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HCTILITAHH

Kpurepuu npHeMIeMocTv

Haumenosanue no-

Ka3zaTeneH Kxayecrsa;

1.1 Onucaune

1.2 TToanHHHOCTE:
- rnubenKnaMmni

- riubeHKIaMH1

- MeThopmMuHa
FHAPOXJIOPHIL

- MeThopMHHa
IHIPOXJIOPHIL

1.3 OanopoanocTs
Macchl

1.4 Cpennss macca

BusyanbHeiii,
[®OPBILT. 1,
c. 1184

o PhIIL 2229

O PBIIL 2.2.29

e PBIL 2.2.29

e PBII, 2.2.25

e PBIL 295

ITo MeTonuke
Fr'eoPBIL 2.9.5

COI1-KO-14-102

Paznesn « ToUTHHHOCTEY
HJ1 PG 20455-2020

Pazzien «l loumuuocTsy
HJ1 Pb 20455-2020

Pazzen «l loumHHoCThY
HJI PB 20455-2020

Paszien «l louHHOCTEY
HJ1 Pb 20455-2020

Pasnen «Oanopon-
HOCTh MacChi»

HJ1 PB 2045b-2020
Paznen «Cpennss
Maccan

HJ1 Pb 20455-2020

Tabnetku osanbHbie, Oenoro usera,
C JIBOAKOBBINYKI0M MNOBEPXHO-
CTHIO, C Pa3aeUTE/IbLHON PHCKOH ¢
OJIHOW CTOPOHBI H C Pa3/ICHTE]Ib-
Hoit puckoit © norotunamu «G» u
«F», HAHECEHHBLIMH 110 pa3HbIe CTO-
POHBI OT PHCKH, C APYTOH CTOPOHBI

A. Bpems yrepKuBaHHA OCHOBHOIO
TMKa HA XPOMAaTorpamme HCnbITye-
MOFO pacTBOpa, MOJYYEHHOH T1pH
KOJIHYECTBEHHOM ONpEIC/ICHHMN,
NOIKHO COOTBETCTBOBATH BPEMEHH
yaepAHBaHHA NUKa raubeHKIaMuia
na xpomarorpamme pactsopa A CO
raubeHKIaMH 14

b. CnexTp OCHOBHOIO ITHKa Ha Xpo-
MATOrpaMMe HCIbITYEMOro pacTpopa
JIOJDKEH COOTBETCTBOBAThL CHEKTPY
ranbeHKIaMHIa Ha XpoMarorpamMme
pacteopa A CO rauGenkiamuaa,
MOJYYEHHOR € TMOMOLBIO JIHOJAHO-
MaTPHYHOTO JIETEKTOpPA TpPH KOJIH-
HECTBEHHOM ornpesieneHnn B obnac-
ot 210 M 10 400 HM,

B. Bpems yaepikHBaHHA OCHOBHOIO
MHKa Ha XpOMaTorpamMMe HCHbITye-
MOr0 pacTBopa, NOJYYEHHOH NpH
KOHHECTBEHHOM ONPEICICHHH MeT-
dopMHHA THAPOXNOPHAA, AO0IKHO
COOTBETCTBOBATH BPEMEHH Y/IEPiKH-
BaHMA NHKa MeThopMHHA IHIPO-
XJ0pHIa HA XpOMaTorpaMMme pact-
sopa A CO merdopMuHA IHAPOXIIO-
puaa.

[". YO-criektpb! MOIJIOWEHHA HCTbI-
Tyemoro pacrsopa u pactsopa CO
meTopMHHA HAPOXIIOPHIA, TPHIO-
TOBJICHHBIX B pazzene «PacTBopenuey,
B obmacty or 210 um g0 300 Hm
JIOJDKHBI COOTBETCTBOBATE.

18/20 ne Gonee =5 %

2/20 ne Honee £ 10 %

Ot1 570 Mr 10 630 Mr
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Ne [Mapamerpni Mertoaw! MeTtoauku KpHTEepHH NTPHEMAEMOCTH
n/n KOHTPO/IA HCTIBITAHHIA

1.5 PactsBopenue:

- ranbenKIaMmua o PhI1, 293 | Paznen «Pacrsope- Q=85%

o PhII,2.2.29 | Hue»
HJ1 PB 2045b-2020
-merdopmuna rua- | F®PBIL 293 | Pasaen «Pactsope- Q=85%

POXIOpHI

1.6 Conyrerytouine
npUMecH
ranbeHKkIamMuaa;

- IpUMech A

- mobas HeHIeHTH-
(huumpoBaHHas
npuUMech

- CyMMa npumecei,
33 HCKAOYEHHEM
npumecH A
MeThHOPMHHA THIPO-
XJ0puaa:

- mobas HEHIICHTH-
huuupopanHas
NpPHMECH

- CyMMa npuMecei
1.7 OaHopoIHOCTH
A03MPOBAHHBIX €/1H-
HHILL

- rimbenknaMul

- MeT(OpMHHA M-
pOXA0pHI

1.8 * N'epmeTnu-
HOCTb KOHTYPHBIX
AYEHKOBBIX YTAKO-
BOK

1.9 KonnuecTeeHHoe
onpejeneHue:

- ranbeHKIaMu

- MeTdhopMHHA THA-
poxzopui

®PBIL 2.2.25

o Pl 2.2.29

FoPhILL22.29

I'®dPBIIL2.2.29
I'd PB 11, 2.9.40,
METOJL MPAMOro
ONpeIe/ICHHs
I'®d PB L 2.9.40,
pacuérHo-
BECOBOH METO

'®PBIL2.2.29

o PhIL 2229

HHEY
HJ1 Pb 20455-2020

Pasaen «Conyrer-
BYIOULHE TTPHMECH»
HJ1 PB 20455-2020

Paznen «Conyrer-
BYIOIIHE NPHMECH)
HJI Pb 2045b-2020

Pa3zzen «Oanopon-

CAMHHILY
HJ1 Pb 20455-2020
Painen «Oanopoa-

CIAHHHUY»

HI1 Pb 2045b-2020
COIT-KO-14-157

Paznen «Konuuect-

HJ1 Pb 20455-2020
Pasnen «Konuvect-

HJ1 Pb 20455-2020

HOCTH J103HPOBAHHBIX

HOCTDL JIOAHPOBAHHLIX

BEHHOC ONPEACIICHHEY

BCHHOC OMpEJIC/ICHHEY

He 6ozsee 1.0 %
He Gonee 0,2 %

He 6onee 0,5 %

He 6onee 0.1 %

He 6onee 0,5 %

AV<150%

AV £15,0%

Jlonmannl ObITH repMETHYHBI

Ot 4,5 Mr no 5,5 mr, cudras Ha
CPEAHIOI Maccy 0O TabieTKH

Ot 450,0 mr g0 550,0 mr, cuuras
Ha CPEIHIOK Maccy 0HoM Tabaer-
KH
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n/n

" ITapameTpsi
KOHTPOAs

MeToab!

MeTonukn
HCIBITAHHI

Kputepuu npueMmIeMocti

1.10 Mukpobuono-
rHYecKas YMcrToTa:

- o01Iee KOJIHHECTBO

F®PBIIL2.6.12,
2.6.13

MeToauka HenbiTa-
HH

AM-12-0341
COI1-KO-12-197

F'ePBILS.14

cTaniapTHoil onepa-
LHMOHHOH NTpoLeay-
poit:
COI1-KO-14-057;
COI1-KO-12-024

aspodon (OKA) 10° KOE/r

- of11ee KOJIHYECTRO

rpuGos (OKT) 10° KOE/r

- Escherichia coli Otcyrcraue s | r
2 Ot6op npob - B cooTBeTCTBHH CO -

12

O6beM KOHTPOIIb-
HOH npoOsbI

Jins npoBeieHns HCITBITAHWH:
AJl: 25 Gamcrepos

MBJI: 4 6amncrepa

ApxuBs: 14 6ancrepos.

YcnoBus XxpaHeHus

B 3ammiieHHOM OT CBETa W BJIary
MecTe, ITPH TEMMepaType He Bhillie

25 rpanycos

i

CpoK roHocTH

3 rona

Vnakoeka

COI1-KO-14-102

[To 10 Ttabnetok B KOHTYPHOH
sueiikosoii ynakoske. [To 100 xon-
TYPHBIX AYCHKOBBIX YMAKOBOK 110-
MEIIAIOT B TPexcIOoNHbIH KoHTeH-
HEp B 2 pAla ¢ TPeXcioitHoA npo-
knaakoit. JlesaTh  TpeXclORHBIX
KOHTEHHEPOB YNAKOBLIBAKOT B NS~
THCIOMHBIH HAPYAKHBIH KOHTEHHED.

Mapkuposka

Buayvansubiit

COI1-KO-14-102

CornacHO npHIAraeMoMy Makery
rpaduyeckoro oopmieHus

NiroToruTeb

Sun Pharma Laboratories Limited,
Wuaus

Koxn

120271

* Jlonosuutensuoe tpebosanne OAQ «b3MIy.




