NMOATBEPXOEHUE

i
.0’ ynosnHoMo4YeHHOro nuua npovuzeocgurtens
COOTECTCTEWH CEpUX NeKapCcTEeHHOro npenapara
KAHOHDAPMA TpeGoBaHUAM PerucTpaLuUoHHOro Jocke
N2 168-1-23 oT «21» mapTta 2023 r
Hans®
TOProloe HAWMEHOBAKNE
Humecynua
MEWYHAPOAHOD HONATEHTORAHHOR, KAKW FPYINHRONOUHOG, WAKM XHMUYECKDD HOWMAHODaHND
rpaHynbl AnA NPUroToBNEHWA CYCNEeH3IuK
ANS NpUeMa BHYTPL 100 mr no 2 r B naker (9), Na4Ka KAPTOHHAR
NekapeEToeHHan qopMa ADINPODI thopMa BuInyCra
010323 9575 yn 21.03.2023 03.2026 r
HOMER capul obueM capuin AOTA Duinyeia rejoH Ao

NN-003413-111220 1 nam. Ne1 Ne J1012-00102-77/00010975 ot 26.08.2022
POROWINTLI HUPMUTHDHUH AOKYMOHTALHW N2 AMUEHIWN Ha DCyUlacTunaHun NPOWIDOACTON NEKAPCTDAHHbIX CRPOACTD
JIn-003413 15.01.2016
Nit pErHCTPALMOHHOL YABCTOLOPEHNG AATA POFUCTPOLIMM NEKAPCTREHHOM NPENAPATA
000 «p. Poaau’c NabGoparopucn 115035, r. Mockpa, OpuvHHUKoDCKaA Hab., A. 20, eTp. 1
HOWMEHODAHWE ASPATONA (BNAACALLA) PEFUCTPALMOHHOTO DAPOC MOCTA HAXOMAGHWA ARPKITENN (INBACALUA) PErMCTPALIMOHHOFO YAOCTO-
YAOCTGOCPOHUA NQKIPSTAOHHOM NPERIPATA BEPEHUA NEKAPCTHEHHOIG NpanapaTa
Macnopt N21 ot 21.03.2023 CTpaHa HaaHaueHWs: Poccus
WHCPOPMAUMA O CTIANAX NPOM3BOACTBA; :
npowasoacToo Md 3A0 «KanoHdapma npogakwHy», Mockoackan o6nacts, r. Wenkooo, yn. 3apednan, g, 105
nepou4Han ynaxkooka 3A0 «KaHoHdhapma npogakiiH», Mockoscras oGnacTs, r. Lenkoso, yn. 3apeqnas, 4. 105
OTOpMUHOA/NOTPeGNTENbLCKAR YNakaoka 3A0 «KanoHchapma npogakiwH», Mockoackan abnacts, 1. Wenkoso, yn. 3apeuxan, 4. 105
BhINYCKAIOWWA KOHTPONL Ka4ecTa 3A0 «Kanondapma npogakwiHy, Mockanckasr abnacts, r. WWenkono, yn. 3apednan, 4. 105
Modmeepdato, ymo, cepus comosod npodykyuu npouzeedeHa U NPOKOHMPONUPO8AHE 8 COOMEEMCEMAUL ¢ MpeGoaBHUAMU!
1. Monowenud PeeucmpauuoHHozo docke NeKapcmeeHHozo npenapama M na O HET
2. [(lpacun Hadnexawed npouasodcmaenHol npakmuky, 8 mom vucne:

= QCHOGHLIG Npoyaccs! npaudecdemaed U Mamods! KOHMPONA aanudupoaanhi; M na O HET

— niofinle OMKACHEHUS UNL JANNANUROBAHHEIE UIMBHEHUS 6 MEXHOMOZUNECKOM NPOUECee UL KoHmpone
kavecmaa ymaepidaHsl omaememaetibiMu nuuamu; o niobbix uameHeHunx, mpelylowux eHeCeHUR M oA
UIMEHEHUS @ pesucmpayuoHHoe docke unu nuyeHaule Ha npoudecdcmeo, oceedomneH coomeam-
cmayiowud ynonHoMoyekibid opeak U noNyyeHo @20 PaIpoLoNUO HE BHACOHUE MAKOZ0 UIMEHeNHUs;

— npoeapeHsl 3anucy, nodmeepxdalowue, Ymo aca Heobxaodumsie meponpuamus no ombopy npob, Kok-
mponio u Memodukam ucrbImanud NPoeedens, MoGsIo OMKNOHGHUR W/unu nuaHoabie uaMenoHus pac- & OA OHET
crnadosaHs! U oghopMaens! dokyMenmansio;

~ dOKYMONMAUUS N0 NPOUIEOACMEEHHOMY NPOLOCEY U KOMMPOMIO KAYECMBa COGMasnaHa U ymeepwde-

OHET

HE YNONHOMOYEHHLIM MTGPCOHANOoM; @ na = HED,
= @ce gydumsi npoacdoHs! @ coomaememouy ¢ mpelosanuaMuy cucmems obacneveHus Kavecmaea; & pa O HET
= NPUHAMbI 60 BHUMAHUEG ace aKmopbLl, CywecmaoHibie dna kavecmea danHoll copuu npodykyuu ¥ na O HET

3. Jluyexauu Ha npouzsodcmeo NexkapemeaHHsLIX cpedemas | OA O HET
4. 3akonodamenscmea Pocculckod @edepauuu u/uny cmpaHbl-UMNopMepa u/uniu empaHst akenopma & oa O HET
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Cepus: 010323
Konuuectao npogykumvm B cepii: 8 629 yn. Ne 9
fata npovssopctea: 03. 2023 r
AHanua BbinonHed no JIM-003413-111220 u nam. Ne 1

OTAEN KOHTPOJIA KAYECTBA

MACTIOPT Ne 1

Hai3® rpanynbl ANA NpUroToBneHus CycneH3um

ans npuema BHyTpb 100 Mr

:::I H%m:;’:,;‘:‘"“"" TpeGooanma HA PeaynuTaTsl aHAnKaa
1 | Onveaune CmMack rpaHyn ¥ nopoluka ceeTno - Kentoro | CMece rpaHyn W nopoiwlka coartno -
LiBETA C 38NAXOM anenbeuHa, Mo DHOLHGMY | EATOro LoATA C 30NAXOM ANENLCMHE,
DWAY pomkHa coatsetcreosarts Tpebopanu- | Mo BHoWHeMy buay  cooTpeTeToyioT
AM M PO, ODC,1.4.1.0004.18 «Mpavynbls | TReBoBaHUAM ro PO,
0®9C.1.4.1.0004.18 «panynui»
2 | Paamep vyacrud, % 2
- MaHee 2,00 mMm He maHea 95 100
- MeHee 0,355 mm Ha Gonee 70 51
3 | NognuHHocTL BpemsA ynopMUDAHWUA OCHODHOMD NWMKA HA
XPOMATOrPaMMO  MCMLITYEMOro  pacroopa,
NPUrOTOBNEHHOrO - ANA  KONWMBCTOAHHOrO MNepToepkaara
ONpeaeneHns, JOoMKHO COCTDETCTRODOTL
DPEMCHU YACPHMBAHUA NWKA HUMBCYAUARA HA
XpoMaTorpaAMMe CTAHABRTHOrO PACTDOPA.
4 | CpeaHan macen, Mr 2000 (oT 1850 oo 2150Q) 1984
5 | OnHOPOAHOCTL Macehl, % +7.5 -51+6.4
PacnagaeMocts, MUH He Gones 15 (0 noge) 2
6 |Pactpopexue, % ot HOMUHANLHOrO
conepKaHusa He maHen 70 (Q) Yepea 45 muH, 88
7 | BHoWHWA oua cycneHaun MpW pacroopaHi COOGPKMMOro nNakeTa 0o
100 mn popwl ¢ Temnopatypoi 20-25 *C B
TeqeHne 1-3 muH obpaiyaTca cycnaHawa oT Cooroarcrayer
Genoro Ao coaTno-ManToro Loera
8 | CopumeHTauvoHHos yeroAuwnocTh | CycneHaun nochs aaBanthinavia He JOMKHA
: ) POCCNOMBATLEA O TEUEHUE 2 MUH. Cooreercrayer
9 |pH Or25n035 3,27
10 | PopcTooHHbIe npuMack, %:
- npumecs C He Goneea 0,3 OTcyTeTnyeT
- npumece D He Gonee 0,3 OteyTcrnyat
- nioGad mmuuuuan HeUABHTU UL M-
POBOHHAA NpUMEch He Gonee 0,2 OteyTeTnyeT
= CyMMa NPUMBCcERA He Gonee 1,0 OreyTeToyer
11_| MNoTaps B MACEca NpW DEICYLUWDAHIA, % He Gonea 1,0 0,12
12 | OaHOpOAHOCTL A0IMPOBAHWUA B cooTpaTteTouy ¢ TpebonaHuAMN
i [® Po, O©C.1.4.2.0008.18, cnocoS 1 Coornercroyer
13 | KenudacToeHHOe ONpOAGNOHAD HI-
MOCYNUAN b ANHOM NOKETE, MF Or 80,0 a0 110,0 96,7
14 | MukpobKonoruicckon YMcTota B cooTnaTcToln ¢ TpeBonaHWAMA
[ Pd, O®C.1.2.4.0002.18, Kareropus 3A CooTsercrayeT
15 | ¥nakopka Mo 2 r b nakeT 13 komBrHMpoDaKHoOro MaTepid Mo 2 r B naker ua koMBUHUPOBIAHKOrD
ana (Gymara/chonura/nonuatines). Mo 8, 15 | matepuana (Gyma-
“nw 30 naKeToD BMECTE C MHCTRYKUMER no ra/thonbra/nonuarunen).
MPMMEHEHUIO NOMELLAIOT B NAYKy W3 kKapToHa. | Mo 9 naketTon nMecTo ¢ WHCTRYKUWER
no NPUMEHEHWID NOMAWEHL B Navky
M3 KBPTOHA.
16 | Mapkuponka Ha nakete yiaasinaioT TOpronoe HauMmeHo- [Ha nakete ykoaoHsl: Topropo@ HavMe-
DAHWE NpenapaTa ¢ npeaynpeavTensHoR (HoBaWWe npenapara ¢ npegynpeau-
MapkMpoDKOA @, MEXOYHBPOAHOG HONAaTeH- [TenbLHOW Mapkupopkoi ©, MexayHo-
TODAHHOE HAVMEHODAHWE, NEKAPCTBEHHYIO [POAHOR HENATEHTOBAHHOC HAMMOHOBA-
thopMy, A0IMpoDKY, KONWYECTDO nokap- [HUe, nakapcTae Hﬂﬂ,¢§ﬂq JAo3npop-
CTBGHHOrO CPaACTOA 0 NAKETE, COAGPMAHWE [Ka, KONW4YecT nmqur:rn‘mnuro £pen-
poficToyiollero  pewlectoa, npeAynpeawv- lcToa b nuuofo /Qonaﬂmn!-mn Aentmy-
TeneHyl Haanuck ("Cogepxat caxapoady.'), liowero pe anpuqynpann‘ranb Hag,
MHdIOpPMaLMoHHYIo HagnKck o cnocofe npu- [Hoanuch ( gdpmwr caxg) my")\ Jw
MaHeHus ("Cnocoli maHenua”, “lMpanapar |hopMati q 18| HaARMCL: él cnoco u
MPMHAMAIOT oHyTRpL, no 1 nakety (100 Mr|npumeHeHiss)("Cnoco npmmumh
HAMECYnWaa) aoa pala b cyTku. Mpenapart |"Mpenapar éﬁumnmr uuy‘rpb
PEKOMEHAYETCA NPUHUMOTE nocne eabkl. Co- [nakerty (100'Me HuMacynuaa)., un* ‘é
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‘CCPUK, AQTY OKOHYAHWA CPOKA FOAHOCTH,.

o napmmmoﬂ NAKSTA | DbICLINAINT, 0 CrakaH W
1A -pac:rnnpmo‘r rtpmupnn o 100! M m:mu Mpu-

FOTOBNEHHbLIA POCTDOP XPAHEHMIO He noane-
HUT."),  HBMMEHORAaHWE W CTpaHY. | dupMbl-
Bnagenbua PY, ec TonapHLI# aHak (NaTHHH-
UeR),  HAUMEHODAHWE W CTPaHY ' vpMul-
NPoKMABDANTANA, ‘84 TORApHLIR IHAK, HOMEp:

Ha NaqKke: ykaswisaioT ‘TOProBoe: HAUMCHO-|
paHue ‘npoanapaTa ‘¢ npn,uynpcnwrenhuna'

| mapkuponkoR @, MEMOYHOPOAHOE  HONATAH-

TODAHHOE  HAWMEHODAHWE,  NAKAPCTOAHHYIO
thOpMY, KONWYECTDO NaKaTon. b ynakonke,
KONU4EETnO "NIBKAPETOOHHOM  CPaACTDA B
nakeTe, AOIMPODKY, COACPMAHUE AGHCTDYIO- |
Liera BELUECTDA [ KIKAOM NaKkaTo, YEnonuA
XPAHGHUA, Hagnueu ("CogepuT caxapoay”,
"XpaHuTL 0 HeRocTYNHOM AnA- AeTeR Mn-‘
crel”, "NpUMenATL o HadHayenwio. opada.”,
“He npumMaHRTL NO UCTENEHUK CpOKa roaMo-
cTi."), yenonun m-nycxn POrHETRAUMOHHULIA
HOMeEp, Haanues ¥ @ 3aporMCTPUPORaHHLIR
TOBAPHLIA  3HAK",. HOMBP COMAETeNLETDA O
PErUCTROUWM TODOPHOMG IHOKD, HAMMBHONA-
HHE W cTpaHy :hupmm-unmonuun PY, oo
TODAPHBIA' 3HaK " (NATHHALER);  HaWMeHooa-
Hue, agpec, TenedioH W aapec calfTa. - thup-
Mbi-NPOMIBOAVTENA, 60  TODAPHBIA . JHAK,
GTIN-kOA, WTPMX-KOR, HOMEP CepwM, AaTy
GKOHYOHWUA CPOKD FOAHDCTH, CPCACTNO MACH-
TMMKkaUMn - NN, TexHonomnvackve | MaTid
whnu thapmakog,

nunnnnu'runhﬂo Ha, fadke Ha

A3k yacaahmmcrr Tnprnbnu HOMMaHODORWe
nekapeTheHHore - nperiapata, MewayHapoas
HOO HenaTeHTODAHHO& HAUMEHODOHME, ne-
KapcTaeHHyio  chopmy, /ACIMPODKY, KOnMwe-
CT0O_ NAKeToD A ynakohke, KOmM-ecTao. ne-
KapcToGHHOrO CREACTDA D NAKETE, TOpropoe.
H2YMEHOBAHME ' NOXaPCTAGHHOMD  MpenapaTa

WnKU NOroTMN dupMbaAasanbua PY (o ap-|.

OWCUMOCTHM OT YrNa' 3pOHUA), HAHOCEHHbIG
METOAOM MUKPOTACHAHWA,

“|aHak | (naTuHmuod),

B cy'rm Mpenapar; Wﬂomaﬂnymﬂ,7 h

NPUHUMATL ‘NOCNa  esbl, ‘Copepximos
NOXETX DLICLINAIOT O CTAKAH W PACTHO-
PAKOT NpAMBRHO B 100 M oAbl Mpu-
raTonneHHBLIR puc'rnnp XPOHBHWIO He
NOANEKMT."), HOUMEHODAHWE W cTpaHa
thpMbl-Bnaaenila PY, o TORARHLIA
HEMMBHOOAHME 1
cTpaHa dmnmm-npumumwrunn ‘ea
TOBAPHBIA 3HAK, HOMEp cepui, aaTa
GKOHYOHWA CPOKA roAHBCTH,

Ha nauke ykoaaHb: Topronoe Haume-
HoDAHWE - NpenapaTa © npeaynpeau-
TensHo anunpounoﬁ o, Mumnynn-
POAHOE 'HEnaTeHTODOHHOS 'HaumoHo-
DaHWe, NOKOPCToeMHOR q:opmn KOnw=
HeCTDO  NAKATOD O YNaKomko, Konuye-
CTDO NOKAPCTOOHHOrD' CPEACTHA 0 na-
KoTe, A0IUPODKA, cojepManMe aeh-
CTOYIOLIGro BOWECTNA B KANKGOM naKe-
Te, YCnonua XpaHeHua, Hagnuew ("Co-
AspkuT caxapoay.', "ApoHuTs 0 Hego-
ETynHoM AnA-aetei mecral”, "Mpume-
HATL No. HBAHAaYeHWio  ppavn., "He
MPMMEHATL ND UCTBYEHWM CPOKD rofs
HOCTW."), YENOWUA oTNyEKa, pervcTpa-
LHOHHBIA HeMEp, HBARKEL ' @ - 3ape-
FUETPUPODAHHBIA TOBAPHLIA HaK", Ho-
MOp - COWAETENLCTA O POrMCTRaLMM
TODAPHOrO  JHOKA, HAUMEHODOHWE W
CTPOHA dmpmu-unmnnhun PY, ee
TOBAPHbIA 3Hak (NATMRWLERA); HoUme-
Honawue, aapec, Tenediod W agpec
caliTa upMbi-NpouanoauTens, ee To-
BAPHbIA -3HDK, GTIN-kop, urrpux=kog,
HOMBP. COPUM, AQTA  DKOHYAHWA cpoka
FOAHOCTH, . CPEACTBA  MAGHTUDMKALIMM
1IN, TexHonorudeckue: MeTky 1 hapma-
Koa.

AononuuTensHo Ha nadke Ha AHCOWA-
CKOM AJbIke YKA3aHLI Topronca
HAUMEBHODAHWE NEKIPCTOOHHOID npo-
NOPATA, MEXAYHAPOAHOE HenaTeHTO-
DOHHOB HOWMEHOBAHND, NEKAPCTROH-
‘Haa GOpME, ACIMPODKA, KonUYecToO
‘MAKOTOR B YNDKORKE, KONWUECTED Nne-
KOPCTDOHHOrO CReACTRA B NAKeTe, TOp-
ronoe HaUMEHOBAHME NOKAPCTOOHHOrD
npenapaTa u noreTn pMbl-
pnagensua PY (b 3apMeMmMocTy ot yrna
IPEHUA), HAHBCEHHBIE MOTOAOM MMK-

_POTBCHEWUA,

17

Cpok rogHoeTH

“ 3roan

3rodn
r"uAcH no 03.2026 r.

XpaHewue: Mpu Temnepatype He ouiwe 25 °C.

AHANWI BLINOMHEH:

SAKINIOYEHUE: nekapeTooHHbIf npenapaT Hara®
100 Mr copun:

010323

21

' mapra 2023'r.

rpanysibl ana APUTOTORNOHMA, CYCNeNIuW AN ﬂ"npuqma BHYTPL
COOTROTETRYET Tp&ﬁn:7/nm JIN-003413-111220 1 uam. No %" 3 D

HauansHWk 0TARNa KOHTPONA KavecToa
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