUHOI
MPOBEPKH:

Kondnaenunansno



I'BY3 «1J1O A3M»

CranaapTHasi onepauMoHHas

npoueaypa

Crpanuua 25 u3 28

CMK. COII-AO-PO-001

JTaTa BBEIEHUS:
«15» masg 2021 r.,

Opurunan

Bepcus: 04
Beoaurcs: Bzamen CMK. COIT-AO-PO-001, sepcus 02

JeHCTBUTEJIBHO JI0:
«15» mas 2024 r.

Ha3panmue JOKYMECHTA: Opraﬂmaunﬂ NPHEMKH TOBAPOB alITEYHOI0 aCCOPTHMEHTA

DakTHYECKH 0Ka3aa0ch bpak Boii OTKI0HEHHE Homep
APTHKYJN| COPT | KOMH- | LEHa, |CymMMa, | KOMH- |CyMMa, | KOJIH- |CcyMMa, M3NHLIKH HejocTaua nacropra
TOBapa 4ecTBO | pyod. py0. |uectBo| pyO. |uecTBo| pyd. | KomM- |CymMa, | KoJM- |CymMa,
(macca)| xor. Kom. |(macca)| Kom. [(Macca)| KOM. |uecTBo| pyd. |uectso| pyo.
(macca)| kom. |(macca)| kor.
10 11 12 13 14 15 16 17 18 19 20 21 22 23

Konduaenunaapo




CranaapTHasi onepanMoHHAas Crtpanuua 26 u3 28
I'bY3 «IJ1O A3M» npoueaypa

CMK. COII-AO-PO-001 [IaTta BBeneHHS:
«15» mag 2021 T.

Opurunan
Bepcus: 04 JleiicTBUTENBHO 10!
Beoautcsa: Bsamen CMK. COIT-AO-PO-001, Bepcus 02 «15» mas 2024 1.

Ha3sanue joxymenta: Opranuzanusi NPUEMKH TOBAPOB alITEYHOr0 ACCOPTHMEHTA

4-g ctpannua (opmel Ne TOPI™-2
Onpenenenue konuuecTsa (Maccsl) ToBapa (POLYKLHH) NPOBOANIOCH

B3BELIMBAHHUEM, CUETOM MECT, 0OMEpPOM H T. I1.,

MECTO OMpeleNeHns Koau4ecTa (Macchl) ToBapa (NpoayKLINK)

B3BelniBaHie T0BapoB (MPOAYKLHMH) NPOBOAKIOCH HA HCTIPABHBIX BECAX, IPOBEPEHHLIX B YCTAHOBIEHHOM TIOPAIKE.

Caenenue 00 UCTIPABHOCTH BECOM3MEPHTENLHBIX MPUGOPOB (T BECOB, rOJ KJIeHMeHHs)

Hpyrue naHHbie

[lo ocrambHbiM TOBapHO-MAaTepPUANbHBIM LIEHHOCTAM, [MEPEYHCIEHHBIM B COMPOBOAMTENBHBLIX AOKYMEHTAX
MocTaBLIMKA,

PacXo:KIeHHI B KOMMYECTBE M KAYECTBE HET.

[TonpoGHoe onucanne nedekToB (xapakTep HeAOCTAuH, H3THILKOB, HEHA/UIEKALIEro KauecTBa, Gpaka, 6of) H MHeHHe
KOMHCCHH

0 NMPUYHHAX UX 00pa30BaHus

3ak1oueHHe KOMUCCUU

[TPHIIOXXEHHE:

YneHbl KOMMCCHH Npeaynpex/aeHbl 00 OTBETCTBEHHOCTH 3a TMOAMMCAHHME aKTa, colepallero JAaHHble, He
COOTBETCTBYIOLLHE
NefCTBUTEILHOCTH.

[Ipencenarens koMUCcCHE

MeCTO paboThl, JONKHOCTD MOAMHCH pacndpoBKa NOAMNUCH
UneHbl KOMHUCCHH:

MecTO paboThbl, JOJKHOCTE MOAIMHUCH pacwngpoBKa NOAMUCH

MecTo paboThbl, JOMKHOCTE MOAMKUCH paciurdpoBKa rnoanucu

MeCTO pabdoThl, 10MKHOCTh MOANKCH pacuHdposka noanucu

Konpuaenuuaiabno



I'BY3 «1J1O A3M» npoueaypa

Cranpapraas onepaunonHas  |Crpanuna 27 u3 28

CMK. COII-AO-PO-001 [/Tata BBe1eHHUS:

«15» masg 2021 r.

Opurunan

Bepcus: 04
Beoutes: Bzamen CMK. COIT-AO-PO-001, Bepcus 02

JleHCTBUTENBHO JI0:
«15» mag 2024 r.

Hassanue 1okymenTa: Opranuszauusi NpHeMKH TOBAPOB ANITEYHOr0 ACCOPTHMEHTA

[Ipencrasurens rpy3ooTnpasuTe-
11 (MOCTaBIIMKA, TPOU3BOIHTEA)

MecTO paboThl, AOMKHOCTh Noanuch paciiM(poBKa NoanucK
JIOKYMEHT, y10CTOBEPSIOILIHIT TOTHOMOY M
HaHMEHOBaHHE
Ne BBIJIAH « » rojaa
AKT ¢ NpUIOKEHHEM Ha JIUCTAX NOMYYHI
["nasublit (cTapwnii) Gyxranrep
MOAMKCH paciundpoBKa noanucH
« » rona
Pewenne pykosoaurens
ToBap u Tapy Ha OTBETCTBEHHOE XpAHEHHUE MPUHSI
3aBeylolHii CK1ag0oM (KIaI0BLIHK)
HOAINCH pacmu(ppoBKa NOANUCH

Konduaenunanbsno



I'bY3 «1J10 A3M»

CranpapTHasi onepauHoHHas
npoueaypa

Crpanuna 28 u3 28

CMK. COII-AO-PO-001

JlaTa BBeOeHHS:
«15» mas 2021 r.

Opurunan

Bepcus: 04

Beoautes: Bzamen CMK. COIT-AO-PO-001, Bepcus 02

JleficTBHTEIBHO J0O:
«15» mast 2024 r.

Ha3ssanue nokymenTta: Oprauusanusi npHeMKH TOBAPOB alITEYHOI0 ACCOPTHMEHTA

Ilpoepka cooTBeTCTBHS
yeoBuii
Tpancnopruposanus TAA

ITpouecc npuemkn TAA

Ycnosus

TPaHCNOPTUPOBKH
COOTBETCTBYIOT

IMposepka TAA nannbvM B
CONpPOBOAHTEILHBIX J0KYMEHTAX
(KO/IYeCTBO, HAMMEHOBAHHE,

CE€pHH, CPOKH

Y

Iposepka nasnuus
TAA B
uHdopmaunonnbix 6azax
JAAHHBIX 0

MPHOCTAHOB/JCHHH WK
H3BSITHH K3 ofpawenus,
noctynuswnx TAA

TOHOCTH)

Odhopmnenve

npeTeHann

ITepemewenue B
Kapaur

HHHYIO 30HY

Tosap oGuapy:ken B
HH(OPMALNOHHBIX
Ga3ax IaHHBIX 0

Bosepart TAA
NOCTaBLLUKY

NPpHOCTAHOBJIEHHH
HJIH H3IBATHH H3

MPpHEMKH

‘ \

[poaonwenne

Y A
]
Busyanbubiii HenocTHers CoorsercrBue Ikeneprinsa |
oemMoTp YNaKkoBKH MapKHPOBKH CONPOBOANTE/ILH
YCTAHOB/IEHHBIM BIX IOKYMCHTOB
TpehoBAHUAM

[Tepemeruenne

TpeboBAHUAM

KonduaenuunaapHo

_———- [Tpuxoayem
S 1 ) iy
I HET 1 IMapamerpsi P JA . I,}_.\I ‘
S COOTBETCTBYIOT N T asMeracm
YCTAHOBJ/IEHHBIM no mecram

Xpanenus




®opma AO-PO-001-03/2

JIUCT 03HAKOMJIEHUS
¢ CMK. COII-AO-PO-001, Bepcus 03
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