NOOTBEPXOEHUE

<
‘y YNOMHOMOYEHHOrO M3 NPOWIBOSMUTENS
COOTECTCTENA CepuM NeKapcTESHHOro npenapara
KAHOHSAIMA TPeBOBaHUAM PErMCTPaUMOHHOrNo Aoche
Ne 192-12-22 oT «28» chespans 2022 r
Hai3®
TORTOOOA HRAMCHCROHAE
HumMmecynupg,
M:_';‘q.;‘.mnpc;nn'_- r!-::‘;rFTcrlT:.'JnHHQ'.T‘ wuoe ",.'}y'ﬂn‘.tﬁ.'.".:[.‘-m'_"d‘ WA XMMHIHDECHDE HSAMEHSEOAUE
rpPaHyne! ANA NPUIOTOBMEHUA CYCNCHIUN
NS NPUEMa BHYTPb 100 mr no 2 r b naker, 9x1, NaYka KAPTOHHAA
NenpcTeenKas Eeawh ACIMEORRD GICENDR CuNYSED
120222 9 988 yn 28.02.2022 02.2025r
HOMSE CEovii OiuEM Copui AN Bnlliyixa rodcH 42
NN-003413-111220 v uam. Net Ne 00461-11C ot 30.07.2021
HEREUINTY -.'_>."_\“ IATHREHI S ..".:!,"_.:.‘.N.‘r-(*.?t‘._'{l'.-! N2 NALEHIIN H#a SC‘IM,L:ETT!'.."H"H'.‘I": n::‘.::\l‘.ﬂ,’!:"?l."‘. HE'I."I;CT.':L:HIILK :,':'E,Zf.'!’:
Nn-003413 15.01.2016
N? BEerASTRILKONAHEE YALSTORARGRME A0TT ZeTUCTRALMK NAKanCTRaAHHACID NpONaRaTy
Q00 «[p. Peaaw’c NaGoparopucs 115035, r. Mockna, OpyuHHMKoDCKan HaG., a. 20, ctp. 1
HOUMBHODIHUG SEENETEAR (BA250NLA) SEMMSTRRLATHHOS CADSC MEETD HAXOWAAHWUR JERIKATENR (SNRASNLUD) DEMMCTRELATHHOIC YROLTS.

YAGCTOEEREMUA NALORCTOAHHIMD NPARARATE QEfEHAR NENARSTIALHOS ApanapaT:

Macnopt Ne12 ot 28.02.2022 Crpana HazHayveHus: Poccun
WHIEOBMAUWA O STEANAX NPON3BRACTES!
npouanoacTeo Me 3A0 «Kanoncbapma npoparkwHs, Mockoockan ofnacts, r. Wenkoeo, yn. 3apeyxan, 4. 105
NEpPaMUHIA Ynakonka 3A0 «Kanondapma npoaakiud», Mockosekan obnacTs, r. Lenkono, yn. 3apeuxan, a. 105
uTopvuHan/noTpelnTenwcian ynakonka 3A0 «Kanondapma npogarwHs, Mockonckas obnacts, r. enkoso, yn. 3apeyHan, a. 105
ObINYCKAIOWMA KOHTRONb KIUGETHS 3A0 «Kauondapma npopaiwHy», Mockosekan obnacTe, r. Wenkooo, yn. 3apeuHan, a. 105
Hoamﬂepmﬂalo, ymo, cepus comoaol npodykyuu npousaedeHa U NPOKOHMPONUPOEaRa @ Goomaememauu ¢ mpeGoaaHuamu;
1. [lMonoxexud Pezucmpayuoniozo docke NeKapemasHHozo apenapama 4} AA OHET
2. [lMpacun nadnexawel npouaeodcmeeHHol NPAKMUKL, 8 MOM Yucne!

— QcHouHbIe Npoueccll npousgodemaa U Memodsl KOHMPONA 6aNUAUPOAANsY; %] DA OHET

— fio0bIa OMKTOHEHUS WL JAMNAHUPOSaHHBIE UIMCHCHUA 0 MEXHONOEUYECKOM NPOUGCCe unu KoWmpone

KAN@CMaa ymoepwOeHsl omaemecmaetHbIMU nuuamy; o mobsix USMeHeHusx, mpobyuux eHeceHus M 1A O HET

UBMGHOHUA @ poaucmpayuonHoe docLt unu AUUCHILO Ha npoussodemoeo, oceedomien coomaem-
cmeyiowull yNomHOMOYERHLG OP2an U NOyNeHO 20 DaJPeIIGHUC HA GHECEHUE MaKozo UIMEHGHUR,
nposopens 3anucy, nodmeepxdaiouiue, Ymo ace HeoGxodumMbie MePONPUAMUSA no omGopy npob, Kok-

I

mponto u Memodukam ucmmanul nposedensl; NoGbie OMKNOHBHUA L/UMU NNGHOALIE UIMEHeHUR pac- & pa O HET
cnedoaaibt U giopMICHb! QOKYMOHMANLHO;
~ JOKYMEHMAUUS 1O NpoUIacdCMEeHHOMY RPOUCCEY U KOHMPORIO KANECMea COCMAaeneHa u ymacpxde- M pa O HET
HQ yNonnomMoYeHHBIM NepCOHANoM;
- gce aydumsl Npoacociisl @ COOMEEMEMEUU ¢ mpebocanuAMy cucmembt oGecnedeHun Kajecmea; M pa OHET
— ApUNAMB! 80 BHUMAHUC 6C0 CHaKMOpL, CywecmeekHsie ONA kayecmea dannol copuu npodykyuu ™ na OHET
3. Jluyenauu wa npoulzeodcmeo eKapcmacHHLIX cpedema %} nA OHET
4. 3akoHodameonucmea Poccudexol @edepauuy u/unu cmpakbi-UMNopmMeapa wunu cmpans akenopma B pa OHET
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KAHOH®APMA

APOASIKLM

Cepus: 120222
Konudectoo npoaykuuv B cepun: 10 004 yn, N2 9
Oara npomacoactea; 02, 2022 r.
AHanna euinonded no  JIMN-003413-111220 1 Mam. Ne 1

OTAEN KOHTPONA KAYECTBA

MACIOPT Ne 12

Haiiz® rpaHynbl Ans NpUroToBNEHUA CYCNEeH3uun

Aans npuemMa BHYTpbL 100 mr

Ne

HaumcHonauue

nin noxazarens TpeGoranun HJ PeaynuTats avanuaa
1 | Onucaunwe Cwmech Mpalyn 1 NOpoLLIKa COETNO - XenToro | CMech rpaHyn M Nopowka chbeTno -
LpCTa € 3anaxom anenbeuHd. Mo oHclWwHEMy | MenToro UBETa ¢ 3anaxoM anenbouHa,
budy AoMKHA CooTBETCTRORATH Tpebonany- Mo BHewHeMy BWOY COOTBETCTBYIAT
am [ P, ODC.1.4.1.0004.18 «Mpanynsi» | tpebonanusm Iy PO,
0OdC.1.4.1.0004.18 «paHynbin
2 | Paamep vactuu, %
- MeHee 2,00 mm He MeHee 95 100
- moHee 0,355 mm He Gonee 70 53
3 | MNoanuHHOCTL Bpoma yacpMWBAHWA OCHOBHOrO NHKA HAa
XPOMATOrPaMME  MCNLITYGMOrO  pacTeopa,
NPUrOTONNEHHOrD  ANsl  KOMUYGCTOCHHOMD MoaTeepiena
ONPEAGNeHR, OODKHO  COOTRETCTBOBATL
OPEMEHN YACPKUBAHKA NVKD HUMECYNUAA Ha
XpOMaTOrpaMmMe CTaHAARTHOro pacTnopa.
4 | Cpeadan macea, mr 2000 (oT 1850 oo 2150) 1994
5 | OoHopoaHocTh maces!, % + 75 -2.1+1.7
PacnagaemocTh, MUH He Gonee 15 (B Boae) 1
6 | PacToopeHue, % oT HOMUHANBHOTO N e
COnepRANME He menee 70 (Q) uepes 45 My, 85
7 | BHCWIHWA oK cycneHsnm MNpu pacToopoHvM COfEPAMMOro nakera o
100 mn Boagbl © TeMnopa h20-25*C o
TeueHue 1-3 Mun uﬁpaay;'?;? cycneHaua or Coomercroyer
Genoro 4o CBETNO-KENTOro LoeTa
8 | CeaMMeHTaUroHHAn YETONYMBOCTL Cycnenaua nocne eabanTsiBaHKA HE Jomaia
4 PACCNAUBATLEA B TEYEHME 2 MUH. Cogruercrayer
9 |pH Or250035 320
10 | Popctoennble npumecy,%:
- npumMeck C He Gonee 0,3 Qrecytcmyer
- npumect D He Gonee 0,3 Orcyremmyer
- nioban cAUHUYHAA HerteHTUdMLK-
POBAHHAST NPUMECH He Gonee 0,2 OTeyTeTRYeT
- CYMMa NpUMECER He Ganee 1,0 Oreyrcroyer
11 | MoTeps B Macce NpK BeicyiuBaHmMi, % He bonee 1,0 0.5
12 | OaHOpoAHOCTL A03IMPOOAHUA B cooTtnercTeuM ¢ TpebonaHuamu
ﬂ [ P, OOC.1.4.2.0008.18. Croco 1 Coomnercroyer
13 | KonwyecTnenHoe ONpCACNaHAG HK-
MOCYNWAA B OIHOM NaKkeTe, mMr Or 90,0 40 10,0 94,5
14 | Mukpobuonoruyeckas Yyuctota B cooteeTcTBUAM € TpEboBaHMAMK
o Po, OPC.1.2.4.0002.18, Kateropus 3A CoomercTayer
15 | ¥Ynakonka Mo 2 r 8 naker na koMGuHMPOBaKHKHoro Matepu Mo 2 r B nakeT ua koMGUHUPOBRAHHOTO
ana (Gymara/dianbra/nonratunen). Mo 9, 15 | matepuana (Gyma-
unu 30 NakeTop BMECTE C MHCTPYKUMEA No ra/chonsra/ngiia WEH) =
MPMMEHEHMIO NOMELLAIOT B Nauky 13 kapToka | Mo 9 nakeTos oMEETe-C'MH i no
npmen-leuma NOMGUCTILITICTRNKY 13
KIDTOHE, Mmoo -
16 | Mapkupopka Ha nakete ykaablpaloT TOProBoe HaUMeHoea- |Ha nakete ykasaHbl -TOpronoe Haume-
HWC MPenapara ¢ NPeaynpeavTensHon Map- |HoNaHWe NpenapaTa.cy Hpeaynpean-
KMpookod @, MOMAYHAPOAHOE HENaTeHTO- |TenbHOR pmpoumﬂ'f@.\ Max,qyna-
BAHHOE  HAWMEHOBIHWE, NeKAPCTOCHHYIO (poaHoe ,Hanamumaaunm HaUMBHOBa-
chopmy, AOIMPODKY, KONMUHYECTBO NEKAPCTBEH- [Hue, nukapmeuuaﬂ ¢:an=, Amlhpa
HOro CpeAcTBa B NAKETE, COACPMAHWC ACK-|Ka, uonuumma neRap! EHH?
CTOVIOLLCIO REWEcTRa, NpeaynpeuTensHylo |ctoa n!nwkm'm ol ﬂﬁdmy
Haanuck ("CopepiuT caxapoay"), vhdopma- |ou4erommeo-[n.a npe,qyn én Hasg
LMOHHYIO Haamvce © cnocole NpUMEHEeHWA |Haanucs, ('Cu.qupxm‘r"t:um WH-
("Cnocob npumeHexun”, "Mpenapar npukHu- ctmpmaumom-;am ms;,mncm o cdocuﬁc
MAIOT BHYTPb, NO 1 nakety (100 Mr HUMECY- | NPUMEHEHMS:. ("Qi;u‘qqoﬁt npumeueuun
nuaa) pea pasa b cytiu, Mpenapar pekoMed- |"Tipenapat npdHAMainT ﬂﬁy‘rph no 1
AYETCA NPUHUMATL nocne easl. Coaepixmmoe |nakety (100 mr vumecynuaa) asa paaa
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Ne
n/n

Haumexopauue
noKalarensa

Tpcbonanwa HY

PeaynLTars! asanuvia

NaKeTa BLICLINAIOT 8 CTIKAH W PACTBORAIOT
npumepHo B 100 M sogst, MpuroTonncHiLiA
pacToop XpaHoHWIO HEe NOANENMT.”), HaMME-
HoBaxWe 1 cTpaHy dwmpMui-pnanensua PY, ee
TORAPHLIA 3HAK (NATMHULCH), HAUMCHORAHWUG
¥ cTpany UPMLI-NPOUIBOANTEN, G¢ Tonap-
HbIl 3H3AK, HOMGP CCpUW, AATY OKOHYAHKH
CPOKA roHoCTy,

Ha naure ykasuipaloT Toprosoe HaumcHona-
HWE NPENAPATA C NPCAYNPCANTENLHOR Map-
kupookold ®, MeNAyHIPOAHOe HenaTeHTo-
DIAHHOC  HAUMEHOBAHWE, NCKAPCTDCHHYIO
dopmy, KONUMECTRG MNAKETOB B YNAKOOKE,
KOMWYECTBO NEKIPCTOCHHOTO CPeacTsa o
NAKETE, JOIMPOBKY, COAEPHAHWNE ACHCTRYIO-
Lero BeWecTnd o KDIIOM NaKeTe, yenooun
Xpavenna, vagnick ("Coaepxut caxapoay.”,
"XpauvTL B HEHOCTYMHOM ANA JeTed Me-
cral’, "lMpUMeHATE No HoaKaucHuIo ApaYa.”,
"He npuMeHATL MO UCTEUEHWM CPOKD rogHO-
CTW."), YCNOBMSI OTNYCKA, PErUCTPALMOHHLIA
HoMep, Haanucs * @ - aapervCTPUPORAHHLIR
TOBAPHLIA 3HAK', HOMCP CBMAGTENLCTBA O
POrUCTPaUMK TORAPHOMO 3HAKA, HAMMEHOBA-
Hue u cTpady dupmbl-pnagensua PY, co
TOBAPHLIA aHaK (NaTHHULEGR), HarumeHoBsa-
HWE, 3Apec, Tenediod v anpec cainta gvp-
MLI-NPOMIBOAUTENA, ©C TORAPHLIA  3HAK,
GTIN-xop, WTPWX-KOfl, HOMEp cepuw, aaTy
OKOHYAHUA CpOKa MOAHOCTY, CPecTBA MAGH-
Tudhviauuy T,  TexHonormuyeckue MeTu
uiinn hapmakog.

[JononHuTenbHo Ha naqyke Ha AHMNWMACKOM
RILIKE YIA3LIBAIOT TOProooc HauMeHoBaHWe
NCKAPCTBEHHOMO Npenapara, MowayHapoi-
HOC HEMATEHTOBAHHOE HAaumeHonauue, no-
KapeTaeHHyio chopMy, J03WPOBKY, KOMusé-
CTOO MaKETOR B YNAKOBKE, KONWYOCTOO Ne-
KIPCTOCHHOTO CPedcTBa B MakeTe, Topronoc
HAUMEHOBAHME NOKAPCTOOHHOMO Npenapara
wM norotun dpmel-enagensuya PY (o aa-
BUCUMOCTM OT YINa 3JPCHWA), HAHECEHHLIe
METOAOM MUKPATECHEHNS,

B cymku. [penapar peromeHgyercs
NpUHUMATL Nocne enbl. Coacpxumos
NJKETA DLICLINAIOT B CTAKAH M pacToo-
psioT npumepHo & 100 mn Boawl, Mpu-
rOTORNCHHLIA PACTDOP XPaHCHUID HE
NoANeHKUT.”), HAUMCHOBAHWE W CTRaHA
dmpmbl-anagensua PY, ee ToBapHbii
343k (NatvHuueR), HaUMCHODRAHUE W
CcTpana  UPMbLI-NPOMIBOAMTENA, ee
TOBIPHLIA IHAK, HOMCP CepwW, -AaTa
OKOHYTHWA CPOKA rofHOCTH,

Ha nauke ykasaubl: TOpropoe Hamme-
HODAHWE Mpenapara ¢ npeaynpeau-
TENLHOR MAPKMPOBKOA @, mMexgyHa-
POAHOE HEMATEHTODAHHOE HAWMEHOo-
paWue, nekapcTeeHHas dopma, Konu-
“ECTDO MNAKCTOD B YN3KOBKE, Konwye-
CTBO NEKAPCTBCHHOMO CpeacTea o na-
KeTe, A03MponKa, COOePN@HuWe ach-
CTOYIILEr0 BELUECTRA 0 KaDKAOM nake-
Te, yCnoows xpadenus, Hagnueu ("Co-
AerdT caxapody.”, "XpaHuTth B Hego-
cTynioM anA geteq mecrel”, “Mpume-
HfTh MO H3aWaqcHuie Bpava.”, "He
NPUMCHATL M0 WUCTEMEHUM CPoKa rof-
HOCTW."), YCNODWA OTNycKa, pervcTpa-
LMOHHLIA Homep, Haanwes * @ - 3ape-
MCTPUPOBAHHBLIA TORAPHLIA 3HAK", HO-
MCR CDWUOGTENLCTBA © pPerveTpauMu
TOBAPHOMG 3HAKA, HAUMEHOBAHWG W
cmada dupmel-enagensua PY, ee
TODAPHLIA 3HAK (MaTUHWLEH), HauMme-
HoBaHue, agpec, TenedoH M apgpec
canTa vpMbl-NPOMInoAUTENA, ee To-
papHella 3Hak, GTIN-kop, wWTpux-Koa,
HOMCP CCPUW, 0AaTa OKOHYGHWA Cpoka
roAHOCTK, CpeAcToa MACHTHdMKALMK
TN, TexHonoruyeckue MeTku u dapma-
koA,

[ononHuTenbHo HA NAaYKe HA AHMAWGA-
CKOM __ 8K  yKa3aHbl:  TOpPronoe
HAMMEHOLAHNE NCKAPCTBEHHOMD npe-
napaTa, MeXayHapoaHoe HenaTeHTo-
D3HHOE HAaUMEHOBAHWE, NeKAPCTReH-
Has diopMa, O0IMPOBKA, KOMMYECTBO
NaKkeTon B YNakoBKe, KONWYCCTRO ne-
KAPCTDCHHOTO CPCACTRA B NakeTe, Top-
rOBOE HAMMCHOBAHWC NeKaPCTBEHHOrD
npenapata W norotMn  hUpMBI-
anaaensya PY (B 3apucumocTy oT yrma
IPEHUA), HOHECEHHLIC MOTOAOM MUI-
pATECHOHUA,

17

CpoK roaHocTv

3 ropa

3 ropa
lopen po 02. 2025 .

XpaneHnue: MNpy Temnepatype He Boiwe 25 °C,

AHanua BLINAMHEH:

SAKMIOYEHUE: nexkapeTeeHHblil npenapart Hada® rpadynkl AnA NpUroToRNCHWA CYyCNCHINU
100 mr cepua 120222 cooTBetcTRyCT TpeBoBaunam MM-002413-111220 v nam. Ne 1

L/‘/KA X AN. Opemyk -":'F

HavansHWK oTAENa KOHTPOSA KAYECTRa

"28" despana 2022r.
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