AEKJIAPAIIMA O COOTBETCTBUH
AERJAPAHT, DPHHUMAIOIINNA TEKJIAPALINIO O COOTBETCTBHH
AQ "PAHBEAKCH"
Ceedenus o peeucmpaiun opearnusaypa: Mesxcpationnas uncnexyus QedepatsHuil HA102060i cayacon Ne 46 no
e Mociee 01.01.2008. OFPH 1047796333846, dama npuceoenus OIPH 20.05.2004.
Aopec: 107023, 2 Mockea. ya. Dnexmpozasoderan, 0. 27, emp. 8, now. 14/1. Teaegpon: § (495) 234-31-70.
- Bauye: Fenepanenotit oupermop A. Banies
Hoeepennoe auyo: Padoea B.JO., doeepeinocmes &u om 09.01.2019,

SAABIHET. UTO

derapemeennoe cpeocmeo: Koaoaxin Do Taoc, kancyian ¢ npoaoxzuposarnsiyv éwiceoboncoenuen 10 wm..

Gaucimepor (1), nawu xapmonnoie, PY No 1T NO13266/°01 om 13.12.2007 (dama savens 14. 02.2018) evtoano
- Can Qapmacsiomurar Hedacmpus JImo., cepus NKWO0O3, napmun 98880 ynarosor. codei do 01.11.2020,
: npowseodcmea Hamio Papma Tuviwmeo, Huous, Naico Pharma Limited, Kothur Mahaboobnagar District,

lelangana, India koo OKIT2 21.20.10.232, oo TH B2J 3004390001, rowmparm Ne SUN/ZAQ/201 5 om

05.03.2013, uneoiic No 7000026033 om 12.02.2019

- COOTBETCTBYET TPEEOBAHUAM

C TINOI3266/01-140218
AEKJIAPALIMS NPUHSATA HA OCCHOBAHHH

- Bpomoron ucneimaritt Ne 320p om 20.02.2019 HT QOQ HI] "PAPMOBOPOHA". ammecman arKpedumayuy

- POCC RU.0001.21DJI40, Cepmugpuram POCC IN. BMOS.C34221 om 20.02.2019

¥ JATA NPHHSTHS AEKJIAPALIUH 20.02.2079

 JEKJAPAIUAS JEFCTBHTEIBLHA 10 01.77.2020
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CBEJEHUSA O PETUCTPALIIU

- OPFAH NO CEPTH®HKALIMH, 3APETMCTPUPOBABLIHIT AEKTAPALIHIO

- RARUNIPMOS OPIAH ITO CEPTH®HKALIMH [TPOT VKIIHH OBIECTBO C OF PAHHYEHHOH

- OTBETCTBEHHOCTBIO "OKPYKHOH LHEHTP KOHTPO/IH KAYECTRA "

aopec opeanusauu: 115280, 2. Mocxsa, ya. Macmeprosa, 0. 4. am. 3, nox. I xom. 1. acpec opeana no
cepmughurayuu: 115280, POCCHA, copod Mocxsa, ya. Macmeprosa, 0. 4, s, 3., men. :(493)788-02-88, ged-
Cann OYRE. P,

AEKJAPALIMA O COOTBETCTBUH 3APEIMICTPHPOBAHA A POCCRU A-IN.®MO8.A.16311/19
JATA PETUCTPALIMH 20.02.2019
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Hatko ®apma Jlumuren
NATCO HOUSE Road No 2 Banjara Hills, Hyderabad — 500 034
CEPTU®UKAT KAYECTBA

Hanmenosanue npenapara:

KOJJAKT ®.JIHO IVIKOC KAICYJIbI (Mapaueramon,®@enundpuna
rHAPOXJA0pHA M X/10p(eHHPAMHHA MAJIeAT KANCYJIbI)

Homep maptun Ne: NKW0005

Pasmep maptun: 10 00 000 kancyn
Kon-so obpasuos: 150 kancyn

Mata otbopa:29/01/2019
Hara ananmuza 29/01/2019

[lata mponzsozacTea 11/2018
Cpox rognoctn :11/2020

Hara otuera 07/02/2019 A.R Ne U4/S/FP/014/19
Pe?}’flbﬂlaﬂlb! AHANU3086.
TECT HABJIMOJAEHUA CIHHELMDOUKALIMA
Onucanne Trepable, KeNaTHHOBBIE KATICYJIbl Trepasle, HKeNaTHHOBbIC KAMCYJIbI

pasmepom "0" ¢

KPBILIEYKOH KpacHOTro

[IBE€Ta W MPO3pavYHBIM KOPITYCOM,
CoACpXKalHe MEIICTLI OT bemoro oo
nouTH Ge1oro, OT OPaHKEBOIO 0

KpacHOT'0 M KCJITOTO LBLCTA.

pasmepom "0" ¢

KPBILIEYKOH KpacHoro

I[BETa M MPO3PAYHBIM KOPITYCOM,
COJIepsKallHe MENIEThl 0T 0es1oro 1o
Mo4TH O€10ro, 0T OPAaHIKEBOTO JI0
KPacHOTr0 M EITOTO IBETa.

[MoamneHOCTE (10 BOXX)

Hnsa xnopdeHHpaMiHa ManeaTta

Bpems ynepKHBaHHA OCHOBHOTO TTHKA
Ha XpOMaTOIpaMMe HCILITYEMOro
pacTBOpa COOTBETCTBYET TOMY Ha
XpoMaTorpamMMe CTaHapTHOTO
pacTBOpa, MOTYUYEHHOTO NPH
KOJIHYECTBEHHOM OTIpeICIeHHH.

Bpems yaep>kHBaHUS OCHOBHOTO TTHKA Ha
XpOMaTOTrpaMMe HCIBITYEMOT0 PacTBOpa
COOTBETCTBYET TOMY Ha XpomaTorpamMme
CTaHIapTHOTO pacTBOpa, MOIYYEHHOT O
TIPH KOJIMYECTBEHHOM OTIpeIeIIeHHH
(MeToanKa A).

1Uls mapaneramMosna 1
¢eHnIIGpUHA rHIPOXIIOpHIA

Bpems yaep:xHBaHHS OCHOBHOTO MTHKA
Ha XpOMaTorpaMMe HCIBITYEMOTO
pacTBOpa COOTBETCTBYET TOMY Ha
XpoMaTorpaMMe CTaHIapTHOTO
pacTBoOpa, MOIYYSHHOTO NIPH
KOJHYECTBEHHOM OIIPEJICIeHHH,

BpCMH VACPKHBAaHHA OCHOBHOTIO ITHKa Ha
XpOMaTorpaMMe HCITBITYEMOTO pacTBopa
COOTBETCTBYET TOMY Ha XpOMaTtorpaMme
CTaHIapTHOTO pacTBOPA, MOJYYEHHOTO
MIPH KOJHYECTBEHHOM OTIpe/ieTICHHH
(MeTtoanka B).

Boaa % 1.24% He 6oee 3.0

CpeaHsas Macca cOIep:KHMOTO 490.0 mr 500 £ 25

(mr)

JlonycTUMBIe OTKJIOHEHHS MacChl CooTtBeTcTBYET 18/20 £ 7.5% oT cpeaHeii macchl

COACPKHUMOTO KalCyIIbl

COZEPKUMOTO KarcyJibl,
2/20 £ 15,0% oT cpexHeii Macchl
COJEPKHMMOTO KarcyJlbl

OaHOPOAHOCTE N03MPOBAHHS 110
COJIEPKAHNIO (TT0 OJHOPOIHOCTH
coJepKHMoro) (no BOXKX)

CooTBeTcTBYET TPEOOBAHHSAM.

Ot 85% 10 115% oT KOoMMYecTBa,
YKa3aHHOTO Ha 3THKETKE

st X7a0p(eHrpaMiuHa ManeaTa 99.6 104.0 85% 115% OoT OTMEUCHHOM CYyMMBI
105.4 96.7
95.2 105.3
109.1 96.8
99.3 95.2
ans pennmddpuaa ruapoxaopuaa | 99.0 104.9 85% 115% oT oTMeYeHHOH CYyMMBI
99.7 95.9
98.2 108.2
96.0 98.3
107.7 110.8
Jns mapaneramorna 103.9 102.9 85% 115% oT OTMEUECHHOI CYMMBI
102.1 103.2
102.8 103.9
100.4 100.5
103.7 102.7
Muxkpobuonoruieckas YucToTa
Obmiee 4nc0 KH3HECHOCOOHBIX
aspobor (KOE/T)
Aspobuble GakTepHH 10 He Gonee 1000
I'puOBI 20 He 6omee 100




EColi (Ralr)

OTCyTCTBYIOT JOIKHEl OTCYTCTBOBATH
BricroboxkaeHne semecTsa ( 1o
B2XX)
1A XnopeHHpaMHHa Maneara % OT YKa3aHHOTO Ha YTHKETKE
KOJIH4EeCTBa BBICBOOOKIACTCS
1-b1ii yac 28.1 28.2 27.7 15-40%
349 314 27.4
3-mii yac 61.2 61.3 60.2 40-70%
68.9 68.5 55.5
6-01i gac 76.6 80.8 76.9 He menee 70%
87.1 914 73.0
It GpeHnaGprHa rHIpoXIopHIa % OT YKa3aHHOI'O Ha ITHKETKE
KOJIHYECTBa BBICBOOOKIACTCH
1-b1ii yac 9.7 10.2 8.8 05-20%
10.6 8.6 10.2
3-uii yac 44.2 443 41.8 15-45%
423 37.9 442
6-0ii yac 66.4 65.9 63.4 40-70%
62.8 56.4 68.2
12-wrif yac 83.6 82.2 80.5 He menee 70%
78.9 72.1 86.4
Jns napaneramorna 102.0 101.2 101.6 He menee 75% ot ykazanHoro Ha
103.3 101.0 1013 3THKETKE KOIHYECTBA PACTBOPSACTCS 3a

60 MHHYT.

KonuuecTBeHHOE onpenenenne
Kasxnas pacTeopuMas Kancyna
COJIEPKHT:

Xnophennpamus mManeat BP

8.49 mr (106.1%)

7.60-8.80 mr (95.00-110.00%)

pernnadpuna rugpoxnopuaa BP

24.84 mr (99.4%)

23,75-27.50 mr (95.00-110.00%)

IMapaneramon BP

203.4 mr (101.7%)

190.00-220.00 mr (95.00-110.00%)

OcTaTouHBIC PaCTBOPHTEIH

-IHXJIOpMETaH (ppm)

He obnapyxeno

He 6onee 600

-M30IIPOIUIIOBEI CITHPT (ppm)

322 ppm

He 6onee 5000

4-amunodenon (%macc/Mace) (o
B2XKX)

Menee 0,1

He 6osnee 0,1 e

[lanuas cepusi COOTBETCTBYET NPeANKCHIBAEMBIM CTAHAAPTAM KA4ecTBA N0 creunuKauuu
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