JNEKJAPALIIAA O COOTBETCTBUH

| AEKJAPAHT, ITPHMHIMA OUW M AEKIAPALMIO O COOTBETCTBHR
AC TPAHEAKCH"
Caedenus 0 pesucmpauy opeanuzayulr. MedCPRUuoHRAL UHCRCRIA dedepunpHOi HATOPOG0T CYHCOR NI 46 ho |
s Mociee 01.01.2008, OFPH 1047796353846, dama npuceoesun OFPH 20,05 2004,
Aopee: 107023, e Mocxea, yu. Juexmposacodexad, 0. 27, cip. 8, noae. 14/]. Tesepon: § (495) 234-51-71,
B e lenepanountit oupermaop A. Baiuea
Hosepennoe atyo: Padosa B.1O.. doseperuocine 6/n om 09.01 20182,

JASBIIET, HTO
ACRAPCHIBEHNOE CPEOCemeo: Asune-jlep, Kpest Oxs napyacnoso Hpusenieius 200 % 30 o, myfer (1), nauru
wapmounsie, PY No JT1-001768 om 02.07.2012 (dama savewue 10.07. 20075 cepus | m“!% neapris 6384
yrakosor, caoei 0o 01.08.2021, npoussoocmea Can Papuacsionian Hroacmpus . Tustumed, Huoua, Sun
L Pharmace wtical Indusivies Limited. B-2. Madkai Indusriad Estate, Madkai, Ponda, Goa 403 404, India. xoo
 OKIVI2 21.20.10.161, koo TH B2 3004900002, vonmparnt Ne SUN/ZAC/2015 om 05.03.2015, unsaiic Ne
TOOOGT9938 om 29.09. 20158

COOTBETCTBYET TPEBOBAHHAM

JHT 001768-020712 uze, No -3

JAERKJAPALLMS NIPHHATA HA OCHOBAHMH

npomoeKkoa wucretmanii Ne 3264p om 26.11. 2018 1 OO0 HIL"PAPMOBEOPOHA", ammecimam
axxpeormayuu POCC RU.0001.21 D140, Cepmudpuian POCC IN.DMOS.C28469 om 27 11.2018

| JIATA IIPUHATHA AEKTAPALIMH 27.11.2018
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" CBEJEHMS O PETUCTPALIUM

OPI'AH 11O CEPTHOUKAIMH, 3APETMCTPHPOBABUINIT JIEKTAPALINIO

RARUDOMOS OPTAH 110 CEPTH@HKALHH TPOIVKLAN OBIIECTBO ¢ OFPAHHYEHHON
 OTBETCTBEHHOCTBIO "OKPYKHOIT HEHTP KOHIPOJIA KAYECTBA,
| aopec opeanzayuu: 113280, o, Mockea, vi. Macmeprosa, 0. 4, am. 3, nos. [ kox. 1, adpec opeana no

C cepmugurayun: 113280, POCCHA. 2opoo Mocksa, yi. Macmeproea, 0. 4, 3m. 3., mea. (493 TRS-02-88, sed-

caiimn: OyRE.po.

 JIEKJAPALIMSI O COOTBETCTBHH 3APEIHCTPHPOBAHA N POCC RU A-IN.®MOS.A. (8388718
- JAATA PEIVICTPALIMM 27.71.2015
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Can ®apmacsioturan Hnacrpus JTumurex
Mankaii, Muaactpuan Jereiit, Monaa T0a-403404, Uuaus

CEPTU®UKAT KAYUECTBA
TMpenapar: A3uKc-/lepMm (AzeJannoBas KHC/10Ta, Kpem)

HOMEp CEPHH:
Pa3smep napTuu:
naTa B3aTHA o0pasua:

HOMED CITELlll(]HlK'dIlHHZ

G53118
6451
8/23/2018
FS003189/10.0

Howmep otuera: FVOO08B/0429
Jata nsrotosnenns: 08/2018
Toaen go0: 08/2021

TMokasarean

PeayabTarhl

Hopmusi

Onucanue

BeJibiil, HEmPO3payHBbIii, OAHOPOIHbIIT KPeM,
pacacosanblii B TyGy 13 a;IlOMHHNCBOH
(hOALIH ¢ NaMHHHPOBAHHBEIM NOKPLITHEM C
3aBHHYHBAIOLIHMCS KOJITTAYKOM .

Belblil, Henpo3pauHbIi, OHOPOIHbIIT KpeM,
pactacopauublii B TyOy 13 TOMHHHEBOH
(OTBIH € JAMHHHPOBAHHBIM HOKPBITHEM ¢
3aBHHYHBAIOLLHMCS KOJIIAYKOM .

[ToA THHHOCTE:
-TKX  AsenavHoBas KHcjaoTa
- B2KX beH3oiiHas KHCI0TA

Bpems yaepiaHBaHHA OCHOBHOTO IIHKa Ha
XPOMATOIPAMME HCILITYEMOr0 pacTeopa
COOTRBETCTBYET BPEMEHH YICPKHBAHUA
OCHOBHOIO [HKa Ha XpOMaTOTrpaMme

CTAHIAPTHOTO PACTBOPA a3€1aHHOBOI KHCIOTHI

Bpewms yJ1epuitBaHis OCHOBHOTO ITHKA Ha
XpoMaTOrpaMMe HCIbITYEMOro pacTEopa
GeH30itHOI KHCIIOTH COOTBETCTBYET BPEMCHH
Vep;KHBaHMsS OCHOBHOTO TIHKA Ha
XPOMATOrpaMMe CTaH1apTHOro PacTBopa, 1o
MeTOy COep/KAHNA KOHCCPBAHTA

Bpems yepianBanus OCHOBHOTO NHKa Ha
XpOMATOrpamMMe HCTBITYEMOro pacTBopa
JI0/IKHO COOTBETCTBOBAThL BpeMeHH
yrepAKHUBAHHA OCHOBHOIO MHKA Ha
XPOMATOrpaMMe CTaH1apTHOro pacTBopa
azelanHOBOIl KHCIIOTHI .

Bpewmsi yaepKHBaHHA OCHOBHOIO ITHKA HA
XpOMaTorpaMMe HCIsITYEMOro pacTEopa
GeH30iHOI KHC/I0Thl 0/KHO COOTBETCTBOBATH
BpeMeHH yJepAKHBaHIA OCHOBHOTO IHKA Ha
XpOMaTOrpaMMe CTaH1apTHOro pacTRoOpa. 1o
METOJLY COJIEpsKaHIA KOHCepBaHTa

pH (25°)

3.2

2,5-4,0

Cpeanss Macca COJIePRNMOro YIaKOBKH:
cpeaHAs. MHH., Makc. (1)

307r
304r-310r

e meHee 30r (TpeGosanue USP)

MukpoGHOIOr HYECKaA YHCTOTa:

O61uee YHCI0 AH3HECTIOCO0HBIX a3podoB
KOE'r. Aspobusie
Gaktepun 1 rpuosl

menee 10

He Goaee 100

E.Colina Ir OTCYTCTBYIOT I0JKHBI OTCYTCTBOBATh
CHHerHoiiHag najouka Ha It OTCYTCTBYET JIOJIKHA OTCYTCTBOBATh
3010THCTBI CTA(HIOKOKK Ha IT OTCYTCTBYET JI071KEH OTCYTCTBOBATh
Dutepodakrepu Ha 1T venee 10 He Goaee 10

Cozepranne koHcepsanta (%o 00/06),
(BOAKX)

Benzoiinas Kucnora

0,19(92,6%

0.10-0.25 (50-125%

Asenaunoas kucaora (IAKX)

19.87 (99.3%)

18,00-22,00 (90,0-110,0%)

COI l)’TCTB}'}OLUlie KOMIIOHEHTBL:
06/06) (TKX)

e

Eannuynas H3BECTHAA IPUMECH

0.6

He Goneel .5

Eanununas HenaeHTHOHLUpYeMas
MPHMECH

He 00HApYKEHO

He Gonee 1.0

Cymma npumeceii

0.6

He Gonee 5,0

30 r Kpema B adlOMHHHEBOM TIOOHKE ¢
JAMHHHPOBAHHBIM [IOKPBITHEM H BHHTOBOI

30 T Kpema B ATIOMHHHEBOM TIOOHKE C
N1aMHHHPOBAHHBIM IIOKPEITHEM H BUHTOROH

Viakopka ” = o -
kpbiuikoif. 1 Trobuk n HHCTPYKUMA B Kpbiukoil. 1 ToONK H HHCTPYKLULA B
KapTOHHOH Kopolke KapTOHHOII KopoOKe
Jomxua coo'TBQTCTBOBajrb’STP Ne
MapKHPOBKa COOTBETCTBYET FT001497/70

Ipumeuanue: [IpoayKkT COOTBETCTBYET crenudHKaLH.
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