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"KOHTPOIGHEINA

CrneundHKaums Ha HCXOAHBIE MATCPHAIIBI

X3RN ASHIC-HO-14-0175/2-03

L Lp.lmnd

JlaTa BBCACHUA C: Beojaurcs B3aMeH: Jekcrayer no: Tpuyuna: akTyanu3aums
09 03 2023 CIIC-KO-14-0175/2-02 | Gecepousio
or 01.01,2017
HUCTATHH
Nystatinum
NYSTATIN
Kountpous kauectsa no H/L Pb 0821C-2016
(peaaxkums 2023 r)

Cocrasni Coraacosaan Yreepani
JlosknocTs: xuMmuk 1l kareropun | JIo/BKHOCTS: HAHANBHUK OKK JIO/KHOCTD! 3aMECTHTE/Ib MEHEPAIBHOIO
All /| aupextopa no kayeery ) /
HO®: M.B.babanticss HO: o.B.JW_ HOD: T.B, 7
Moammes: pOSyet TMoanucs: [oanucs: g7/
Jlara: 03 03 2823 Jlara: 0¥, 03 2094 Jlara: ©Y. 03 2623
Jlonxuocts: mukpobuonor Il ka- | JI04KHOCTE! 3aMECTHTEIb HAYAIL-
TEropHH Hiuka AJl
HO®: B.O.Patsnkosd HO®: HA Mansiruna s,
Moanueys: Z7—" [Toanues: ﬂ//
Tata: ~ 703 2023 |Jaa:  OF 03 2023
Jloaxuocts: mukpobuonor Il ka- | JIOMKHOCTL: HAUAILHHK MBJI
TEropHu >

HO®D: T.A. Mac%é
Moanuce: A4

Jlava: 03 03/ 2023

HO®: C.B.I'o a
ﬂommcs:%
Jlata: O8. 03 3023

JlonaHocTs: Hayaibiuk OCuP

HOD: O.A. BpeM

[Toanuen:™

Jlara: 6.03 .;u)l}

HOHKIIOCTI-Z JAMECTHTENbL HAYATb-

Huk 03
ﬁ /

[Moanuce:

MO®: H.A Hosax
Jdata: O . 0%_2
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CrneundHKalMs Ha HCXOJIHBIC MATEPHAITBI

JK3EMIJIA ?.Zm«a

TOMCTPHA

B. UK-cniexrp

C, Kauyecrsennas
peaxkuns

D. Kauecrsennas
peaxkims

E. BOXKX

[®PBII 2.2.24

B cooTBeTCTBHH

¢ HA

B cootsercTBHI
¢ HJ

re P11, 2.2.29

(naenTHdurauus) A»
HJ1 PB 0821C-2016
(penaxuus 2023 r)

Paznen «llommHHHOCTD
(naentuduxauus) By»
HJ1 Pb 0821C-2016
(pesaxumns 2023 r)

Paznen «llopnunuocTs
(uaenruduxanns) C»
HJ1 PB 0821C-2016
(penakuna 2023 1)
Passien «llotHHHOCTE
(uaenTHduxanms) Dy
HJ1 PE 0821C-2016
(penakuus 2023 r)
Pasnen «llojutHHHOCTE
(naenrudukauna) E»
HJ1 P 0821C-2016
(penakuns 2023 r)

Ne [apamerpsi MeTtosnl Meroamkn Kpurepun
n/n KOHTPOJIA MCTIBITAH K MPHEMIIEMOCTH
1 | lIpumenenne - - Hucrarus, TabeTin, NoKpbIThie
rwienounHoit obonouxkoit S00 000 EJ1
2 | Haumenosanue no-
Kasareiei xauecTsa:
2.1 Omucanune BusyanbHbii COI1-KO-14-102 [Topowok 0T Kearoro Jio cBer-
(cBoiicTBa) e PBIL 5.1 NO-KOPHYHEBOI'0 1IBETA, IHIPo-
CKOMHYHBIH.
[lpakTHyecks HEpacTBOPHUM B
BOJIE, JIEFKO PacTBOPHUM B JIHMeE-
THadopMamMHIe M JIMMCTHII-
cynb(poKeHie, Mano pacTBOPHM
B METAHOME, MPAKTHYCCKH He-
PacTBOPHM B CITHPTE.
2.2 [lojutHHHOCTE
(waenTuduranus):
A. YO-cnekrpodo- | I'® PB 11, 2.2.25 | Pasnen «Iloanmnnocts | A. PacTBOp MMeET MaKCHMyMBI

norsomenns npu 230 1w,

291 um, 305 uMm u 319 oM, ©
miedo np 280 am. OTHomenue
ONTHYECKHX ILIOTHOCTEH:
Aq91/Ajps — OT 0.6110 0,73;
As19/Azs— ot 0,83 10 0,96;
Az3o/Azzo — 01 0,83 110 1,25.

B. Mudpakpacusiit cniektp npo-
NycKaHus HcnpiTyemoro obpas-
ld JIOJDKEH COOTBETCTBOBATH
uH(ppaKpacHOMY CHEKTPY Mpo-
nyckauus CO wnmcraruna (EP
CRS) unu cnexrpy, npeacras-
NICHHOMY Ha pHCYHKe 1,

C. lNlossasercs KOpHIHEBOE
OKpalHpaHue

D. lNossusiieecs KOpHIHEBOE
OKpalIMBaHHE AOIKHO NepeiTH
B puonerosoe

E. Bpems yiepaxHBaHHs OCHOB-
HOIO MMHKA HA XPOMATOrpamme,
MNOJIYYCHHOH € HCHBITYEMbIM
pPacTBOpPOM, JIOJDKHO COOTBET-
CTBOBATL BPEMCHH YICPKHBaA-
HHA OCHOBHOIO IMK4 Ha Xpoma-
TorpaMMme, NoJy4eHHoit ¢ pac-
TBOPOM CpaBHeHHH (a)
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MMPH BRICYUTHBAHHH

2.6 Cynsarnas z0- | O PBII, 2.4.14

Jla

2.7 OcrarouHble Ko-

JIMYECTBA OpraHuye-

CKHX PAaCTBOPHTEJICH!

- aueToHa ' PEII, 2.4.24
- METAHOJIA I'd PEII, 2.4.24
- H-OyTanona I'®PHIL 2424
- ME3NTHIIOKCHA o PHIL2.2.28
- 2-MCTHJI-2- ' PBILL 2.2.28
GyTenans

2.8 Konnuectsennoe | '@ PB I, 2.7.2
onpeaesieHHe

2.9 Mukpobuosiorn- | '@ PB I,
qecKas YHCcToTa! 2.6.12,2.6.13

- oD11Iee KOTHYECTBO
aspobos (OKA)

- ob1ee KoAH4YeCcTBo
rpubos (OKI')

- Escherichia coli

Ce PH BBICYITHBAHHHIY
HJ1 Pb 0821C-2016
(penakuns 2023 r)
Paznen «Cynsarnas
3071a»

HJ1 Pb 0821C-2016
(pesakuus 2023 r)
Paznen «OcraTtounbie
KOJIMYECTBA OpraHuye-
CKHX pacTBOpHTEICHY
HJ1 PE 0821C-2016

(penakumns 2023 r)

Pasnen «Konnuecrsen-
HOE OIPEJICJICHHE)

HJ1 Pb 0821C-2016
(penakuns 2023 r),
COIT-KO-12-052
MeToanka nensiranui
AM-12-0175/2
COI1-KO-12-197

—
CreundKaums Ha HCXOAHBLIE MATCPHAIIbI I | -O-14-0175/2-03
SK3eMnaan C1p.3 u3 4
No [MTapamerpn Metousl MeTtoankn Kpurepuu
n/n KOHTPOA MCHbITaHn i MPHEMIIEMOCTH
2.3 OnrTiyeckas I'd PB I, 2.2.25 | Pazaen «OnTuyeckas He menee 0,60
IIOTHOCTH IUIOTHOCTBY
HJ1 PB 0821C-2016
(penaxumns 2023 r)
2.4 Cocras: I'® PB 1L, 2.2.29 | Pasnen «Cocrasy»
- HUCTATHHA A, HJ1 PB 0821C-2016 He menee 85,0 %
- moforo JIpyroro (penaxuus 2023 r) He 6onee 4,0 %
COCAMHEHHA
2.5 lMotepa B macce | '@ PB 11, 2.2.32 | Paszzen «Iloreps B mac- | He Gonee 5,0 %

He 6onee 3.5 %

He Gonee 5000 ppm
He Gosiee 3000 ppm
He 6onee 1000 ppm
He 6onee 200 ppm
He 6onee 200 ppm

AxtusHOCTh He Menee S000 E[I/mr
B NepecHeTe Ha CyXO0e BEIeCTBO

'O PBILS5.1.4

10’ KOE/r

10* KOE/r
Orcyrcreue 8 1 r

3 | Or6op npobd - B cooTBeTcTBHH CO -
CTaHAApPTHON onepauu-
OHHO# npoueaypoi:
COIT-KO-14-057,
COI1-KO-12-024

4 | O6nem KOHTPOIb- - - AJl: 250r

HO# 11poObI MBJL: 21,0 r
5 | Yeaosus XpaHeHHs - - B BO31lyXOHENPOHHLIACMOM KOH-

TeiiHepe, B 3allHILCHHOM OT CBE-
Ta MecTe
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CrneunpUKaLMHa HA UCXOIHbIE MATEPHAIILI " CIGFKO-14-0175/2-03
mﬁmuﬁp Crp.4 n3 4

Ne [Mapamerpsnt MeTto/si Metomku Kpurepun

n/n KOHTPOJIS HCIILITAHKA [PHEMIIEMOCTH

6 | Cpok roaHocTu - - 3 roaa

7 | Vnakoska - - B NosHITHICHOBLIC MELIKK — 110
50 mapa EJl aktusHOro Bseie-
CTBA.
[To 2 Memka noMemaloT 8 apy-
roil MOAMITHIICHOBBIN MELIOK,
KapToHHYI0 KopoOKy (100 mupa
EJl akTuBHOIO BeulecTsa )

8 | Uarorosurenn - - VUAB Pharma a. s., Yewmckas
Pecnybauka

9 | Kon - - 120044




