JEKJIAPALIMS O COOTBETCTBHHA

AEKJIAPAHT. HIPHHUMAOIAN JEKJIAPALIHIO O COOTBETCTBUH
AQ "PAHBAKCH”

. Ceeaenus o peaucmpayin opeanusaun. Mexcpaionnas uncnexyus, Peoepatsion HA1020600 cavoiedm Ne 46 no
2 Mocwee 01.01.2008, OFPH 1047796333846, oama npuceoenus OFPH 20,05.2004. '
Adpec: 107023, 2. Mockea. ya. Daexmposasoderan, 0. 27, emp. 8, nom. 1471 Teaechon: 8 (495) 234-51-70.
B mwye: lenepanensi Oupexmop 4. Bares
Hosepenioe miya: Padoea B.JO.. dosepennocms 6/n om (09.01.20192.

| 3ASIBJISIET, YTO

T Aerapemeeintioe cpedeineo. Aapyapocm® MP, madiemin nparoneuposanneco geticmeus 10 ve 10 won.,
Suuemepwt (3). nauku kapmonnsie, PV Ne JH1-001176 om 17.11.20]] (Oama saxenvt 27.04.2017) | cepus
3978721, napmusa 31839 ynarosox, 200en o0 01.10.2021. npoussovemea Can Capsacwiomixan Heoacmpus
Amo., Huous, Sun Pharmaceutical Indusiries Lid., Fillage Gangunvala, Paonta Sahib, District Sirmour-173025.
Himachal Pradesh. India voo OKII2 21.20.10.174, xoo TH BT 3004900002, ronmparm No SUN/ZAO2015
om 03.03.2013. unsouic No 7000022941 om 04.12.2018

- COOTBETCTBYET TPEBOBAHUSM
JHI-001176-270417

AEKJTAPALLMSI IPUHSITA HA OCHOBAHUH
npomoron ucabimaruit No 345p om 11.02.2019 HJT QOO HI] "®APMOEOPOHA " ammecmam akkpedumannn

H POCC RU.0001. 210140, Cepmugpuram POCC IN.®MOS.C33458 om 11.02.2019

 IATA FIPHHSITHS AEKJTAPALIAH 17,02 2079
AEKJTAPALLA AENCTBHTENLHA 10 01.10.202]

" 5\_!/_- //'—"
Cetas? ” PaGosa B.IO.

deraapauin: ﬂO;yéb ®.H.0O

arr s

CBEJEHUS O PETUCTPALIUU

 OPIAH 1O CEPTHOHUKAUMWN, 3APETHCTPHPOBABLIMIT AEKJIAPAIIHIO
| RA.RU.IIOMOS OPTAH ITO CEPTHOHKA LI JTPOIVKLHH OBLUIECTBO C OFPAHHYEHHO

OTBETCTBEHHOCTBIO "OKPYKHOH LHEHTP KOHTPOJIS KA YECTB4",

| aodpec opeanusayuu; 115280, 2 Mockea, ya. Macmeprosa, 0. 4, am. 3, noar. I, wonr. |1, aodpec opeana no

L cepmugpuicayun: 113280, POCCHA, copod Mocrea, ya. Macmeprosa, 0. 4. sm. 5.. mei.:(495)788-02-88. set-
cain. oyrr.pegh.
AEKJIAPALLNSI O COOTBETCTBHH 3APEIUCT PHPOBAHA M POCC RU J-IN.®M0O8.4.15298/19
AATA PEF C’I‘l’ {HH /1.02.2019
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Can ®apmaceroTakaa Huaacrpus JIT/

Pharma Manufacturing
Vill. Ganguwala, Paonta Sahib, India

CEPTUHO®PUKAT KAYECTBA
Ipenapar: Angynpoct MP 10 mr Tabnerkn

(Andy303HH rHAPOXTOPHA TAGJETKH MPOIONTHPOBAHHOIO ACHCTBHA)

Howmep cepun: 3978721

Hara w3rotornenus: 10/2018
Cpoxk rogsoctu: 10/2021
Homep cneundukannu: FS007925-4

Pasmep naptum: 1000000
Konrtponsnas naptus: 30001757259
JaTa B3gTus obpasua:18/11/2018

Iokazarenn

I PesyabTaThi |

Hopmbr

Onucanue

IMonnmuunocTs: BOXKX

Cpennss macca (Mr)
OaHOpOIHOCTb MO Macce
O1HOPOIHOCTE 103MPOBAHHUA 110
€OAepKaHHIO (110 O JHOPOAHOCTH
coaepxumoro) (no BRXKX)
Boaa (% m/n) (mo Kd)
PactBopenue (no BOXKX)
Bpems

1-# "ac
8-i uac
16-# yac
24-ii yac

MukpoGuonoruyeckas YucToTa

Ob11ee YHCI0 KHZHECTIOCOOHBIX a3poboR
KOE/mn

A3po0Hble GakTepun/rpHOLI

-Ecoli (nalr)

[MocToponnue npumecH (% m/1) (no
B2XKX)

- JIwo0as apyras HeMHAeTHOHIMPOBAHHAS
IpHMECh

- Cymma npumeceii

- [Ipumecs A
- [lpumecs B
- IIpumecs C
- [Npumecs D
- Ipumecs E

IMouTtu Genoro uBeTa, Kpyriibie,
JABOAKOBBINYK/ble TabneTku Oe3
000:104KH ¢ rpaBHpoBKo# "RY 10" Ha
OJIHOH M3 CTOPOH

Bpems yaep:xuBaHHA OCHOBHOI'O IIHKA
Ha XpOMaTOrPaMMe HCITBITYEMOTO
PacTBOpa J0IKHO COOTBETCTBOBATh
BPEMEHH yIepKHBaHUA [THKa
andy303MHa Ha XxpPOMATOrpaMme
CTAaH/JaPTHOTO PacTBOPA, MOIYy4eHHOH
B COOTBETCTBHH C pasleioM
"KonnuecTBeHHOE onpeiesieHue”.

352

-1.1%, +0,6%

3HaveHHs npHHATHA =1,7(n=10)

2,0

15%-17%, Cpex. 16% SD=1
53%-59%, Cpen.56% SD=3
77%-88%, Cpen. 84% SD=4
87%-99%, Cpen.95% SD=4

<60

<60
OTCYTCTBYIOT

0.02
0.02

He npumennmo
He npumenumo
He npumennmo
He npumenumo

He npumenumo

Ot Genoro 10 nourtH Georo UBeTa,
KpyTJIblE, IBOSKOBBIMYKIIbIe TableTky 0e3
0007104KH ¢ rpaBHpoBKoi "RY 10" Ha
OJIHOH M3 CTOPOH

Bpems yaep:xuBanus OCHOBHOTO TIHKA Ha
XpOMATOrpamMMe HCITHITYEMOro pacTBopa
JOTKHO COOTBETCTBOBATL BPEMEHH
yAep:KUBaHMs IMKa andy303uHa HA
XpOMaTOrpamMMe CTaHIapTHOTO PacTBOpA,
NOTY4YEHHOH B COOTBETCTBHH C Pa3/ieNioM
"KosmyecTBeHHOE onpeneneHue”.

339 - 361
+5% oT cpexnHeit Macchl

Coorteercreyer TpeGosanusm Ph. Eur.

He bonee 6.0

% cosepxaHus, yKa3aHHOTO HA YIIAKOBKE
Andy303HHa THAPOXJIOPHIA

10 - 30

50-70

He menee 70

He menee 80

He Gonee 1000
He bonee 100
JOJDKHBI OTCYTCTBOBATh

He Gonee 0.3

He Gonee 0.5
He Gonee 0.3
He Gonee 0.3
He Gonee 0.3
He Gonee 0.3
He 6onee 0.3



JTrobas ipyras HeWHIETHHHUHPOBAHHAS

MPHMECH He npumenumo
- Cymma npumeceii He npumeHnMo
KonuuecTBeHHOE onpeneneHHe

Kasnas nokpeitas obono4koi TabneTka

He Gonee 0.1
He Gonee 0.5

COJIEPHKHT:

Andysosuna ruapoxnopuia Ph. Eur. 10,00 mr 9.50- 10,50 mr

& 100.0% 95.0 - 105.0%
STP Ne FT004471-4.0

Craryc Cepruduxaros Bbinywennbiii

HpHMC'-IH.HHCZ cepui «COOTBETCTBYCT» BbILUICYKA3AHHbIM Cneu“q’ﬂ[\'ﬂul’lﬂl\[

3aKII0UEHHE: «YTBEPHKICHOY

NOAr0TOBICHO MNpoBepeHo OpobpeHo

11/26/2018 11/26/2018 11/27/2018

ﬂaHHh[ﬂ JOKYMEHT NOAMHCAH C NOMOLUBIO BJIEKTP()HHOP': TNOAINHUCH



