JEKJAPALINA O COOTBETCTBUH

AEKJAPAHT, HPHHUMAIOIHH JEKJIAPAIIMIO O COOTRETCTBHU

AC "PAHBAKCH"

Ceedenyn 0 peeucmpaiuin opeanian Mencpationnas wrenectus Deepaivrol Hu3020801 CAyacine N 48 jio
Lo Mockee 01.01.2008, QFPH 1047796333846, oama spuceoenus O PH 20.03. 2004, ||
Aopec: 107023, o Mocrea, ya. Dnexmposaodekaa, 9. 27, cmp. 8, now. 1471, Tereon: 8 (495) 234-31-710),
? - B e ! crepaistmn Quperniop A. Banies
- Hosepennoe anyo: Patosa BIO., dosepenocme 61 on 09.01 2014,

JASIBIBET, HTO

TERAPCIIGEHHOC CPeOCGo: AGarim, kpex O napyvarcnoco npustenenust 0,1% 30 2, myvor (1), neriru
wapmonnore. PY No JIH-001247 om 2111 2011 (oama saxensr 16.02.2017) , cepust G7Y818, napmus 1132
yoarosox. cocen do 01122020, npowzeodcmea Can Qapuaceioniman Fnoaempus o, Hnows, Sun
Pharmaceuntical Industvies Lid., B-2, Madkai Industrial Estate, Madkai, Ponda, Goa 403 404 - India koo
ORITA2 21.20.10.161. koo TH B4 3004900002, koumpaxm No SUN/ZAQ2015 om 05.053.2013, unsoiic No
NOGO24243 om 02.0].2019
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AERJIAPALLMA ITPHHSITA HA OCHOBAHHH

nponioxod ucnsimanuit No 3 p om [4.01. 2019 T QOO0 HIL "OAPMOBOPOMHAY, anunecmam axspedumaiiiu
CPOCC RU.O001.21DJ140, Cepinghuram POCC IN.BGMOS.C31284 om 14.01.2019
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CBEJAEHUSA O PETUCTPALIUU

OPI'AH 1O CEPTHOHUKAIINH, SAPEF'HCTPHPOBABUIMN JEKJIAPALIMIO J
RARU T DMOS QOPIAH 11O CEPTHDHKAHH ITPOIYKUHH OBLIECTBO C OIPAHHYEHHOH
OTBETCTBEHHOCTRIO "OKPYIKHOH HEHTP KOHTPOIA KAYECTBA",
aopec opearizayun: 115280, o Mockea, yau. Macmeproea, 0. 4, sm. 3, nos. L xoy. 1, adpec opearia ng
- cepmupuraunn: 113280, POCCHA, 2opoo Mocrea, yi. Macmeproea, 0. 4, om. 5., mei. :(493)788-02-88, weo-
catim: ourR.pih.
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Can ®@apmacerotikan Hugactpus Jumuten

lpenapar: AnakavH kpem 0,1% (Axanajien kpem)

HOMEp CepHH:
Pasmep naptuu:

Jara B3ATHA 00pasiia:
HOMeEp crennpHKaLHH:

B-2 Maakaii naaacrpuan dereiit Honza FOA 403404 Huans
CEPTU®PHUKAT KAYECTBA

Homep otuera: FVO12/0659

Hara usrorosnenus: 12/2018

G79818
2419.0 1y6
12/11/2018
FS003195/10.0

[ogen no: 12/2020

IMokazaTenn

PesyiabTartel

Hopmei

Benniit 0 THOPO/IHbBI KpeM B alIOMHHHEBOH

beiblii iy nouTH Genblil 0THOPOHBINH KpeM

Onucanne TyOe M ¢ 3aumTHOH MemGpaHoi Ha B allOMHHHEBOH Ty0e M ¢ 3auTHOM
OTBEPCTHH MeMOpaHoi Ha OTBEPCTHH
T T P ST T T O T e

[Mopmuunocte: BIIKX

-JUlA ajanajiena
-theHOKCHITAHOIA,
MeTHIITIAparuapoKcudeH3oara,
MpONM/INaparuIpokcHden3oara

XPOMATOrpaMmMe HCIIBITYEMOI0 PacTBopa
COOTBCTCTBYET BPEMEHH YAEpAKHBaHHA
OCHOBHOT'O TTHKA HAa XPOMaTOIPaMMe
CTaHIapTHOI'O PacTBOpA ajalajieHa.
Bpemsa yaepsxuBanus 0CHOBHOTO NHKa Ha
XPOMAaTorpaMme HCIbITYEMOro pacTBopa
COOTBETCTBYET BPeMeHH Y1ep:KHBaHHS
OCHOBHOIO ITHKa Ha XpOMATOIpamMe
CTAHJAPTHOrO pacTBopa (eHOKCHAITANOIA,
MEeTHINaparuIpokcHoeH30aTa,
HPOIHINAPAar HIPOKCHOEH30aTa

Bpems yiep:kuBaHHA OCHOBHOIO IIMKA Ha
XPOMATOrpaMMe HCIIBITYEeMOIo pacTBopa
JAOKHO COOTBETCTBOBATDL BPeMeHH
yAepKHBaHUS OCHOBHOI'O IHMKA HA
XPOMATOrpamMMe CTaHIapTHOTO pacTBopa
ajanajena. Bpems
YAepAKHBAHHA OCHOBHOIO [THKA Ha
XpOMATOrpaMMe HCIbLITYEMOIo pacTEOpa
JAOJKHO COOTBETCTBOBATL BPEMeHH
yAep:KHBAHWA OCHOBHOIO MMHKA Ha
XPOMATOIPAMME CTaHJAPTHOIO pacTBopa

pH (25°) 6.3 50-7.5

MukpoOHosornueckas IHCTOTA!

Ob11ee 9nCI0 KHU3HECTOCOOHBIX

aspobos KOE/r MeHee 10 He Oostee 1000

OOwee uncio a3podHble GakTepHii menee 10 e osee 100

E.Coli (r) OTCYTCTBYIOT J10JIKHB] OTCYTCTBOBATh
304r He Menee 30

Cpennag Macca CONEPKHMOIO
YIaKOBKH 11 301

(30.2r - 30,6r)

CoorserctByeT TpeGoBanuam USP

Konnuecreennoe ONPEaC/ICHHE!
B2XKX

DIHOKCHAITAHOI

0,467(93,5%)

0,400 - 0,550% (80,0 - 110,0)

MeTHanaparupokcudeH3oaT

0,185(92,3%)

0.160 - 0.220% (80,0 -110,0)

MponuimaparuapokcuGensoar

0,091(91,0%)

0,080 - 0,110% (80,0-110,0)

ConyTeTByromme KOMIIOHEHTHL:
(% 06/06) (BDKX)

npumecb A

He oOHapysKeHa

He Oosee 0.5

npumechk b

He oOHapy&eHa

He Gonee 0.3

Exnunynas nenaeaTuduunpyeyas
npHMeCh

0.02

He Gonee 0,7

Cymma npHMecei

0.02

ne donee 1,3

Pazmep uacTiu

100% menbiie 150 mkm

90% HccneyeMbIX YacTHL HE T0KHEI ObITh
Gonee 150MKM

KoanuectBeHHOE OIIpEaCICHHE!

0,1037 (103,7%)

0.0900-0,1100

BOAKX ajarnasieH (90,0-110.0%)
30 r kpema B aOMHHHEBOIT TyOe 30 r kpema B aTOMHHHEBOI TYOe
€ JIATEKCHOH MOJIOCOH H 3allUTHOH MemOpanoli  |C JaTekcHoii monocoii n 3amwmtHol MeMGpanoii Ha
a Ha OTBEPCTHH / ¢ BUHTOBOII KPBILIKOIA, OTBEPCTHH / ¢ BUHTOBOH KPBILLKOIL, HMeroeii
YIIaKOBK

HMetoIeR WTHGT 118 OTKPBITHS 3aIIHTHOMH
vemOpansl. OIHH THOOHK M HHCTPYKIIHS
YNaKOBaHbl B KAPTOHHYIO KOPOOKY

WITH(T 1715 OTKPBITHA 3ALUHTHON MeMOpaHhl.
O TIOOHK 1 HHCTPYKLHS YIAKOBAHEL B
KapTOHHYH KOpoOKy

[Mpumeuanue: TTPOIYKT COOTBETCTRYET crielM(pHKalkH. J0TKeH COOTBETCTBOBATE
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