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TEKJAPALIAA O C OOTBETCTBHH

JEKJIAPAHT, OPUHUMAIOILHIA JEKJIAPALIHIO O COOTBETCTBHH

AQ "PAHBAKCH"

Ceedeniis o peucnpaifiit Opeanizanull. Mesepationnasn uHCHERYUA (Dedepaivnol napioeosoll cayoictior Ne 46 no |
5 Mockee 01.01.2008, OFPH 104 ~=06353846, oama npuceoenus OI'PH 20.05.2004. '
Aopec: 107023, 2 Mockea, vi. D1ermpo3as00CKkus, d. 27, cmp. & nom. 1471 Teneon: 8 (493 234:31-70.

B quye: Denepaisinoiii Quperniop A. Banueé

JASBASET, HTO

ACKGPCHIGEHHOE CPEOCTIE0. Kaabare O, mubaenixu nporoneuposantoso deilcmes, NOKPLIMbIE RACHOYHOU
ofoa0uKoi 300 a2 7 wom., YRAROEKI AULTIKOEbIE ROUPIVPHbIE 12), nauxn xapmonnsie, PY No JCP-000837/08 o
18.02.2008 (dama zavenst 04.04.2017), cepun 3989711, napmus 4800 ynaxogor, 200€H g0 01.12.2020, L

' ~ AreaNo. 3, 4.B. Road Dewas 433 001, Madhya Pradesh. India xod OKITI2 21.20.10.191, koo TH B2/ | |
3004200002, konmpaxm Ne S UN/ZAQ/2015 om 03.05.2013, ungoiic Ao 7000024704 om 14.01.2019 ‘
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. COOTBETCTBYET TPEGOBAHUSIM 1 ‘
L CP-000837/08-180208 (H 42-14641-07 uzn. Ne 1-9) l ‘
 AEKJIAPAILUS IPHHSATA HA OCHOBAHNH |
| npomoro: wensimanuii Ne 701p om 04.03.2019 W 000 HI "®APMOBOPOHA", ammecman axkpeoumaiuit 1 ‘.
| | POCC RU.0001.21DJI40, Cepmugpuiam POCC IN.@M08.C35191 am 04. 03.2019 ; l‘
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| IATA NPUHSATHA IEKJIAPALIAN 04.03.2019 | \
| AEKJAPALUSE AEACTBUTEIBHA 10 01.12.2020 |
M ,,\ P4 22
oerapan. NOAMMCH O U0 H

CBEJIEHUS O PETUCTPALIN

OPTAH 110 CEPTHOHKAUMH, 3APEF¥ICTPI-‘IPOBAB§JH§7! AEKJAPALIMIO 1
RA.RU.1IOMOS OPTAH IO CEPT. WD HKALIAH [TPOIYKLIH OBL{ECTBO C OrPAHUYEHHOH §
OTBETCTBEHHOCTbIO "OKPYAKHOH HHEHTP KOHTPOTA KAYECTBA",

B acpec opeanu3ayun; 115280, 2. Mocrea, yi. Macmeprosa. o. 4. am. 3. now. I, ko, I, aopec opeana no

- cepmucpurayuu: 115280. POCCHS, zopod Mocksa, yr. Macmepro6ad, 0. 4. am. 5., mer.:(493)788-02-88, eco-

Lo calm: oyrr.pgh.
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Can ®apmacsroTuKal AnaacTpus Jitn
Pharma Manufacturing. Industrial Area Ne3, Dewas-455001, India.

CEPTUOWUKAT KAYECTBA

Mpenapat: Knabakc o[ ra6neTkn 500mr
(KnapuTpomMuUmnH NPONOHIUpPOBaHHOIo pevcTeuA TabneTku)

Homep cepuu: 3989711 Pasmep napTuu: 125000 Tab
[laTa ¥3roTOBNEHNA 12/2018 KoHTpOnbHas napTus: 30001768393
Cpok rogHoCcTH 12/2020
Homep cneundukalm FS005328/10 [ara oTbopa: 29/12/2018
MokasaTenu Pe3ynbTaThbl Hopwmbl

TabneTku CBETNO-XKEeNToro UBeTa, TabneTkn CBETNO-XENToro LUBeTa,

oBanbHOW OPMbI, ABOAKOBbIMYKILIE, oBanbHOW POpMbl, ABOSAKOBLINYKILIES,
MOKPBITbIE NNEHOUHOM 0BONOYKOW, ¢ MOKPBITBIE nneHouHoit oBonoqkon, ¢

ORuEaHue LaneuaTaHHbIM YEpHBIMIA YepHINamy  HanedaraxHbIM YepHbIMM YEpPHUNaMM
«CLNXL», Ha oOHOW CTOPOHE 1 «CLNXL», Ha ogHON CTOPOHE U
oBbluHbIe C ApYro# o6bI4Hble C APYrOn
Bpewms yaepxusaHus OCHOBHOrO NUKa Bpems yaepxusaHna OCHOBHOrO NKKa
Ha xpoMmaTorpaMmme WCMbITyeMOoro Ha XxpomaTtorpamme UCnbITyemoro

MoAnMHHOCTL pacTBopa COOTBETCTBYET BpPEMEHM pacTBOpa AOSMKHO CoOTBETCTBOBATL

ans KnapuTpoMiLuHa yaepxusaHus nuka CT?H,D,apTHOTO BPEMEHWN YAEPKUBAHUA MUK Ha

(BIKX) pacTsopa, Nosy4eHHON Npw xpomaTtorpamMme CTaHAapTHOTO
npoBeAeHNI KONUYECTBEHHOTO pacTBopa, Nomny4eHHon npu
onpeaeneHus. npoBeAeHUM KONNYeCTBEHHOrO

onpegenexHus.

CpepHsas macca (mr) 821 816132

OpgHOpOAHOCTbL NO Macce oT — 1% ao +2% +5% OT cpeaHei Macchl

Boaa (% macca/macca) 1.8

(MeToa I) (ucronb3ys MpuavH He Gonee 5,0

KaKk pacTBOpUTEND)

PacteopeHme (BOXKX) % OT yKa3aHHOro Konu4ecrea

Bpewms KNapUTPOMMULIMHA NEPEXOANT B
pacTeop:

14 (Min=16%,Max= 26%) 19% 5-30

44 (Min=50%,Max= 63%) 56% 40-70

124 (Min=97%,Max= 104%) 99% He meree 80

PopacTBeHHble COeAUHEHUA (%
macc/macc) (BOXX) Miobbie 4

npuMecu He Gonee 1,0 (kaxaon)
Mpumecs F 0.43 He 6onee 1,0
Mpumeck D 0.20 He 6onee 1,0
Mpwmecs E 0.52 He 6onee 1,0
Mpumecs G 0.07 He 6onee 1,0
Mpumech ykasaHa IMP MW762

NMioBasa Apyras u3sectHas 0.0442 He bonee 0,4

npumechb

NioBas HenapecTHas NpUMech He oBHapyxeHa He 6onee 0,2

Bcero npumecew 1.2 He Gonee 3,5

Mukpo6uonoruyeckas YucToTa:
Obuee 4mcno WM3HECTIOCODHbIX

aspoboe (KOE/T)

AspobHble BakTepuu <100 He Bonee 1000

pubbl <10 He 6onee 100

E.coli (Ha 1,02) OTCYTCTBYIOT [OSMKHBbI OTCYTCTBOBaTH
Konu4yecTBeHHOE ‘

onpegenenue (B3XX)
Kaaas Tabnetka COOepHKAT: /
KnaputpomuuuH Ph.Eur. 489.6Mmr 450,0-550,0 mr ¢

(97.9%) (90,0%-11 0,0%)\
A.R. Ne: PB1218/04956
PbIHOK: Poccusa

MpvmedaHue: cepua «COOTBETCTBYET» BbllieyKasaHHbIM cneundurkaumuam

FaknyeHne: KyTBEpPKAEHO»

MoproToBNEHO MpoBepeHO OpobpeHo
04/01/2019 04/01/2019 04/01/2019




