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09, YNONHOMOYCHHOMO N1La NpoUM3BoLMTEeNs
COOTEETCTENA cepun neKapcTEeHHOro npenapara
KAHOHGAPMA TPeGOBaHUAM PErucTPaUMOHHOIO JOChEe
Ne 192-28-22 ot «08» anpensa 2022 1
Haiz®
TOProBos HIAMGHORIAHWS
Humecynug
MONCAYHAROAHOE NCHATUN IQRANHOR, UNW TRYRNURODOMHOS, UMY KUMEHOEKDN HOMMEHARIHIS
rPaHYNbLI ANA NPUrOTORMCHMS CYCNCHINK
ne 2 r o naker, 9x1, NaYKa KAPTOHH
AN NpMeMa BHYTPL 100 mr KeT, PTOHHaR
HL"NQ’JCT'HCHH.'IH .."‘.JE!PMH ADauponiEn C]!nnM[l uulr‘lycl.‘:t
280322 93910 yn 08.04.2022 03.2025r
HOMUP Gupuy OlLeM Cepun AQTa CLnyeity rofaM 10

JIN-003413-111220 v uam. N1 Ne 00461-NC oT 30.07.2021
PORNMINTS HOPMATHEHOR A0 MAHTALWY B nALEHINKM HO OCYLLCETUNGNME NPOMINOACTD NELAPETUCHHLIL cpaAcTh
Inrn-003413 15.01.2016
PP PErNCTRIUNONNEE YAOCTOUCPeKNG ADTA PATUCTRIUMM NCKAPCTHEHKOMD NPENARaTa
Q00 «fp. Poanm’c NaGopaTopucy 115035, r. Mocknoa, OpuwHHuMKoBckas Ha6., g. 20, cTp. 1
HAWMeHanahwa AemiaTénsa (nalenuua) peracTpaymolHoro AAPOC MUCTI HUXDILOHUA ASRRATANA (DNDACTLUA) PETUCTRALMOHHOIO YA0CTO-
YADLCTOROPOHWA NAKAPCTRAKHOND NPENAPATI pepchdA NCLGpeTHaHHOrnD NpenapaTa
MacnopT N228 ot 08.04.2022 Crpada HazHa4yeHun: Poceun
WMHCPOPMALMH O CTAWAX NPOWIEDACTEa;
npouaseacToo MG 3A0 «KanoHdiapma npogakwin, Mockosekas oGnacts, r, lenkone, v, 3apeunas, a. 105
NEPOMYHAN ynakonka 3A0 «Karondapma npopakiwss, Mockanckas obnacTs, r. Wenkona, yn, 3apovuan, g, 105
OTOpUHHAR/MGTREGUTENLEKARA YNaKkanka 3A0 «Kanontbapma npoaakiuk», Mockosckan ofnacts, r. Lenkoso, yn, 3apeunas, 4. 105
DLINYEKDIOWMA KOHTPOML KavecToa 3A0 «Kanondhapma npopariuns, Mockonckan o6nacts, r. Wenkono, yn, 3apevdan, g. 105
lModmeepidaro, umo, cepun 20moool NPOdYKUUU NPOU3EEJEHT U MPOKOHMPONUPO8AKA & COOMACMEMAUY ¢ MPEGOBAHUSMU!
1. [lonaxenud PozucmpayuonHozo docke NCKAPCMAanKHNO20 npenapama M na OHET
2. [Mpaeun Hadnexawed npouiaodecmaciimol npalmUKyY, @ MoM vucne;

= ocHogHbIe Npoyeces! npouzeodcmaa u Memodst kKoHMponsa aanudupoaalit; ¥ na OHET

= nofie OMKNOHOHUA UMY 3aNNBHUPOCAHHDIE UIMCHOHURA 6 MEXHONO2UMEcKoM MPOUOCTO UMY KoHMpone
kayecmaa ymaopkdens! omeememeeHtbiMY Auuamy; o mobbix uaMeHeHunx, mpobyiouiux aHeCEHUR =
uaMeHeHun o pozucmpayuonice Joche UNU NUUEHIUI0 WA npoulgeodcmao, ocaedoMned coomaom- AA
cmaylowull ynonHomMouaHHbld 0pean U NoyNeHo 020 pOIPELIEHUE HA BHACEHUE MAKOI0 UIMONOHUS,

npoaepeHsl aanucu, nodmaepxdaouue, Ymo ece Heobxodumbie MoponpuamUA no ombGepy Npos, Kok-

mpomna u MomoduKkaM ucabimadud nposadeHsi; MAGLIG OMKNOHGHUA WUMY NNaHoBLIC UaMaliehus paoc- # AA OHET
cnadogakbl U 0G0pMNeHE! AOKYMEHMANLIG;

OHET

~ dokymenmayun no Npou3IBOJCMAGHHOMY NMPOLUSCCY U KOHMPOMIo KAYCCMAN COCMAABNEHa U yrmaepido- & A O HET
Ha ynonKomMouoHHLIM 8RCOHANOM,
— 6ce aydumsl nposedotsl @ COOMAOMEMAUU ¢ MPeGOBaHUAMY cucmomet 0BoCNoYaHUA Kayecmaa; M na O HET
= N[PUHAMA! G0 QHUMANUE e Grakmopsl, cylecmeeHtbie Ons kayecmea danHod cepuu npodykuuy & oA OHET
3. Jluyenauu na npouzeodemeo nekapemaenibix cpedemeo 17| A O HET
4. 3akotodamenscmad Pocculckofl @odepayuy u/unu cmpans-uMaopmepa uunu empaisl skcnopma e _ A0A  OHET
T lcorias |
Cmamyc auonku: ) ] | oy
Beoa B rpanaadckui oGopot o ﬁc_?lw’ s o B e
PA3PELUEH v |

nodnuce y”UHNUMlJ'fN‘HHﬂ.",I’J T
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KAHOH®DAPMA

NPOAQIELIH

Cepun: 280322
KonuvecTeo npogykumu B cepui; 9 926 yn. N2 9
[ara npouarogcrea: 03. 2022 r.
AHanua euinonHed no  fM-003413-111220 1 nam. Nz 1

OTAEN KOHTPOJTA KAHYECTBA

MACTIOPT Ne 28

Haiiz® rpaHynbl ANs NPUroTOBNEHUSA CYCNEH3UM

ansa npuema BHyTpb 100 mr

::.ﬁt H?‘ZTC:?:E;H:O TpeGonanun HO PoaynLTaThl aHINW3a
1 | Onucanue CMech rpadyn W Nopowka cReTno - Xentoro | CMeck rpalyn v rnopowka cnetno -
LBETA € 3anaxoM anenkcuHa. 1o BHelHeMy | xenToro UBETa ¢ 3aNaXOM ANCNLCUHA,
DWAY AOMKHA coOTDeTCToODATL TpebopaHu- | Mo BHewHemy BuAy coOTRETCTOYIOT
am M Po, ODC,1.4,1.0004.18 «[panyne» | TpebonaHuam re Pd,
OdC.1.4.1.0004.18 «paHynsin
2 | Pasmep vactuy, %
- MaHee 2,00 mm He maHee 95 100
- meHee 0,355 mm He Gonee 70 54
3 | MNoaAnUHHOCTL BpeMa yaepmvBaHUA OCHOBHOTO NWKa Ha
XPOMATOrPAMME  WCMLITYEMOro  pacToopa,
NPUroTODNGHHOID  ANA  KONWYMECTDEHHOro MopToepiacHa
ONpeaeneEHnn,  AOMKHO  COOTBETCTBOLATL
BPEMEHN YOAEPKUDBAHWA UKD HUMECYNUAA Ha
XpPOMATOrpAMME CTAHAARTHOrO PAcTEOpA.
4 | Cpeadas Macca, Mr 2000 (o7 1850 oo 2150) 2004
5 | OoHopeoHoeTh Macebl, % + 7.5 -4,8 45,5
PacnapaemocTs, MUH He Gonee 15 (b Boae) 2
6 |PacroopeHne, % OT HOMWUHANLHOTO ‘ ‘
conopHarAs Ho menee 70 (Q) yopoa 45 MuH. 91
7 | BHewWwHwh BuA cyeneHanm MNpu pacTeopeHyl coAepMUMOre nakera B
100 mn pogel ¢ TemnepaTypod 20-25 “C o
Teuahe 1-3 MUH obBpasyeTcs cycrieHaus oT Cogrnoveroyor
Genoro Oo CReTNo-KenToro uaera
8 | CegumMeHTaAUMOHHAR YETONMYUMBOCTL CycneHaun nocne B3banTkiBaHWs He A0MKHA
Y g PaccranBaThen 0 TOHGHND 2 MUH. Cooraercrayer
9 |pH Or25p035 3,21
10 | PopetaeHHLIe npuMmeck,%:
- NpUMeEch C He Bonee 0,3 Oreyreroyer
- npumeck D He Gonee 0,3 OTeyTerayer
- nioban eguHKHAn HeraeHTudMum-
poBaHHan nNpuMecs He Gonee 0,2 OreyTeroyer
- CYMMAa npumMecen He Bonee 1,0 QtcyTeTayeT
11 | MNotepn o Macce Npy BLICVILWBAHWA, % He Gonee 1,0 0,05
12 | OgHOpoAHOCTL A0aMPOBAHKA B coornercTany ¢ TpebGopaHuaMU
ity e F© PO, OBC.4 4.2.0008.18, enocod 1 Cooercrayer
13 | KonW4ecToeHHOO ONpeaenaHie Hy-
MOCYNIUAA B OAHOM NAKETE, MF Or90,0 Ao 110,0 1018
14 | MUKpoBMONOrMHGCKAn YUCTOTa B coomerctoug ¢ TpeGosaninmu o
2 o Po, o¢c.1.2.4.000?1a. Kateropus 3A [ SourpeTcTayeT —
15 | Ynakonka Mo 2 r o nakat wa komGuHupooaHHoro maTepu Mo 2 r'o nakeT M3, KOMGHHMpouaHHnru
ana (Gymara/donsra/nonuarunen). Mo 9, 15 | marepuana (Byma-— 1~ |
unu 30 NAKETOB BMECTE € MHETPYKLMERA no ra/chonsra/monuaTuneH),
NPUMEHEHUI0 NOMELLAIOT B NAaXKy 13 kapToHa | Mo 9 nakeToB BMECTE C UHCTPYKUMei no
npUMCHEHUIO nnmul.umlhl o na'-my u3
KapToHa. e g
16 | MapkupoBka I1a nakeTe ykaispaloT TOpronog HavMeHona- (Ha nakere yua:lm-lbl ‘mpronoa Haume-
HWE Npenapata ¢ NpeAyNpeAWTENbHON Map- HobaHue MpenapaTa; cu npe,qynpnnw-
kuponkoil @, MENMAYHAPOAHOE HENATEHTO- [TenbHOR fmmpuhpouncﬂ UII MoxayHa-
DaHHOE  HAWMCHODAMWE, NEKAPCTBOHHYIO |poaHoe Hené:rr HTDHi\HHUe Hammuﬁoua-
chopMy, AOIMPOBKY, KONWYECTREO NEKAPCTOGH- [HWe, ne p uHMa,n mowa AoaupoB-
HOTO CPOACTDA B MakeTe, COACpXaHve Aci- |ka, KonuuecTno: neuapc‘raeuunro cpea-
CTOYIOWEro pellecTna, NpeaynpeavTentiyio |CTha o n\aﬂa‘re COACPIAHNG ncﬁcmy-
Haanves ("CoacpiuT caxapoly"), uHdopma- |IoWwero peeeTsa, npcnvnpc.nménhnan
UMOHHYIO Haanuck o cnocolbe npuMeHeHus |HaanuchL ("Go.qepﬂ(ur naxapn:y") M-
("Cnocof npumaencHns”, "lMponapat npuHW- qmpunuuummﬂxﬂa.qnmh o cnocoba
MaIOT BHYTPL, Ne 1 nakety (100 Mr HUMECYy- |IPUMEHEHWA ("Cnocob NpUMEHEHns",
nvaa) Apa pasa o cyTky, Mpenapar pekomen- [“Mpenapar NpUHUMAIOT BHYTPL, no 1
OYQTCA npuHUmMaTh nocne eghl, Coasprumoe [nakety (100 mr Humecynuaa) Aoa paaa

Crpansua 1 va 2
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TpeGonaHua HOQ

PeaynutaTtisi ananuaa

NIKETA OLICKINAIT B CTAKIH W pacToopaIoT
Apumepno & 100 mn coaw, MpuroTonAGHHLIR
PACTEOR XPAHEHWIO Ha NoAneHuT,"), Haume-
HOBAHKE N CTPAHY thupMb-onaneneua PY, oo
TORAPHLIA JHAK (NATUHWLCH), HAMMEHODAHKE
W CTPAHY dwpMbl-NpoUanoanTens, co Topap-
MBI 343K, Homep copuin, AaTy oKoHYaHWA
CPOKI TORHOGTY,

Ha navke yrassinaot TOPronoe HAMMCHOBA-
Hue NRENAPATI ¢ npedynpeauTenuhon Map-
KHPONKOA @, MeNUIYHAPOLHOE HenaTeHTO-
DAHHOC  HaMMEHODAIME, NEKIPCTHEHIYI0
hopmy, KONMMCETHO  NakeTon I ynakouke,
KOMWNCETUD  NEKIPCTBCHHOrG cpracTia o
MGKCTE, AOIMPADKY, COAEPKIHME ACHCTDYIO-
Wero peulectna o KIDKAOM nakeTe, yenanus
XpaneHuA, Haanueu ("Coacpmur caxapoay.”,
"XpaunTte 0 HegocTyriiom A AeTeh me-
cre!, "TIpuMeHATs no Haanauelmg Bpava.”,
"He npumennts no wetevenn cpoka ropne-
cTh."), ycnoeus OTNYCKA, PEruGTRALMOHHGIA
HOMCD, HAANKCE " @ - 3apPeMCTPHPOBIHHEI
TORAPHLIA aHak", HOMOP CoUACTENLETDA O
PEMVCTRALMW TORIPHOTD 3HAKA, HAWMEHODI-
M2 W CTRaHY dmpmbi-unaacnsua PY. ae
TODAPHLIA  JHAK  (NATHUHULOR), HAUMCHOR:-
HWe, agpec, TencdoH W agpec caita chup-
MLINPOUIBOAKTENS, ¢ TODAPHLIK  anak,
GTIN-kog, wtpnx-kog, HOMEp cepuw, aary
OKOHYAHUA CPOKA rOAHOGTH, CPEACTUA WIaH-
Tuthikaumu NN, Texonorusockue METHI
wunu chapmarkog.

HononHutensHo Ha navke Ha AHFAKAEKOM
A3LIKE YKaIbiDaloT TOPronoe HauMeHOBIHWEG
nokapcToenHore npenapara, MexayHapoa-
HOC HENATeHTORANHOE HaWMBHODAHWG, ne-
KApCTRCHHYo  dopmy, foavpoBiy, Konwve-
CTOC NaKCTOD O YNaKonke, KOAWYCETNO ne-
KUPCTREHHOrO CPEACTN O MaknTo, Topropoo
HAUMEHODAHWE NekiapcThenHore npenapaTa
Uk narotan UpMB-nnaensia PY (o aa-
BUCUMOCTY OT yria JpcHus), HaHece!Hpie
MUTO/OM MUKDOTECHEHMA,

nocyted.  [penapat pexomMeHAyoTEs
MPUHAMATL NOCne edul. Coaepsumac
MAKCTA BLICLINAIOT B CTAKAH U pacTpo.
PAIOT NpumepHo b 100 MA ooanl Mpu.
OTOBNCHHLIA PACTBOP XPAHEHWIO His
NOANCHKUT."), HAUMCHOBAMUG W CTRaHa
dupMLi-onagensya PY, ee TORAPHLIA
IHAK  (NATUHUUCH), HaWMEHoDAHWE u
CTRaHa  chupMul-npouanoguTens,  ae
TODAPHILIA  JHAK, HOMep cepan, aarta
OKOHYIIMA CPOKA roaHocTH,

Ha nawe yiazaiw: teprosoe Haume-
HOUANMC  NPENapaTa ¢ npeaynpegw-
TCNLHOR  MapPKUPONKOR W, mexayHa-
pogHoe HENATeHTORMNNO: HIWMCHD-
HaHWE, NeKApeTNoHMaR topma, konn-
HEETNOD NAKCTOD B yYNaKonKe, Kanuue-
cTso rmunpc;'ruumlnm CPpeAcTna o na-
KCTE, A0Iupanka, cofcpkaHue Aea-
CTOYIOWETO BRWCCTHA 0 KIKIOM NaRke
18, YENouwsa XpaneHun, Haanuck (“Co-
ACPKNT Caxapoay.”, "XpauuTts n neao-
CrynHam ana gerel mecte!, “Mpume.
HATE N0 HAJHAYCHWIO  Bpavua”, “Heo
MPUMEHATL N0 WETEYEHWNM Gpoka Tog-
HOETW."), venonus oTnycka, pemcTpa-
UWOHHLIA HOMEP, naanues * o) . 3apo-
MMCTPUPOBIHHBIA TOBAPHLIA JHak", wo-
MEp CBMACTONLETRA © pervcTpaumu
TOBAPHOre  3HAKL, HAMMOHOBAMWE W
CTPAHa  hupMu-Bnagensua PY, en
TOBADHBIA JHAK (NATUHMUER): Haume-
HoBawue, agpec, TenedoH w agpec
CaATa hupMbi-nponanoguTens, oo TO-
BapHuia Jnak, GTIN-koa, wiipux-kon,
HOMCD Cepul, 4aTa oKoHYaWuR cpoka
rogHoeTy, cpeacTsa waeHTUdMKkaLmn
NN, TexHonorMycekua MeTEY 1 chapma-
Ko,

Henonuutensie Ha nauke ua ANrnuA-
CHOM_ MABIKG  yRO3DN L Topronos:
HAMMCHOBANKUE neKkapeTDeHHOro npe-
napaTa, MemAYHIROAHOE HenaTeHTo-
DAHHOE  HAUMBHODAWWG, nekapeToel-
HaY dhopMa, Jloavponid, KenuuceTno
NAKCTOD D YNAKODKE, KOAWYECTHO fe-
KIPCTHEHHOMD CREACTLA # nakeTe, Tap-
MOBOe HAMMCHOBANKO nekapcToeHHorD
NPCNapaTa  w  noroTun pMLI-
BrafenLua PY (b 3asucumoctv ot yrna
IPCHUA), HAHOCOHHLIO METOOOM MUk-
poOTEcHeHuA,

17

Cpok ragHocTK

Jroaa

3 ropa
Monex Ao 03, 2025+,

Xpadenue: Mpu Temnepatype e Bbiwe 25 6

AHANN3 BLINONHEN! "O0B" anpenm 2022,

SAKNIOYEHME: nekaperaeHHbIR npenapart H
100 mr cepus 280222 cooToeTeToyer TpeGan

HawaneHuk otaena KOHTRONA KadeeTsn
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