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SUFeMITH Crp. | w33

Jlata BBeacHuUs ¢! BroauTcs BlaMen: Jle#crayer o7 TIPHTHHAT OKTyanmwiauns
05.09 022 CIC-KO-14-0343-06 | Becepouno
ot 20.05.2020
MECAKOJI 400,

TabJAeTKH MOKPBIThIE KHIIEYHOPACTBOPHMOIH 000/10uK0i 400 mr

Kontpoas kauecra no H/L Pb 20565-2020

(nekarouas pazaenbl «Ynakopka», «MapKupoBKa»)

Cocrasun

Coraacosaamu

Yreepana

Jloamnocts: xumuk 11 kareropuu All

Joaxnocts: HavanbHuk OKK

HO®: M. B.babxkanuesa

HO®D: O.B3eweld 5 5 » » //

IIOII)KHOCTI:: JaAMECTUTC)IL I pank, 7
HOT'O IHPEKTOpA no Y /
HO®: T.B.barypo ( / /

Noanuce: HOcHwULf

Momnues: \ 2 WIS

Moanmuck: \ (P

JMara: 34.08.204%2

Jlara: O OQJM@,I/

Nlata: 0. 09_ZQP2A—1—

Joaxuocts: muxkpobuonor Il kare-
ropuM

JIOMKHOCTE: 3aMECTHTE L HAYAIb-

Huka All

HOD: B.O.Pa
Moanues: %/

HOD: HA Manwirusa
[Moanucs: < e

-

Nara: 2~ 3{08 2022

Tata: 04 09 2022 7

Jlonxuocets: Hauansunk MbJ1

HO®D: C.B.I" Ba -
Moanuce: {%
Jlara: 0 ¢ L0

JonkuocTs: HavabHuk OCuP

HO®D: O.A.Bpem
nonnucb%

Jlara: O01.08 2022

JlonkHOCTh: Hayanbuk O3

HO®: B.B.Jlatory

[Moanuce:

Jlata: O 4 09 2022
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- JKeJjie3a OKCH Kpac-
HBIA

1.3 OanoponHocTs
MacChl

1.4 Cpeanss macca

1.5 PacTBopenne
MecanaMHHa;

-8 0,1 M pacrsope
XJIOPHCTOBOAOPOI-
HOH KHCJIOTBI (KHC-
NOTHAA CTajng)

- B tocharnom Oy-
deprom  pactsope
pH 6.8 (Oydepnas
CTaaug)

1.6 Conyrtcrsyioume
MIPHMECH:

- €/IMHHYHAA NPH-
MeCh

HI1

I'®PBIL 295

[To meToauke
[®PBEIL 295

P PBIL 293
e PbIL 2225

o PBII 2.2.29

HOCTbY
HJ1 Pb 2056b5-2020

Pazaen «lloannn-
HOCTEY»
HJ1 PB 20565-2020

Paznen «Onnopos-
HOCTH Macchl»

HJ1 Pb 20565-2020
Painen «Cpennns
Macca»

HJ1 Pb 20565-2020
Pa3nen «Pacrsope-
HHEY

HJ1 Pb 2056B-2020

Paznen «Conyrer-
BYIOLLHE [IPUMECHY
HJ1 Pb 2056b-2020

Ne [TapameTpsi Meronm Meroauku Kputepun npeMieMocTH
1n'n KOHTPOJA HCIIBITAHHH
1 Haumenosanue no-
KaszarencH KauecTsa:
1.1 Onucanne BusyanbHbii COIT-KO-14-102 TabGneTkn NMOKpBITHIE KHIIEHYHOPACTBO-
TOPBILT. 1, puMOii  0BO/IOYKOMN,  KPacHO-KOpHY-
c. 1184 HEBOTO 1IBETd, KPYI/ibie, ¢ JABOAKOBbI-
nyKioi nosepxHocTeO. Ha nonepes-
HOM Pa3pe3e BIJIHO UIpo noutH 6estoro
1BeTA.
1.2 TTojuHHOCTH
- MecanaMuH I'® PB I, 2.2.29 | Pasnen «lloumn- A. Bpems ynepxuBaHus OCHOBHOIO
HOCTbY ITHKA Ha XPOMATOIrPaMMe HCITBITYEMOrO
HJ1 Pb 2056B-2020 | pactsopa, noayHeHHOH MPH onpeese-
HHH  CONYTCTBYIOIUMX  [IPHMECEii,
JIOIDKHO ~ COOTBETCTBOBATH  BPEMEHH
VACPKMBAHHS THKA MecanamHHa Ha
XPOMATOIPaMME PacTBOpa CpaBHEHHS.,
- MecallaMHH I'd PB I, 2.2.25 | Paznen «llouimn- b. Y®-cnextpbl NOromeHHs HCibi-

Tyemoro pactsopa # pactsopa CO me-
CalAMMHA, MPHTOTORICHHBIX U1 KO-

JMMECTBEHHOIO  ONpejierieHus, B 00-
nacti o1 250 uv j0 350 HM A0DKHBI
COOTBETCTBOBATH.
B. Hcnemyembiit pactsop nocne Jio-
GaRNCHUA PACTBOPA AMMONUA MUOYUO-
nama P nipuoGpeTaeT KpoBaBo-KpacHOe
OKpAILIHBaHHE, KOTOPOE [EepPeXOauT B
po3oBoe nocsie nobasnenus spupa P w
KOTOpOE Hcuesaer npH  100aBlieHHH
pactsopa pmymu (11) xiopuoa P
18/20 ne Gonee £ 5 %

/20 ne Gonee = 10 %

Ot 652,1 Mr 10 692.5 Mr

He donee 10 %

Q=80%

He donee 0,2 %
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No
n/n

[MTapameTpsl
KOHTPOJIR

Meroasl

MeTtoaukyu
HCITBITAHKU

Kpurepuu npuemMaemMocty

- cyMMa rnpuMecei
1.7 OnHOpoaHOCTh
JO3HPOBAHHBIX €/IH-
HHIL

1.8 Ocrarounnbie
OpraHu4ecKHe pact-
BOPHTEIH:

- AIeTOH

- 2-nponaxon

1.9 KonuuectTBeHuoe
onpeaesieHue
- MecaJlaMHH

1.10 Mukpotuono-
ruydecKas YucToTa:
- o01Iee KoJIM4eCTBo

['d PE I, 2.9.40,
PacyCTHO-BECO-
BOI METOJ1

I'® PHII 2.4.24,
2.2.28

F®PhII, 2.2.25

[®PBII 2.6.12,
2.6.13

Pasaen «Oanopon-
HOCTb JI03HPOBAH-
HBIX CJIHHHILY

HJ1 Pb 20565-2020
Paznen «Ocrarou-
Hbie OpraHHyecKue
PACTBOPHTEINY

HJ1 Pb 2056b-2020

Pasznen «Konuuect-
BEHHOEC onpejaene-
HHEY

HJ1 Pb 20565-2020
MeToauKa UCIibl-
TaHui
AM-12-0343

He 6onee 2,0 %
AV <150%

He Gonee 8,33 Mr, cunras Ha cpel-
HIOKO Maccy 0HOM TabneTKn
He Gonee 8,33 mr, cuMras Ha cpen-
HIOIO Maccy oaHOH TabnerTxku

Ot 360,0 mr 70 440,0 mr, cunras Ha
CPEIHIOK Maccy 0JIHOM TabneTkH
O PBILS5.1.4

aspobos (OKA) COI-K0-12-197 | 10’ KOE/r
- ofee KOJIHYeCTBo
rpubos (OKI) 10* KOE/r
- Escherichia coli Orcyrersue s | r
2 O16op npob - B coorBeTcTBHH CO -
CTaHJapTHOMH orle-
palHOHHOMH npoue-
JTypoii:
COI1-KO-14-057;
COI1-KO-12-024
3 Ob6Bem KOHTPOIIb- - - JInst IpOBEACHHS HCTIBITAHKA:
HO# npobkl AJl: 21 6ancrep.
MBJI: 3 6aucrepa.
ApxusHble 006pa3ibl: 7 61HCTEPOB.
- Venosus XpaHeHHS - - Ilpu Temneparype se sbie 30 rpa-
JYCOB
5 Cpok roanocTH - - 4 rosa
6 VYnakonka - COTII-KO-14-102 [To 10 tabneTok B KOHTYPHYIO Oe3b-
A4eHKOBYIO VYMakoBKy M3  (oasry
AMIOMHHHEBOH 10 crenHdukannm
Sun Pharma Laboratories Limited,
Muams.
7 Mapxkuposka Buayansubiit COIT-KO-14-102 CornacHO npuaaraeMoMy  Makery
rpaduueckoro 0GopMICHH.
8 H3rotosurens - - Sun Pharma Laboratories Limited,
Uuaus
9 | Kon - - 120266




