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‘y YNONHOMOYEHHOMO NunLa npov3soauTens
COOTEETCTENA CepuUM NeKapcTEEHHOro npenapara
KAHOHDAINIA TpeGoBaHnAM PerMcTpauMoHHOro Jocke
Nz 192-26-22 ot «06» anpeng 2022 r
Hat3®
Topronoaa HauwaeHonanme
Humecynug
MEAYHIPDAROS HANATEHTORAHHDY, W TRYINUPO0oYNOE, NN aminolad dumMcHoganne
rpaHyntl ANA NPUroTORNCHUA CYyCNeHIny
0 2 r b naker, v
7S NpUema BHYTPL 100 mar n n , 9%1, NavKa KapToHHaA
NEEIPETNEHHAN CiopMa A0INpenkd thopMa Luiiycka
260322 9918 yn 06.04.2022 03.2025r
HOMCP Cepun abkém cepun AQTA ARINYCKN roged Ao

NN-003413-111220 » nam. N21 Ne 00461-NC ot 30.07.2021
POEIHINTE HOPRATHIEHOW 20KYMEHTILNT Pe nuderany HD DEYCCTONSHUE NPOWAROAETNA NOKIPCTUEIILIX CROACTR
nn-003413 15.01.2016
M0 perucTPIUMOHHOC YAOCTOOCRAHUE ADTD POCACTRALNY NARAPCTHENHOro NRPENAPATA
000 «[p. Peanu'c NaGopatopurcy 115035, r. Mockna, OnunHHukonckan Hab., A. 20, cTp. 1
HAMMEHCRANME AEPIATENA (UNIACNLLUA) PATHCTRAUMANMOrG QAPUC MECT HIXQILGHAT JUPNATENA (UNAALNLUD) PErACTROLNONHOrO YA0CTO-
YACCTORGROHUA NEKNPCTUBHHON NPeENaPaTa LopoHig NeKopcThaHHora npanapaTa
Macnopr N226 ot 06.04.2022 Crpada HazHayeHun: Paccua
WHChopMaLwa o cTaauaAX NPoK3IsoACTES,
npousnoacToo Mo 3A0 «Kanondhapma npoaakwwHn, Mockonckan oBnact, r. Wenkoso, yn. 3apedan, A, 105
NEPBUYHAR YNAKORKA 3A0 «KaHoHdhapma npogakwHy, Mackorckan oBnacTs, r. Wenkono, yn. 3apeynan, A, 105
sropwuHas/neTpeGuTensckan ynakooka A0 «Kanordapma npoaakik», Mockonckan obnacTs, r. Lenkoso, yn. 3apeynan, A, 105
B hINYCKAIOLWWE KOHTPOML KAYECTDD 3A0 «KaHoHdapma npopakwk», Mockopckan obnacTb, r. Wenkono, yn. 3apeunan, 4. 105
noaMBepmdam, Mo, copun aomoaod Npodykuuu npautacdena U APOKOHMPENUROGANa & CoPMAacmemauy ¢ inpebogaHuamu;
1. Monoxeiuid Pezucmpauuonnozo docka nekapemaenHo2o npenapama M na OHET
2. [paaun nadnexawel npouaeodcmaoHiod NpaKMUkY, @ MoM yucne:

— OcHoaHBIe MPoUecchl npoudaodemea u Memodsl KOHMPONA aanudUpoaathl, ¥ oA O HET

— miolLIC OMKNOHEHUS UMY 3aNAaHUPoGRHIEIC USMEHEHUA @ MaXHOND2UYACKOM NPoUecce Wil KoHmpone

Kayocmaa ymaepKAaHL OMGeMCMaeHHLIMU TULEMU; O MOBLIX USMEHEHURX, mpebylowux aHaceruA & na 0] HET

UIMBHAHUA 6 pozucmpayuonHoe docke unu nuuyeniuo wa npoussodemao, ecacdomnel coomeem-
cmayiowuil ynonnomoyeHHsIl 0p2aN U NONYNaHo 820 PAIPeLENUE HO GHOCEHUE MAK0Z0 UIMBHEHUS,
- nposepeHsl aanucy, nodmaeepkdalowue, Ymo ace Hoobxodumble Meponpusmus no omGopy npob, Kok-

mpomo u memodukan ucnbimarnul npoaodetsl; NI0GLIE OMKNONOHUR L/AUNY NNAHOBSIE UIMEHEBHURA pac- M oA O HET
cnedoaadbl U ogiopMncHsl QoKyMeRmantHo;
~ doKyMeHMALUS N0 MPOUIACICMIaHHAMY NPOLECCY U KOHIMPOMIO KaYocmaa cocmaenana u ymeopxdo- & oA O HET
Ha yNonHOMONGHNBINM CPCOHANOM;
~ ace ayoums! Apoaedalint @ COOMEEMEMAUU ¢ MPeGogaHUAMY CUCMEMEI cbecne eHun Kayecmaa; & pa O HET
— NPUHAMbI 60 GHUMAHUE 8CE (HaKMOpLl, CytuecmaeHisie Ons kavecmaa dannod cepul ApodyKyuL ¥ na O HET
3. Jluyew3auu Ha npouaaodcmeo NeKapcmMecHHLX cpedcma M na OHET
4. Zakoncdamenscmaa Pocculickod ®odepayuy wunu cmpaHbi-umMnopmopa Wunu empakst akenopma l_,EI'gA W EjH%T
Cmamyc oueHxu: et ; | BEFI
Beop 0 rpaxaaHckuin obopor '\:;7 Nt S ‘ i
PA3PELUEH v
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Cepun: 260322

OTREN KOHTPONA KAYECTBA

MACNOPT Ne 26

Hanz® rpaHynbl ANA NPUroTOBNEHUA CYCNeH3uu

ans npueMa BHYTpb 100 mr

Konuuecteo npoaykyun B cepun: 9 934 yn. N2 9

fAara npouaeopctea: 03. 2022 r.

AHanua BeinonHed no  NMN-003413-111220 1 1am. N2 1

Ne
n/n

Hawnwmanonanue
NOKAIATCNA

TpeGonanua HO

PeaynusTaTi! aHanuaa

1 | Onucaunue

CMech rpaHyn W NopoLUKka CDeTNO - MEnToro
uBeTa ¢ aanaxom anenscura. Mo BHEWHemMy
ougy AOMKHA COOTBETCTBOBATL TpeGopanu-
am [P PO, 0PC.1.4.1.0004.18 «panynbi»

CMeck fpaHyn W Nopowka cpetno -
JKENTOrD UBCTa € JANAXoM ancnbeuHa,
Mo oHewHemy Bugy COOTRETCTBYIOT
TpebopaHuAM (I PO,
QadC.1.4.1.0004.18 «paHynbi»

2 | Paamep vactuuy, %

= MeHee 2,00 mm He menee 95 100
- meHee 0,355 MM He Gonee 70 54
3 | lMNognuHHoCTL BpemMA yAepAWBAHWA OCHODHOrO NWKA Ha
XPOMATOTPAMME  MCNLITYEMOro  pacTeopa,
APWrOTOBNEHHOrO  ANA  KONWYCCTDCHHOro MoaTeepkacHa
ONPeAGNCHWA, OOMKHO COOTBETCTDODATL
BpPEMEHW YAEPHUDAHWUA MUKa HUMECYNMATD HO
XpoMaTorpaMMe CTaHAAPTHOro pacThopa.
4 | CpegHas macca, MO 2000 (o7 1850 no 2150) 1974
5 | OnHopoaHocT Macekl, % + 7.5 -3,7 +1,8
PacnagaemocTs, MUK e Gonee 15 (0 poge) 1
G | PacTBopenua, % oT HOMWHANLHOrO
conepHaHms He mexee 70 (Q) yepes 45 MUH. 94
7 | BHewHA BUA cycneHawn Mpu pacreopeHny cuncpzucmmummnzngemo B
100 mn ooabl ¢ Temnepartypon 20-25 °C o
TeueHue 1-3 MIH Dﬁpa:?yc‘rm cycneHans or CooTeetcroyet
Genoro Ao SOETNO-HENTOrO UBETA
8 | CegvmeHTayvwoHHan YCTORYMDOCTL CycneHawa nocne BaGanTbiBaHKA HO gomiHa
i i ’ ! PACCHAMBATLEA B TEYEHUE 2 MUH. Coororcroyer
9 |pH Or25p0035 3.21
10 | PopcTeexHsie npuMeci, %!
| - npumees C He Gonee 0,3 Oreyrernyer
- npumecs D He Gonee 0,3 OtcyTeTRYET
- nioGaa eguHWYHAA HanacHTudMun-
PODAHHAA NpUMOCh He Gonee 0,2 OrcyTecTayeT
- CYMMA NpUMEecen He Gonee 1.0 QreyreToyer
11 | MoTeps b MACCE NpY ALICYLLMBAHUN, % He Gonee 1,0 0,30
12 | OgHopoaHOCTL A0IMPODAHKUA B cooteeTcTevg ¢ TpebosaHuaMM
AHopeR Ao ro PO, 00C.1 .4.2.00%5.13. cnocob 1 Coommercreyer
13 | KonuyectaeHHoe onpeaencHUe Hu-
MOCYNMAa 0 OQHOM NakeTe, Mr O790.0 40 110.0 97.2
14 | Mukpabuonorvyeckan YMCToTa B cootnercTouu ¢ TpebonaHmAaMm
P ro PO, ODC.1.2.4.0002.18, Kareropus 3A Ll K ol
15 | ¥nakonka Mo 2 r o naket na komBuHWpoBanHoro matepud Mo 2 r g ndnt!rm‘xaMﬁwHupnaaHHuru
ana (6ymara/dhonbra/nonuatunet). Mo 8, 15 Ma'rapuana-(ﬁym- &8
unu 30 nakeTon DMOCTE C MHCTRYKUWER no rafchonbr':/nunmmnen}
NPUMOHEHWO NOMELAINT B NAYKY 13 kapTora | Mo 9 naketom BMecTe ¢ unc‘fpyxuueﬁ no
NPUMEHEHWIO NOMELLEeHb! B MaYKy 13
KapToHa.
16 | Mapkuponka Ha nakcTe ykaasinaoT TOProBoe HauMEHoBa- (Ha nakeTe yKalaHb!: ToproBoe Havme-

HUE NPEenapata ¢ NpPeAynpeauTenLHoA map-
gupookoit ©, MOXNOYHAPOAHOE HENATEHTO-
DAHHOC  HAMMEHOBAHWE, NBKAPCTOOHHYIO
chopmy, AOIMPODKY, KONWUEETBO NAKIPCTREH-
HOro CpefcTBa B NakeTe, COAcpKanne Acn-
CTOYIOLEro BewecTnd, NpeaynpeauTenbHyo
Haanuch ("CogepamT caxapoay"), wHdopma-
LIMOWHYIO HAANWCL o crocoBe NpuMeHeHURA
("Cnocol npumcHenus”, "lMpenapat npuHy-
MIOT DHYTpL, no 1 nakety (100 mr Humecy-
nupa) Asa pasa B cyTky. MNpenapaTt peroMeH-
[VaTcs npuHuMaTe nocne efkl. Coaepyumon

HOBAHWE NPeNaPATA ;€ - MPCAYNPCAU-
TenLHOA  MApKApatKon. [,  MeKayHa-
poaHoe H@ﬂﬂ]‘ﬂmnaﬂm-lne HaumeHopa-
HUB, NEKAPCTOLEHNAA dnopma Aoahpun-
Ka, uonm(en‘rpn nekapeTDeHHOND Chea-
cTna b NAKeTS, coaspiKkanme AeReTpy-
foliero BelRCTAn, NPeAYNpeANTENBHAR
nanuck ({GoABRKMT, Gaxapody’),. uH-
chopmaLmMoHHan ~Hagnues - “¢nocoGe
NpUMEHEHUA (“Cnocoﬁn'npumcucumn"
‘Mpenapar NPUHUMAIOT BHYTPL, No 1
nakeTy (100 Mr Humecynuaa) ana paaa
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No | " Haumaionanne
nin NOKJAIATCNHA

TpeBopanua HA PeaynkTathl ananuaa

NANSTI CLICEINIIOT B CTAKOH W PACTUOPRIOT |D CYTKW, Mpenapat PAKOMEHAYGTCH
npumepHo o 100 mMa noasl. NpUroTeRNEHHBIA |NPUHAMATE  NOGHE eau, Coacprumoc
PACTUOR XPAHEHUIO HC NOANeKAT."), HaWMe- |NAaKeTd BLICLINAIOT 0 CTAKAH M PICTHO-
HODAHUE W CTPAHY upMul-unaaensua PY, ec [paoT npumepio v 100 M pogwl. [Mpu-
TOBAPHLIA IHAK (NATUHMUCH), HAUMEHOBAHUE |TETOBAEHHBIR PaCTROR XPAHCHWIO He
¥ CTRANY QUPMLI-NPOUIBOAKTENS, CC TOBAP- [MOANCKUT.”), HIUMEHODAHUE W CTpaua
HLA 3H3K, HOMCP Cepuu, AaTy OKOHMaHWR |hupMbl-anagensua PY, eo TOBAPHBLIA
C[I0K rognocTn, IHAK  (NATHHKUER), HAWMOHOBOHWE W
Ha nadke yraswinaleT Topropoe HAMMCHOBA- |cTpana upMLI-NpoMInoAMTeNA, ce
HUC NRENAPATA C NPeAYNPCAVTENLHOR MAp- |TOBAPHLIA JWAK, HOMEp copuw, gata
KMPODKOW 0D, MOMAYHOPOAHOS HenaTeHTo- DKOHYIMKS CPOKA rOAHOETH,

MIHHOC  HAMMOHODAHWE,  NoKAPCTBEHHYIO [ Ha nauke ykasaMsl, Topronoe Maume-
diopMy,  KDNWYSETBO nakcTon @ YTEAKQURE, | HOBAHWE NPenapaTta ¢ npeaynpegw-
KOMWHECTIO  NEKIPCTREMHOMO  CPCACTAA 0| TeNbHOW MapKWpoBKoA &, MEKAYIHa-
MIaKETE, ACIMPORKY, COACPIKAHWG ACACTNYIO- | POAHOE HENATOHTORAHHOE HAMMEHO-
LUCIO DELECTRA B KADAOM MAKETE, YCrouva | DaHWe, nekapcTnexnas dopma, kanu-
xparcnun, Hagnucwk ("Coaepwut caxapoay.”, | vectne naketon n YNakonke, Konwuye-
"APUHMTL B HEAOCTYNHOM Anf AUTCR Me- | CTBO NeKapeTueHHoro CpeacToa o na-
cre!”, "TIpUMOHATL No HasHavcimio opava,”, KT, JOIMPOBKY, COAGPMAHWEe AcA-
"Ha NPUMCHATE NO UCTEYUCHIM CROKI rMmaHo- CTNYIOWEro noujecTea n RAMOAOM NAKE-
CTH."), YGNOBWs DTNYCKI, PerucTpaumontLi | e, YENOUUA XpaneHus, Haanueu ("Co-
HOMER, HaZAMMch = @ - 3aperneTpuposaHHLIF ACERAT eaxapoay.”, “"XpaHuTs n Hego-
TODAPHLIK aHaK", HOMCP COMASTENLETRA O | CTYNHOM ANA OCTeR mectal”, "Mpume-
PETUCTRALNK TOBAPHOIO JHAKD, HAWMENHONA- |HATE NQ  HAIHAYCHWIA upaun”, “He
HAe W CTpally dhupMui-Rnanensua PY, ee | npuMennts no uereueiu Cpoka rof-
TORAPHLIA  JHaK (naTuHuleR). HaumeHora- | HocTy "). yenonwa otnycka, parwetpa-
HUE, anpec, TenedoH W 2APeC CaRTa dup- [ LIMOHHLIA HoMep, Hagnuch * 00 - anpe-
MBI-NPOMIBCANTENA, ©C  TOBAPHLIA  3HIK, | METPUPOBAHHLIR TORIPHBIA anaK", Ho-
GTIN-kop, wrpux-kon, Homep COophW, ATy [MeP COMACTENLETOA @ PerUCTRALMKA
OKOHYAHWA CPOKD FOAHOCTH, CREACTHA MACH- | TOBAPHOTO 3HAKI, HIUMEHOUIMWC W
THCUEAUMK 1M, TexHoNOruuAGKME  MOTKN cTpana  dmpmul-anaaensua PY, oe
wunu chapmako, TOOAPHBLIA JHAK (NATUHULCR), HauMe-
HononuutensHo a nauke wHa AHINUACKOM | HOBAHWG, 2APCE, TenodhoH W aapoc
EILIKE YKAILIDAOT TOProROe HAUMEHGDAKWE [ calTa cipMbI-IPOMaDoaMTENs, ce To-
NCHIPCTRGHHOMD  NPCNapaTd, MexayHapoa- [ papHem auak, GTIN-koa, wrpux-Kkoa,
HOC HEMATOHTOBAHHOT HAWMEHODAHWE, Ne- [ HOMEP Cepuw, AaTa OKoHYAHMA Cpoka
KAPCTREHHYIO hopMy, A0IMPOBKY, KonMua- | rogHocTH, cpeacTon MAGHTUAMKALMAN
CTna NakeTou 0 ynakooke, KOMWMECTOO - | I, TeXHONOTUHECKUE MaTEK W thapMa-
KQPCTOCHHOrD CPeAcTRA B nakeTe, Toproooc | koa.

HANMCHOOAHME NCKIAPCTRCHHOMO NPenapata | JonenvuTensHo Ha faLuke Ha AHMAUA-
WNW noratvn chupmbi-onagensua PY (o aa- CHOM__ AaLlke  yRalzaWel,  Topropac
OUCUMOCTH OT YIMa 3peHWA), HAHECeHNLIR | HAMMeHODAHWE NCKAPCTBEHHOrO npe-
METDAOM MUKDOTRCHAHUS, napaTa, MOMAYHAPOAHOE HENATeHTO-
BANHOE HAUMCHODAHWE, NCKapCcTREeH-
HAR thopMa, ADIMPODKE, KONWYCCTRO
NAKeTon 0 YNIKODKE, KONWYGETOO ne-
KOPCTOCHHOD CPCACTHA U NAKeTe, Top-
ranoe HAUMeNIORAHKG NCKAPCTUOHHDID
NpenapaTa W aorotin civpmMLl-
nnaacnsia PY (o sasneumoctu o yrna
IPCHUA), HAHCECHILIC METOQOM MUK-
POTEEHEHUS.

17 | Cpok rogHocty 3 roan Jroan

- - . Moaeran 03. 2025,

Xpanenue: MNpy Temnepartype He Bhiwe 25 °C,
AHanua BeINONHEH; "06" anpena 2022r,

SAKNIOYEHME: nekapcTBeHHbIR npenapar Haita® rpanynut ans npuroTosneHus CYCNCHIUM ANA NPUEMa BHYTPL
100 mr cepus 260322 cooraercroyer TpeGosaruam JM-003413-111220 1 uam. Ne 4
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