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.y YNOMAHOMOYEHHONO NULAa NPOUZBOUTENR
COOTEETCTEMA Cepun NeKapCcTECcHHOrC npenapara
KAHOHDATMA Tpe6oBaHUsAM PerncTPaLMoRHOro Aocke
Ne 192-8-22 or «21» chespans 2022 r
Hana®
TEETCRAC HAAMSHEERHNE
Humecynug
AEHOYHORCANOE RENLTCATSRARLDA, UMY FRYNNVPDGOOUHDSE, BITW ZUAMAREZKED A20Med0s2-0s
rRaHynNbl ANA NPUFOTORNCHUSA CYCNICHINK
NS NpUCMa BHYTPE 100 mr no 2 r o naker, 9x71, Na4YK3 KAPTOHHAR
J'lull:;:'..:'.."-il-"::."l t,':;ﬂ‘\‘.'_i ~ACSBRORKR Sooms ﬂh"“‘,'.'.‘{;'.
080222 9795 yn 21.02.2022 02.2025r
RONED SN RELYI gy ~AU0T0 SHRYCKD feAlH 20

nn-003413-111220 n uzm. Ned Ne 00461-N1C oT 30.07.2021
PORKEUZATH HOPMBTUEHOW Ja<4YNMEHTOUMN N nALEHINE MO GSYLUGSTENGHWE ARSVIN0ACTAS NONNDCTAShHEIX CO0AETH
nr-003413 15.01.2016
MR ZEMMETROLVEHHDS YASCSToRERSHIE ASTH DATUCTROLUY MORADCTESHHATS nRERRRETS
QOO0 «p. Pcaaw’c Naboparopuc» 115035, r. Mockaa, Onunnnukonckan Hab,, a. 20, crp. 1
HuEPAGHORARAD AR ap(an L0} PArMETEELMEHHERD DLREC MECTE HAXEWISHNR Ja3 B8N0 [BARABM6LA) ROTASTRALVDHHDNE YA DETS-
YAOCTORGRZUHAR NEKIRSTEENHE!Y REEnnpaT: BEREHWA NOKDDETRTHAMOID NRENRZITY
Macnopt Neg ot 21.02.2022 Crpada HazHauveHunA: Poccua
WHEBOEMEUKA O CTASVMAX NBOKUISOLCTES!
npavanoactoe Mo 3A0 «Kanoudapma nipogakiunn, Mockoncian ofnactn, r. Wenkoso, yn. 3apeyqan, 4. 105
NEPNRYKHAA yNakonka 3A0 «KanoHdapma npopakwH», Mockosckas obnacts, r. Wenkopo, yn. 3apeynan, g. 105
oTophdHan/naTpeluTensekan ynakosxa 3A0 «KaHondapma npogakike, Mockonckan obnacts, r, Uenkoog, yn. 3apeunan, a. 105
BLINYCKAIOLMA KOHTPOMb KIYECTEA 3A0 «KaHondiapma npoaakwwHy, Mockonckan obnacTe, r. Lienkoso, yn. 3apedHas, g. 105
Modmeepxcdaio, umo, cepus 2omosoil npodyxyuu NPOUIGEAEHI U NPOKOHMPONUPOSaHE & COOMAaEMEMaUU ¢ mpeGoaanuamu;
1. TMonowerud Pezsucrmpauuonnozo doche Nekapemaentozo npenapama ¥ nA O HET
2. [lpasun vadnexawel npoulgodcmocknol NPAaKMUKL, & MOM YUEne;

= OCHOGHBIC NPOUGCCH Npousaodemea u Memods! KOHMPONA aaUAUPOGIHLY; M na O HET

= noGuIe OMKNOHEHURA ULt SANNANUDOSANNGIC UIMBHEHUS 6 MEXHONDZUNECKOM NPOUCCCE UNU KOIMPone

KANECMBa ymaeopxOoHb! OMEeMEMEEHHLIMY UMY, O AIOGLIX UIMeHEHURX, mpeGyiowux aNeceluR & nA 0 HET

uamMeneHus ¢ pocucmpayuonHoe docke unu NUUCHIULIG Ha npoulsodcmeo, oceedoMnex coomecm-
CMEYIOWUT YIONHOMONEHHBIT OPZaN U NOAYYEHO €20 PAIPALIHUE HA BHOCCHLC MAKOZ0 USMEHOHUS,
nposcpeL! 3anucy, nodmeepxdalowue, Ymo ace licolxodumble MEPONPURMUR No ombGopy NPob, KoH-

mpomo u Memodukam ucnsimanul npeaedetst; mobbic OMKNOHEKUR U/URY ARaHoasle uaMeneHun pac- I OA O HET
cnedosansi U othopMNaHb QOKYMOHMATEHO;
= JoKyMCHMAayus no ApouasedemaeHHoMy NPOUCCEY U KOHMPOMIO Kavecmeaa coemaanena u ymaoopxdo- oA 0 HET
Ha YACNHOMOYCHIBIM NCPCOHANOM,
= ace aydumus npoeedeHs! & coomeememeauy ¢ mpeboaanUAMY CUCMEME oBecroYenus KaNcemaa; M pa OHET
= NPUHAM G0 @HUMAHUE ace haKkmopsl, cywecmaeHino dns kavecmea daniol coepuu npodykuuu M pa OHET
3, [luyeHauu Ha Npou3eodCMAEn ACKAPCMAGHHLIX cpadema M aga O HET
4. 3akonodamenscmaa Poceulickod ®edepayuu wunu cmpanb-uMiopmepa Uuny cmpakst akenopma __”_El_,q&_ _ QOHET
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KAHOH®APMA

OTOEN KOHTPOIIA KAYECTBA

MACIMOPT Ne 8

Hanz® rpanyns! ans NMPUIrOTOBJIEHUA CYCMEeH3UuU

MPOACKWH

Cepus:

080222

Aana npuema BHYTpb 100 mr

Konunyectao npoaykumv B cepun: 9 811 yn. Ne 9
[ara npoussopcroa; 02. 2022 r.
AHanua eeinonHed no NAMN-003413-111220 u nam. No 4

Ne

HaumeHoraHue

ain iRk TpeGomanua HO PeaynuTatsl aHanMaa

1 | Onueanue Cmect rpanyn 1 Nopowka coeTno - XenTtoro | CmMecl rpaHyn u nopolka ceetno -
LBeTa C 3anaxom anenberHa. Mo oHewWwHeMY | MenToro uoeTa ¢ 3anaxoMm ancrLCHHA.
BUAY [OMNHA COOTBETCTBODAT, TpebokaHu-| Mo nucwHemy snay cooTBeTCTBYIOT
am ' PO, O®C.1.4.1.0004.18 «Mpavynui» | TpeGonanuam ro P,

O®C.1.4.1.0004.18 «'paHyniis

2 | Paamep yactuu, %

= MeHee 2,00 mm He meHee 95 100
= MeHee 0,355 mm He Gonea 70 46

3 | MNoanuHHocTs BpemA ynepmwoanvs OCHOBHOTO MWKA Ha

XPOMATOMPAMME  MENLITYCMOTO  pacToopa,
NPUFOTOBNGHHOTD NSl KOMWYCCTRCHHOIO Moaroepxaena
ONpPCACNCHWA, JOMKHO  COOTBETCTROBATHL
BPEMEHN YACPKUBAKUA NUKA HUMCCYNKAA HA
XpoMAaTorpaMMe CTaHAARTHOro pacTaopa.
41 | CpegHas Macea, Mr 2000 (o7 1850 no 2150) 1980
5 | OavopoaHocTs macckl, % +7.5 -5.4 +3,2
PacnagaemocTs, MUH He Genes 15 (B poae) 1
6 |PacTtoopeHue, % oT HOMUHANLHOMO
CONBPAGHUS He menee 70 (Q) ycpes 45 mud, a5

7 | BHRLWHWA DUA CYCNeHann Mpu pacroopcHiM COOEPHKWMMOrS NaKeTa B
100 mn pogl ¢ Temneparypoi 20-25 'C o
TeYeHWe 1-3 mun obpalyercn cycrncHawa or Cacraercrayer
Genoro go ceetno-¥enToro upeta

8 |CeavMeHTauUoHHAR YCTORYMBOCTD Cycnenans nocne nabanTLiBaHUA He AomKHa

! y PACCNAUBATLEA B TEUEHWUC 2 MUH. Cooaercrayer

9 |pH 012508035 3,15

10 | PoacTBeHHBE npumecy, %!

= npumecs C He Genee 0,3 OtcyTeTayeT
- npumecs D He Gonee 0,3 OTeyTemmyeT
- nioBan eauHUYHAA HerpeHTudLu-
POBaHHAA NPUMCCH He Gonee 0,2 OTcyTeToyeT
- CYMMa npUMecei He Gonee 1,0 OteyTeToyer
11 [ MoTepa B Macee NPy BLICYILMBAHWA, Y% He Gonee 1,0 0,22
12 | OpHopoAHOCTL A0IMPOBAHIA B cootBeTcTEUM © TpeBODAHUAMK
o Po, 00C.1 .4.2.016%3.13, cnoco 1 Copmeternyer
13 | KonuucCTReHHOE OnpeaeneHue Hu-
MECYNWAA B 0QHOM NakeTe, Mr O750,0 20 110,0 i
14 | Mukpobuonomyeckan yueToTa B cooteeTcToum ¢ TpebopaHuamm
[® Pd, OPC.1.2.4.0002.18, KaTeropus 3A LPoTReTiayeY

15 | Ynakoeka Mo 2 r B naker 13 komBuHMpoBaHHoro marepwu Mo 2 r b naker 3 muﬁmunpoaauuum
ana (bymara/thonbra/nonuatunen). Mo 9, 15 | maTtepnana(Gymas——————
wnn 30 NaKeTOB BMECTE C UHCTPYKUMeRh no | ra/donbralnofiataren). | -1 5 |
NPUMEHEHKIO NOMELLAIOT B NAYKY 13 KapToHa [MNo 9 nﬂm'rouuﬂmem EMHETRYKLWER O

MPUMEHEHUIO numeu.[chu nadky.ua.
KAPTOHA. .

16 | Mapkupopka Ha naxere ykasbisaioT Toproooe HaumeHasa- [Ha naKETefymaHu. Top(quoe Haume-
HUE NPENIpaTa c NpeaynpeavTenLHOR Map- |HOBAKUG  NPENEPAaTA - tr.npwnpenn-
kvpoBkoi @, MCKAYHAPOAHOE HENATEHTO- |TenkHOA: Mapmrmﬂxuﬁ ®, “MexayHa-
BAHHOE  HAMMCHOBAHWE,  NEKAPCTBEHHYIO | POAHOG: ucnmeumnaHHoe HautcHopa-
diopmy, noaupoBky, KONUHEETBO NEKARCTOGH- [Hue, elﬁpﬂmcuuaﬁ “q:lopMa .qoahpom
HOro cpeacToa B nNakere, coacpkaHve Aei- |ka, ka hyecToo nempc:mcnuoro lcpen-
CTBYIOLIErO BEWECTDa, MPeAYNPEAUTEN:HYIO (CTBA B HIAKETE, CONBPXIHME aehcmw
Hagnues ("CoacpimT caxapoay”), midopma- |luiern’ BeneeTna, n[xmvnrgmawnbunn
LUMOHHYIO Haanuck o cnocobe npumeHeHus |Haanucs (’Cﬁqepm mmmxy "), WH-
("Cnocob npumeneHna”, “Mpenapat npuHu- qmpmathhmuﬁannucb 0 cnocobe
MIKOT OHYTPL, Mo 1 nakety (100 Mr HUMEcy- NpUMEHeHUA ("Cnoco6 ™~ npumeHeus”,
nuAaa) ava pasa g cyTku. Mpenapat pekomek- [*Mpenapat NPUHUMAKOT BHYTPL, No 1
AyeTcs NpuHuMaTL nocne eaut. Conepiumoe [nakety (100 mr HUMecynuaa) Asa pasa

Cmpamwun 1 Ma 2



HaumeHosauue
NOKAIATCNA

TpeGoaanus HA

PeaynLTaTii aHanuaa

MAKETA BLICLINAIOT O CTaKaH M pacTeaprioT
npumepto B 100 Mn Boge!. MpuroTosneHitA
PACTDOP XPAHEHWIO HE MNoanekur.”), Haume-
HOBaHWE K cTpany dupMbl-enagensua PY, ee
TOBAPHLIA JHAK (NATUHALICH), HAUMEHOBIHWE
1 CTRaNyY MpMBLI-NpoMaBoguTend, cc Tonap-
HbIA 3HAK, HOMEP CCpUM, AATY OKOHYaHA
CpoKa rofiHoCTH.

Ha nauke ykaIbioaioT TOProBoe HakmeHopa-
HWE NPenapata ¢ npeaynpeavTensHon map-
kvpookon @, MEeXOYHapoAHOE HenaTeHTOo-
DAHHOE  HAUMEHOBAHMEG, NCKAPCTBEHWYIO
dropmy, KONWMECTDO NakeTos B YNaKoDKE,
KONAYECTBO NEKapCTOCHHOTe cpeactia e
NakeTe, A0IUPoBKY, COACPNaHUE AEACTBYIO-
LWEro BeWECTRd 0 KIKA0M NAKETe, YCnonwA
XpaHeHus, Haanuen ("CoacpyuT caxapoay.”,
“XpauvTL B HEQOCTYNHOM ANA AeTed Me-
crel”, "MpumensTs No HaIHa4YeHuIo ppaya.”,
"He npUMeHAaTL No MCTeYEHWM cpoka rogiio-
CTW."), YENOBUA OTTYCKA, POrUCTPALIMOHHBIA
Homep, HagMUch © @ - 3aperncTRUPORaHHLIA
TOBAPHLIA 3HAK", HOMER CBMAGTENLCTBA O
PCTUCTRAUMW TOBAPHOrD 3HAKA, HAKMEHOBA-
Hue ¥ cTpady dupMbl-enagensua PY, ce
TOBAPHBIA  3HAK (NaTMHWUER);, HaWmeHoRa-
Hue, aapec, Tenediod v aapec cafita dwmp-
MLI-NPOMIDCAVTENA, €€ TODAPHLIA  JHAK,
GTIN-roa, wWTpMX-kOQ, HOMEP CepUM, BaTy
OKOHYIANMA CPOKA rOgHOCTY, CPEACTRA MAGH-
Tuchukauymn M, TexHonorMyeckue MeTku
w/unu chapmakog,

JONORHUTENLHO HA NAYKe Ha AHCAMACKOM
A3bIKG YKIIbIDAIOT TOProBoe HaUMEHODAHWG
NEeKapCTBCHHOrO Npenapara, MemayHapog-
HOG HENaTeHTODAHHOE HAaUMGHOBAHWE, ne-
KAPCTOCHHYID hopmy, A0IMPODKY, KonWuye-
CTBO NAKETOD O YNAKOBKE, KONWYecTso ne-
KAPCTBEHHOMD CPeAcTEa B nakeTe, Topropoe
HAUMCHODAHWE NEeKApCTBEHHOrD npenapaTa
unu norotun dupMul-enagensya PY (o aa-
BUCUMOCTM OT Yrna 3IpEeHWA), HaHeceHHbie
MCTOAOM MUKPOTECHEHUA,

@ cyn. lpenapar pekoMeHgyerca
NPUHUMATLE nocne ek, Coaepxvmoc
NakeTa BoiCLINAIOT B CTAKAH W pacTeo-
prioT Apumepiio & 100 mn Bogwl. [pu-
FOTOBNGHHLIA PICTDOR XPaHeHWio Ho
NOANEKMT.”), HAWMEHOBAHWG U CTpaHa
dupmbi-nnaacnuya PY, ee Topapubii
IHAK  (NATVHWLUEGH), HIAUMCHOBaHWE W
CTpana  UPMLI-NPOMABOAUTENS, e
TOBJPHLIA JHAK, HOMEP cepuu, AaTa
OKOHYAHWUA CPOKA MOAHOCTH,

Ha nauke ykazauul Toprosoe Hamme-
HODAHVE MPEnapata ¢ npeaynpeau-
TCNLHOW MapkMpoBkod ®, mMewayHa-
POAHOE HENATCHTOBAHHOE HAWMCHO-
DaHWE, NEeKApCTBeHHaA hopMa, Konu-
YGCTOO NAKCTOR O YNAKOBKE, KOMUye-
CTBO NEIapPCTOCHHOTO CPEeAcTsa o na-
KeTe, AOCIMPOBKA, COACpMAHWE AchH-
CTRYIOUIErD BeLWecTna 0 KKAoM nake-
T@, YCNOoDWA XpaHeHWA, Haanuew ("Co-
DEPRUT caxapoay.”, "XpaHuTh B Hego-
cTynioM AnA Aeten mecte!’, “Mpume-
HATb MO HasHaqeHwio epaya.”, "He
NPUMEHATE NO MCTEMCHUK CPOKA rog-
HOCTW."), ycnoBus OTTycka, perdcrpa-
UMOHHBIA HOMCP, Haanues * @ - 3ape-
TUCTPUPORAHHLIA TODAPHLIA 3HAK", Ho-
MGP COWACTCNLCTDA O PervcTRALMM
TOBAPHOrG aHAKA, HAUMCHOBAHWE W
cTpaHa  cvpmei-nnagensya PY, ee
TOOAPHLIA 3HAK (NATMHUUECRA), HavMe-
HoBaHue, agpec, Tenedod M appec
caita UpMbl-NpoMIBoguTens, ee To-
papibiie 3usak, GTIN-kog, wrpux-koa,
HOMEP CCPWK, AdTd OKOHYAHWA cpoka
TOOHOCTH, CPeACTDa  WAEHTUdWKALMA
1N, TexHonoruveckue metkm U dapma-
KoA.

HononiuTensHo Ha nauke Ha AHrAWA-
CKOM___ A3LlKe  YKIJJHbLL  TOpropoe
HIMMEHOBAKUE NCKAPCTBEHHOrO npe-
naparta, MexayHapoaHo: HenaTeHTo-
BIHHOE HAUMEHOBAHWE, NeKAPCTOCH-
Han chapma, A03WPOBKA, KOMWYECTDO
NakeToB B yNAaKoBKe, KQNWYCCTRO ne-
KAPCTOCHHOMO CPCACTHA B Nakere, Top-
ronoe HaUMEHOBAHWE NeKAPCTRCHHOrS
npenapata v norotun  MpMbl-
Bnagensua PY (o aaoucyMocTy oT yrna
3pCHUA), HAHECEHHLIC MOETOAOM MUK-
POTECHEHNA,

17

Cpoxk rogHocTy

3roga

3 roga
logew ao 02. 2025,

XpaHeHwue: [Npu TemnepaTtype He suiwe 25 “C.

AHanu3 BeinonHeH:

SAKITIOYEHUE: nekapcTeeHHbIi npenapat Hana® rpanynsl Ans NPUroTORNCHUA CYCNEHIMK ANA NpHeMa
100 mr cepun 080222 cooTBeTCTRYET TpeGOBaHMaAM JIM-003413-111220 v uam. Ne 1

HavanbHuk oTAENa KOHTPONA kavecTea

"21" chespans 2022,

BHYTPL

CTpoHmL 2 ua 2




