AEKJIAPALTMS O COOTBETCTBUHA

JEKJAPAHT, MPHHHMAIOW WA AEKJIAPALIAEO O COOTBETCTBHUH
AQ "PAHEAKCH” -

Ceedenun ¢ pecuempanui opeanuzayi: Medcpaiwonnas uncneritust Dedepaibiol Hare2080w cavicov Ne 46 no &

& Moewee 01012008, OFPH 1047796353846, oama npuceoenis OFPH 20.03.2004.

Adpec: 107023, e Mockea. ya. Daekmpesasoockan, 0. 27, emp. 8, nos. 1471, Tenedhon: 8 (495) 234-51-70,
B nuye: eneparsnsiit oupexmop A. Bawues

Hosepennoe nngo. Padosa B.1O.. oosepennocme 6'n om 09.01.20192.

3ASBJISIET, HTO

aexapemeennoe cpeademen: Koaoaem Puo [lnee, wancyviasr ¢ npozoneuposaisia geiceoboncoeiien 10 win.,
duuemepst 1), navky kapmonsnee, PV Ne IT NGI3266°07 om 13.12.2007 (dama savens 14.02.2018) ss1dano
Can Dapyacsiomurar Hioaempus JImo.. cepus NKWO006, napmusn 98880 vnarosox, zooeu 0o 01.11.2020,
npoussodcmsa Hamio Qapua JTuvnmeo, Huous, Natco Pharma Limited, Kothur, Mahaboobnagar District,
Telangana, India woo OKITA2 21.20.10.232, koo TH B34 3004390001, xeumparm Ne SUN/ZAQ/2013 om
03.05.2013, uneoiic Ne 7000026097 om 13.02.2019

- COOTBETCTBVET TPEBOBAHISIM

- IIN0I3266701-140218

| JEKJAPALIMS IPHHSITA HA OCHOBAHIH

| npomoxon ucnsmanuii Ne 370p om 26.02.2019 11 OO0 UL "GAPMOBOPOHA", ammecmanm arrpedumaiii
- POCC RU.0001.21D7140, Cepmughuicam POCC IN. @MO8.C34595 om 26.02.2019

 JATA IPHHSITHSI JEKJIAPALUAN 26.02.2019
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CBEJEHHSA O PETUCTPALIUHA

OPTAH IO CEPTH®HKALMH, 3APEIHCTPUPOBABIU NI JEKTAPALIMIO

RA.RU.IIQMOS OPTAH ITO CEPTHOHKALIIN ITPOAYKIHH OBUIECTBO C O PAHHYEHHOH
OTBETCTBEHHOCTEIO "OKPYKHOH HEHTP KOHTPOJIA KAYECTBA",

aopec opeanusayuu: 115280, o Mocksa, ya. Macmeprosa, 0. 4. sm. 3, now. I xom. I, aopec opeana no
cepnuhurayuu.; 113280, POC. C HA, copod Mockea, vi. Macmeproea, 0. 4, sm. 3., mea.:(495)788-02-88, eeo-
CUtim: OURK. PG,

AERKJIAPALIMSA O COOTBETCTBHH 3APETHCTPHPOBAHA M POCC RU J-IN.®@M08.A4.16821/19
,J%TA PET I“LCT szmm 26.02.2019
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Hartko ®apma Jlumuren
NATCO HOUSE Road No 2 Banjara Hills, Hyderabad — 500 034
CEPTH®UKAT KAYECTBA

HaumenosaHue npenapara:

KOJIJAKT @JIHO IJIKOC KATICYJIbI (ITapaueramon,@ennmashppuna
ruapoxaopua H XoiopgeHHpaMHHA MaJleaT KancyJlbl)

Howmep naptun Ne: NKW0006

Pasmep maptum: 10 00 000 kamcyn
Kon-so obpasuor: 150 kancyn

Hara orbopa:30/01/2019
Hata anamusza 31/01/2019

[/laTa npoussoacTea 11/2018
Cpok roanocts :11/2020

ata otuera 12/02/2019 A.R Ne U4/S/FP/015/19
Pesvibmamel anaiuzos:
TECT HABJIKOJJEHW A CIHEIITMOHUKALM A
Onucanne Teepable, xenaTHHOBLIE KATICYJIEI Trep/ble, KeNaTHHOBEIC KATICYIIEI

pasmepom "0" ¢

KpBIIIEYKOH KpacHOro

LBCTA H MPO3pavyHbIM KOPITYCOM,
cojepiKallie MeaIeTsl 0T Oemoro ao
noyTH 6E10ro, OT OPAH;KEBOTO A0
KPacHOTO H JKeNTOTO LBETA.

pasmepoM "0" ¢

KpBIIECHKOH KPacHOTO

OBETA H IIPO3PAYHBIM KOPITYCOM,
COICpyKallHe IIEJIJIEThI OT Oemoro o
MMOYTH 66J'IOT0, OT OPaHKCBOTO 10
KPacHOTO W ¥eJITOTO IBETA.

ITogmuHHOCTE (M0 BDX)

Hns xnopdenupaMuHa Manearta

BpeMs yaep;KHBaHHA OCHOBHOTO IHKa
Ha XpOMAaTOIpaMMe HCIBITYEMOro
pacTBopa COOTBETCTBYET TOMY Ha
XPOMAaTOTpaMMe CTAHJaPTHOTO
pacTBopa, NOJTYYECHHOTO MIPH
KOJIMYECTBEHHOM OIIpeJIelIieHHH.

BPEMH YACPKHBaAHHA OCHOBHOTO IMHKA Ha
XpoMaTorpaMMe HCIIbITYEMOIO pacTBopa
COOTBETCTBYET TOMY Ha XpoMmaTorpamme
CTaHIapTHOIO pacTBOpa, MOJYYEHHOT O
TIPH KOJIHYECTBEHHOM OTIpe/IeIeHHH
(MeToIHKa A).

IUIs TapareraMosnia u
thennmrGprHA rUIPOXTIOPHIA

BpeMs ynepaHBaHHA OCHOBHOIO IHKA
Ha XpOMAaTOrpaMMe HCITBITYEMOTO
pacTBOpa COOTBETCTBYET TOMY Ha
XpoMaTtorpaMme CTaHIapTHOTO
pacTeopa, NOJIYYEHHOr o IpH
KOJTHYECTBCHHOM OMNPECACICHHH.

Bpems yaepsKuBaHHA OCHOBHOIO IHKa Ha
XpoMaTorpaMMe HCIIBITYEMOTO pacTBopa
COOTBETCTBYET TOMY Ha XpoMaTorpamMme
CTaHAdPTHOTO pacTBOpa, MOJIY4YEHHOTO
IIPH KOJIHYECTBEHHOM ONPEIeIeHHH
(mMeToauka B).

Boxaa % 0.99% He 6onee 3,0

Cpennss Macca COIEpKHMOT0 490.6Mr 500 + 25

(Mr)

JonycTHMBIE OTKJIOHEHHS MacChl CooTBeTcTBYCT 18/20 = 7,5% oT cpeaHei Macchl

COJICPKUMOTO KarcyIisl

COEPKMMOTO KarlCyJIbl,
2/20 = 15,0% ot cpenneii Maccel
COJIEPKHMOTO KarCyJIbl

OIHOPOIHOCTE AO3HPOBAHHSA 110
COJICPAKaHHIO (IT0 OJHOPOJIHOCTH
conepxumoro) (no BRXX)

CooTBetcTRYET TpebOBaHHAM.

Ot 85% 1o 115% oT KonmdecTRa,
YKa3aHHOTO Ha 3THKETKE

ans xnopdeHupaMHHa Maneara 104.6 97.5 85% 115% oT OTMEUYCHHOH CYMMBI
100.0 107.3
109.0 107.8
102.8 102.3
103.7 100.3
s heHnmGpHHA THIPOXIIOPHIA 103.2 109.5 85% 115% OT OTMEUeHHOH CyMMBI
96.9 104.4
104.7 101.5
109.7 105.2
103.4 100.2
Jns nmapaueramona 104.4 102.9 85% 115% OT OTMEUEeHHOH CYMMBI
103.3 100.8
104.4 104.4
102.6 101.9
102.4 103.7
MuxkpoGHonornueckas 4uncToTa
Oo0mee 4HCI0 KHIHECTIOCOOHEIX
aspoboB (KOE/T)
AapobHbic dakTEpHH <10 He Gonee 1000
['pudn1 <10 He Gonee 100




E.Coli(nalr) OTCYTCTBYIOT JOJI7KHBI OTCYTCTBOBATE
BricroOokIeHHE BeLIeCTBa ( 110
B3XX)
s XJI0pgeHupaMiHa MajeaTa % OT YKa3aHHOTO Ha STHKETKE
KOJIMYECTBa BhICBOOOAKIaETCA
1-b1ii vac 29.3 27.7 33.6 15-40%
29.1 311 36.8
3-mii yac 59.6 57.8 67.1 40-70%
56.7 67.2 68.1
6-0it uac 74.0 72.4 79.0 He menee 70%
71.0 84.1 83.6
s (peHHI3QpHHA THIPOXI0pHIA % OT yKa3aHHOTO Ha 3THKETKE
KOJIMYECTBA BLICBOOOKIACTCA
1-B1ii 9ac 7.5 8.6 8.0 05-20%
93 6.9 8.1
3-mii "ac 41.7 42.6 41.7 15-45%
44.2 38.8 39.9
6-0if wac 63.1 64.8 63.0 40-70%
67.1 58.8 60.2
12-p1it yac 79.0 80.6 78.8 He menee 70%
83.9 71.7 74.8
Jns napaueramosia 102.4 102.6 103.3 He menee 75% oT ykazaHHOTO Ha
1013 101.6 103.4 ITHKETKE KOJIMYECTBA PacTBOpAETCA 32
60 MHHYT.
KonmnyecTBeHHOE onpesieeHne
Kaxnas pacTropuMas kamncyna
COJICPHKHT!
Xnopdenupamus maneat BP 8.12 mr (101.5%) 7.60-8.80 mr (95.00-110.00%)
tdennmyppuna ruapoxaopuia BP 26.10 mr (104.4%) 23,75-27.50 mr (95.00-110.00%)
IMapauetamon BP 206.0 mr (103.0%) 190.00-220.00 mr (95.00-110.00%)
OcTaTouHBIE PACTBOPHUTETH
-IUXJIOpMETaH (ppm) He oOrapyxeHo He Gonee 600
-M30TPONHIIOBLIH CITHPT (ppm) 361 ppm He Gonee 5000 /
4-amunodenon (%mace/mace) (mo | menee 0,1 He Gonee 0.1 .
B3XX)

Ilam:aﬂ Cepusl COOTBETCTBYET NPEANUCHLIBAEMbIM CTAH1APTaM Ka4yeCcTBa 10 cneuuqmlcalm‘u /
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