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HaumeHosaxue npoaykuumn no HI:
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KonudscTso (o8weM, Macca), en.uam.:
Konu-ecTteo BeinyweHHoz 8 M0:
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MACIMNOPT N2 726

OPTO®EH TABNETKW KMILEYHOPACTBCPUMBIE, NOKPBITHIE NNEHOYHOH
OBONO4YKOW, 25 MTI" N220

260326 loaen po 02 23

24.03.2028

23 324 ynak

29 302 ynax

07.04.2026 [ara shigayn nacnopTa: 07.04.2026

Viensirasua (aHanuasl) Nposegensb no.  Ai-H2(003281)(Pr-RU)-280323

! Havmenosanue nokazarenei

TpeHoBAHMA HOPMATUAHON AOKYMEHTALIMKM

Pe3ynbTarthi WENBITAHUA

I
iGrmcaHme

NoAAMHHSCTE: -gUKNOHeHAK KATRWUA

- Tpeneoauy 0

|

|

;D,u,nnpn,qnucrh Maccsl

i'l‘m‘ana AvoKchg,

Pactaopedve: - 1- cTagun (KUCAoTHaR)

- 2-a ctaguA (ujenoyHan)

POACTACHMLIE MPUMEac: - EAWHUHHAR NPUMOC
- Cymma npumecen

= ITaman

MWKpOBUONOrMHECKaR HUCTOTa: - obuiee Yncao
33paSHbIX MUKPOOPTaHWIMOE

- OGee UMCAO APOIKEBRIX W NABCHEERIX rpMboB
- Escherichia coli

CAHOPOAHOCTE ADIMPOBARKMA

KoaWuecToennoe anpegeiedne

Ynakosxa

|QeTatounnie opraHudecKye pacTeopuTens: - Aderad

Kpyrasie J8cAKonsnyKILIE TABASTN, NOKPBIThIE
MAEHOUHOH OGONOUKOR QRIHHERO = MEATOrS
WAM OPaHKEeBOro LeeTa. Ha nonepeunom
paipeis AAPC HEAGra WAW NOUTH Benoro ueeTta
YnbTpatvoneToBLIE CNEKTPLl NOTAGUIGHWA
MCNBLITYSMOro PAcTEopa K pacTaopa
cranpaprHore oGpazua (CO) guknodenaka
watpua 6 oBaacty a1 220 go 330 HM foniHb!
WMETE MAKCUMYM W MAMMMY M FPW OfHUK W TeX
We Anvnax sond (pazgen "KonwsecTeenuos
onpeaenekae, Metog Y-cnekrpodoromerpua’)
Bpems yaepmunaHua OCHOBHOFS NMKA Ha
XPOMATOrPAMME MCTLITYEMOrO PacTBOPa AOMKHO
COOTBRTCTRONATE BROMEHK VAR DKHBAHWUA
OCHOBROID NWKA Ha XPOMaTorpamme pacTeopa
CO gurnadenara narpun (pazaen
"Konuqecrsednoe onpeaencHne, Merog BIXX")
CRSKTR MOrAGLIEHMA KCNBITYEMOrD PacTsopa B
obnactv ot 320 go 540 HMm JOMKEH UMeTe
MAKCUMYM NOTIOUEHIA NPH AAWHE BONHLE (385
% 3) HM MW COOTBETCTHOBATE CRERTRY
nornowends 0,001 % pacreopa TponeonvHa 0 B
0,1 M pacTpope xAOpPHCTOBOAOROAHOR KHCNOTEI
97.0 - 113,0 rar
He Bonee 1,0 %

He Gonee 10,0 % uepes 120 Mun
He menee 75,0 % (Q) yepes 45 muH
He Gonee 0,2 %

He Bonee 0,5 %

He Gonee 0,6 %

He Gonee 0,4 % |
He Bonee 10° KOEs1r

He Bosee 10° KOEe 17
OreyteTome sl r
B cooTheTcTive € TReBoBaHUAMK
23,1-289 mr
Mo 10 TabAaToKr B KONTYPHYHD AYSAKOBYI
YAAKOBKY W3 MASHIGA NOANEMHUALIOPUAHROR 1
aART AMOMUHUEBDH NEYMaTHOW AaKWpoBanNo#d,
2, 3,4, 5 vnn 6 KOHTYPHBIE AUEKOBLIE YNAKOBKA
no 10 raGretok BMacTe € MHCTRYKUMER Mo
MEAMUMHCKOMY NPHMEHEHWIO NOMOLLADT B
A3UKy M3 KAPTOHA.

Mo 15 T36naToK B KOHTYPHYI A4elKoBYIO
YHAKOBICY W3 MAZHKW NOAMBMHAAXNGPUAHOR 1
HaALIM AMOMUHKEBDN NEUATHOR NakuposanHal.
2,3 unu 4 KOHTYPHBIE AHCAKOBLIS YNAKOBKW N0
15 rafnertoK BMECTE ¢ MHCTPYKLWERA o
MEQULWHCKOMY NPUMEMEHUID NOMEWAOT &
NauKy U3 KapToHa.

Kpyrasie AsoakoBLinyKAble TabneTky, NOKpLITEIE
nnerouHOR 0Bonoukol DpaHKEBO - MENTOro
ynera, Ha nonepedsom pazpeia sgpo Senoro

uBeTa
YARTPagUOAeTOBEIE ERERTPRI NOFAOULEHWA
MLNBITYSMOTD PACTEORE M paCTHORE
crampapTroro obpaiua (CO) AuknadeHara
HaTpuA B oGaacTy of 220 go 330 nm umeor
MaKCHUMYM W MAHUMYM NPW OAHUK 1 TEX W
Anvnax sond (pasaen "Koaudecrsennoe
onpegensune, Metog Y@-cnaktpogoromerpus’)
Epema YASPWHBAHWA OCHOBHOTD NWKAa Ha
XPOMAaTOTPaMME WENLITYEMOra pactaops
COOTEETCTBYET BpEMEHN YASEKMBaHNRA
CCHOBHOID NWKS HA XpOoMaTorpaMme DacTeopa
CO pyrnodeHaxa HaTPWA (pasgen

"KoauuscTeeHHoe onpegensdue. Metog BI¥X")
CnexTp NoraoweHmnr HCNLITYEeMoro pacToops &
obaactv ot 320 go 540 M umeeT Makcamym
NOTACUEHUA NPY Anvue BonHel (385 = 3) um kv
COOTBETCTBYET CNeKTpy noraowenus 0,001 %

pacteopa tponeonyra 0 s 0,1 M pacrsope
XNOPUCTOBOADPOAHOR KMCNTTEI
106,0 mr
0,52%
1,71 % uepes 120 mun
98,3 % (Q) yepes 45 MuH

nmenze 0,05 %

menee 0,5 %
0,0083 %
0,031 %

Menee 10 KOEB 1T

Menee LOKOEBLr
DreyTerayer s 1 r
Coortsercrayer TpeBonanvam

25,6 mr

Mo 10 TaBAsToK & KOHTYPHOR susixoeol
YNAKODKE M3 NIEHKA NONWTMHAAKIOPRANGA 1
hoALIM BAOMUHUEEON NEMATHOR NaKMPOBAHHOR,
2 KOHTYPHBIE AuelikoBbie ynakoexn no 10
TaBNeToK BMELTE € MHCTRYKUWEd no

MEAULUHCKOMY MPUMEHEHUD B NaLKe Ui

KaRTOH.

Mauky NnoMewanT 8 Fpynnoeyr ynakosry,

Macaapt Ne 726 ot 07.04, 2026

1 uy 2




Maprupoaka Ha ROHTYpHOW AYERKOBORA YNakoBKe yKaiuBamwT He ¥onTypHoR adelkoBod YNAKOBKE yKa3aHo!
TOBAPHLIE 3HBKW NPEANPUATHA-NPOVIROAUTENA, | TOBAPHEIE THAKK NEEANPUATAA-NPONEBOAWTENR,
TOPFOBOE HANMEHOBAHWE AEKADCTEEHHOTD TOPronoes HANMEHOBANAE NEKAPCTREHHOTO
NPenapaTs, MEAAYHEPUAHOE HERATENTOBANHOE | NPeNAPaTs, MEXAYMEPOAHOT HEnaTeRTosANNOe
HEMMEHORAHNE, AEKBPETBEHRYIO hOpMY, HAMMEHOBANWE, NOKAPCTRCHHAR POPMA,
AO3INPOBKY, KONWUBETED TAGNRTOK B YIIAKOBKE, AO3UPOBKA, KONWYECTHD TABASTOK B YNAKOEKE,
HOMED CopWK, CPOK FOAHACTH, HOMER CRPWM, CPOK FAAMOCTH,
Ho nauke yHa3nIBaHOT HAUMEHORAHKS Ha nauke yKazaHo: HaMMeHOBAHUE
npeanpUATHR-NPOMIBOAWTEAR, EF0 TOBBPHELE NpeAnPWATHA-NPONIBOANTE/R, 810 TOBApHbIE
BHAKY, 1opugruecknil agpec, Tengdou, IHIKW, KIPUAWYBCKWE agpec, TenedoH,
TenedoH/dake, TOPronae HAMMEHOBAHWE Tenedon/haKs, TOPronoe HAMMEHORAHWE
ABKAPCTEEHHOIO NPENapara, MexayHipagHos ASHIPCTESHHOID NPpenapara, MexAyHapogHoe
HENATEHTOBAHHOES HAUMEHOBIHKME, HEMATEHTOBAHHOR HAMMEHOBAHWE,
AEKapCTBEHHYD GapmMy, ACIMPOBKY, COCTAB HA NERApCTRSHHAA $OPMa, ACIMPOBKA, COLTAE HA
oany TabaeTiky (HAMMEHOBAHWE W COABPKAHNE oany TaBASTKY (HAMMEHOBAHWE W COASMKaHNE
RERCTRYIIULEFD BELEETEA, NEpEUeHb ARRCTHYIOWETD BOUECTES, NEPpeUcHs
BCMOMOTaTEbHEIX BOWBCTE), KOAWYBCTRD BCNOMOraTenbHbIX BELACTR), KaruuecTRD
tabnerTo 6 yNaKoBKe, YCNDBEMA XPAHEHKUA, rabnetoK B YNBKOBKE, YCAORWA XPAHEHWA,
"YpaHuTh 8 HEAGCTYIHAM ANR geTel mecTe”, "XpaHuTh it HEAOCTYTHOM ANns peTei mecre”,
“MpUMEHRTE COrNacHo MHCTPY KUK, " Aan “MpUMEHATL COLAACHD WHCTRYXWAu", "as
npvema sRYTPL", YCAOBKWA OTOYCKA, HOMER npuema aHyTps”, YEAOBRAN OTNYCKA, HOMED
PEMCTRALMOHHOIS YAOCTOBEPRHKMA, HOMER PErMCTRPAUMONHOID YA0CTOBEREHNA, HOMER
copiny, CROK FOAHOCTH, WTPMXOBOA KOA, CEpUK, CROK FOAHOCTY, WTPMXOROH KOZ,
KOHTROBHO-MASHTNDHKILWOHHEIE SHAKM: KOHTROMLHO-WACHTHMKALMOHHLIE IHAKW!
AnyxmepHEIf wrpuxosnil kog Data Matrix, ABYXMEDHBIA WTPpKMXoBoA Kod Data Matrix,
FNOBaAsHEIA KOBHTHPUKILNOHHBIR HOMED 1 rnoGansHbii MAEHTUHMKILWDHHRIA HOMDP W
WHAMBUAYANEHEI CEDUIHEIA HOMEPR. MHAMBUAYANEHBIR CEPURAHEIR HoMep.
CpoK ropHOCTH 3 ropa Iropa
Apanerne . B 33LMUIEHHOM OT CBETE MSCT2 NpY TEMASPATYRS Ha Baie 25 °C
AHAMNKI BLINONHAN XUMMUK [aaacea P.M.
AHANKS BLINGAHKN MUKpoGHanor MNawranassa O.M.
QPTODEH TABNSTKY KMLEUHOPACTEORMMEIE, NOKPRITHIE MIEHDUHOM OS0N0MKOR, 25 M Ne20
3aknioueHne cepuy 250328

cooteercraver Tpefosanuam N1M-Na(003221)-(PT-RU)-290823,
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