JEKJAPALIUSA O COOTBETCTBUHA
JEKJAPAHT, IPMHEMAIOIIHIT AEKJAPALIIIO O COOTBETCTBHH
AQ "PAHBAKCH"

- Caedenns 0 peencmpayn opeanusayu: Mesxcpationnas wseneiyus Dedepaavnoii HGA02060w cayachot Ne 46 no
2 Mocree 01.01.2008, OF'PH 1047796353846, dwing npucevenus OFPH 20, {13.2004.
Adpec: 107023, 2 Mocksa, v, Drexmposacoocxas, 0. 27, ¢mp. 8, nom. 14/1. Texecpon: 8 (495) 234-51-70.

B aune: Deweparenaiit ouperinop A, Bavies

[oeepennoe auyo: Padosa BJO.. dosepennacniv 671 om 09.01.2019¢. '

- JAMBJISIET, UTO

ACRAPCMEEHROE Cpedemeo; Kaadare, madiemky norpsinise nienounoll oboaouron 300 yme 14 wm., ynarosxu
syetoasie konmypisie (1), nauxu capmonnee, PY Ne TENO12083/01 om 28.09. 2011 (dama savens

C12.10.2018), cepus 3990018, napmun 20632 ynarosox, eoden 0o 01.12.2021, npouzeoocmea Can

Dapsacsiomurar Hudacnpus Amo., Huous, Sun Pharmaceutical Indusiries Lid.. Industrial Area No. 3, A.B.
Road, Dewas 453 001, Madhva Pradesh. India koo OKILI2 21.20.10.191, koo TH B3I 3004206002,
goumparm Ne SUN/ZAO/2015 om 05.05.2013, uneotic N 7000024837 om 17.01.2019

COOTBETCTBYET TPEBOBAHUAM

TENOI2083:01-280318 waar. A2 ]

JEKJAPALIUST TTIPHHSATA HA OCHOBAHHH

npomorxox ucimnanuit Ne 708p om 04.03.2019 M OO0 HL "CAPMOEOPOHA", ammecmai axkpedumaiui
POCC RU.0G01.21PJI40, Cepmughuxam POCC IN.DMO8.C33216 om 04.03.2019

- JATA ITPUHATHA JEKJIAPALMH 05.03.2019

JEKTAPALIAS AEMICTBUTEIBHA 0 01.12.2021

o s pE L i T

CrANRRL T -

By anDANY g v PaGoea B.1O.
C oeraapanm O H.O

2 PRPR—

CBEJAEHHSA O PETUCTPALINN

OPTAH MO CEPTUOUKALMHI, 3APEFHCTPHPOBABIINI IEKTAPAITHIO

RA.RU. 1IOMOS OPTAH 110 CEPTHOHKALIHI IPOAYKIMH OFIECTBO C OI PAHHYEHHOH
OTBETCTBEHHOCTHIO "OKPYKHOH HEHTP KOHTPOJ/IA KAYECTBA",

adpec opeantuzayuy; 113280, 2. Moexea, ya. Macmeprosa, 0. 4, st 3, now. I, ke, I, adpec opeana no
cepmugpurayun: 115280, POCCHA, copod Mockea, ya. Macmeproga, 0. 4, sm. 3., mei.:(495)788-02-88, sed-

| | caion: vuxi.ph.

| AEKJAPALMSA O COOTBETCTBHH 3APETHCTPHPOBAHA A2 POCC RU J-IN.OMUB.A17674/19

JATA PECUCTPALIAM 05.03.2019

; -.ﬁ;i 1.

Kavan E.B.

BOATHE 3am. pykesoaurens OC

Capeant 1o

COPRINPIKCUL




Can ®@apMacbOTHKAI Huaacrpus JTH

Industrial Area No 3
Dewas 455001 India

Ceprudukar AHaNIU3a

Mpenapar: K1abare Tadnerku 500 mr (KapHTPOMMIHHA TA01eTKH)

Homep naptiun 3990018
JlaTa M3rOTOB/ICHHUA: 12/2018
Tozen ao: 12/2021
Crxundurauns: FS003575/10

Pezyibmantsl anainzos:
Tectwt

Omnucanue

Waentndukanus
-KnapuTpoMuliMHa

Cpenuss Macca (vr)

OHOPOAHOCTE eTHHHLL TO3HPOBAHHIA

[MoTeps B MAcCe MPH BbIcyHBaHH( Yo
aace/mace)( 1-2 r/<Smm Hg/110*C/34)

PacTBopeHHe
(mo BDXKX)
MuHUMalIBHOE
MakcuMallbHOe
Cpeanne

MHKpPOGHOIOT HYeCKas YHCTOTa
Ofmiee UMCII0 KH3HECTIOCOOHBIX
aspodos (KOE/mu)
- AspodHble GakTepuH
- ['pudnt
-E.coli(nalr)
Cesizannbie BetecTra(%ow/w)
Boicuiasi MHIMBH/(yalIbHAA IPAMECH
Beero npumecei
KonuuecTBeHHOE OTIPE/ISIEHHE
(BOKX)
Kaias nokpbitas 0060/104K0i TabreTka
CeaepKHT:
Knapurpomuuus USP
(C38H69NO13)

A.RNe PB1218/04926
PBIHOK :

Pe3ynbTarbl

CBeT/I0-KeITOr0 L{BeTa, 0BaJILHOI GOpMbL,
ABYAKOBBITYK/Ible Ta0JIeTKH, IOKPLIThIE 000104KOH
¢ HAleYaTaHHBIM YePHBIMH YepHHIaMU

«CXT 500» Ha 01HO# cTOpOHE

Bpewms yaepAKUBaHHT OCHOBIOTO KA
K1apuTpoMHIIHIA Ha XPOMATOTpaMMe
MCIIBITYEMOTO PacTBOPA COOTBETCTBYET BPEMCHH
CTAH1apTHOrO PAacTBOPA, MOJIYIEHHOr0, KaKk
TpedyeT KOIHUeCTBeHHOE ONPeeICHHUE.

903

Or -1% no +4%
(RSD=1.0%)

23

101%
106%
104 %

< 100
<20
OTCyTCTBYIOT

0.46
1.5

507.5Mr
(101.5%)

Poccus

[IpuMeuaHue : CCPUA «COOTBETCTBYCT» BhIUICYRAZANILIM cneuuduraHAM

3aka0UYeHne: «YTBepARIEH0»

AHaIUTHK

04/01/2019

[paBHIBHOCTB [IEPEBO/A HA PYCCKHH
A3BIK IOATBEPK A0

Pasnep naprin: 300 000 TabneToK
KouTtpombhas napTua: 30001767872
Tara ot6opa: 27/12/20 18

Hopmbl

TabseTKy CBETI0-KEITOro LBeTa,
0Ba/bHOMN (OPMBL, JIBYAKOBBITYKIILIE,
[OKPBIThIE 0OONOHKOMH, ¢ HAleHaTAHHBIM
wepubivi yepHmiani «CXT 500», Ha
0JIHOH CTOPOHE

Bpes y1epKUBaHHA OCHOBHOTO MHKA
KlapHTpOMMIIHHA Ha XPOMATOTPaMMe
MCIILITYEMOTO PACTBOPA COOTBETCTBYET
BpeMeHH CTaHIapTHOTO PacTBOpa,
Mosy4eHHoro, kak tpedyer
KOJIMYECTBEHHOE OMNpe/IeIeHue.

900 * 36

+ 15% OT yKa3aHHOTO YPOBHA
(RSD e Gonee 6,0%)

He donee 6.0

He menee 80% yKa3aHHOTO Ha THKETKE
xomuuecrea C38H6ONO13 3a 30 mun
He menee 85%

He menee 85%

He menee 85%

ne oonee 1000
ne Gonee 100
J10MKHBL OTCYTCTBOBATD

He Gonee 1.0
He Gonee 5,0

450,0 — 550,0 mr

{(90.0% - 110.0%)

MeHneqKep 110 KOHTPOIIO Ka4eCTBa

KompepueckHil cynepsaiizep




