AEKJTAPALIMA O COOTBETCTBUU

JAERKJIAPAHT, IPHHUMAIOHIHI JEKJAPALIMIO O COOTBETCTBHH
ACQ "PAHBEAKCH"
3apeancmpuposanc ;| Mexcpationnan wicnexyun MHC Pocewu No 46 no 2. Mocxee OI'PH 1047796333846 om
24105, 35:04
Adpec: 129223, ¢. Mockea, Hpocnexm Mupa, 0. 119, cmp. 337/2. Texehon: 8§(493)234-51-70.
B auye: 1 enepaibibill ouperop A. Baiuee
Hosepenuoe nngo: Padosa B.IO., oveepennocms 6/ om 09.01 2018 ¢,

JAMABJSET, 4TO

HERAPCIBENHOEC CPeOCnen. Dereadun MaGaenmsu NOKPLLise nredosroh oborousol 120 vo 10 woun.. vhoxoexu
aueiroswie Koumypnuie (1), nauky gapmonnsie, PY Ne II NO13317/01 om 17.03.2009 {0ama zavene
- 08.11.2016), cepus 2953041, napmust 35230 ynarosox, eoven 0o 01.03.2021, npousscocinea Can
- Dapyacsiomuran Hnoacmpus Jmo., Huous, Sun Pharmaceutical Indusiries Lid., Indusirial Area No. 3, A B.
Road, Dewas 435 001, ] Viadhva Pradesh, Dndia, koo ORKTII2 21.20.10.236, koo TH B2 3004900002,
wormparin No SUNZAQ2015 om 05.03.2013, unsoiic XNo 7000012545 ¢m 27.04.2018

COOTBETCTBYET TPEBOBAHMSIM
I NOI3SITUI-170309 (A 42-11578-08 wsm. Ne 1-5)
- JIEKJIAPAILMSA TPHHATA HA OCHOBAHHH
- mpomoroa uenwmanuit Xo 1788 p om 28.06.2018 HT OO0 HI[ "@APAMOLOPOHA", ammecniam
| aripecranayuu POCC RU.0001.21 D40, Cepmugpuxam POCC IN.PMOS.C17140 om 28.06.2018
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CBEJEHHS O PETUCTPAIIMU

| OPI'AH 1O CEPTH®HKALMH, 3APEIMHCTPUPOBABIIHH JIFEKJIAPALIHIO

L RARU NIDMOS OPTAH 11O CEPTHOHKALHHA HTPOAYKIIHA OBLECTBO C OI PAHITYEHHOH
OTBETCTBEHHOCTLIO "OKPYKHOH HEHTP KOHTPOIA KAYECTBA",

adpec opzanuzayuy. 115280, 2. Mocrea, ya, Macimeproea, 0. 4, sm. 5, now. I, kon. 1, adpec opeana no

- cepmudpurayuu. 113280, POCCHAH, copoo Mockea, yi. Macmeprosa, 0. 4, sm. 3., mea. (493)788-02-88, ee6-
caim: oyRk.pop.

AEKJAPALLHSA O COOTBETCTBHH 3APETHCTPHPOBAHA M POCC IN. GMOU8 05495
AATAPEPHCTPALINH 29.06.20/8
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IMpenapart:
Tal/IeTKH)
Howmep maptin: 2953041

Hata nsrotoenenus: 03/2018
Cpoxk rogrocti:03/2021
Crermdurarms: Ne FS004846/7.0

PE’3"I'.'1M?ICUH bl AHA U306

Can ®apmacsrotukan Mugactpus JItn
Pharma Manufacturing. Industrial Area No3, Dewas-455001, India.

CEPTU®UKAT KAYECTBA

Dexcaaun Taduerkn 120 mr (Pexcodenainn ruaPoXI0pHL

Pasmep maptun: 600 000 Tabnerok
Kourponsnag naptusa:30001703281
Jata B3stus o6pasua: 05/04/2018

| TECTBI PE3YJIbTATHI CIHELIM®HKALIUS ]

Onucanne JBOSKOBBITIYKIIBIE, OBATEHBIC HBOSIKOBBIMYKITBIC, OBAILHEIE TAOICTKH,
TabNeTKH, NOKPEITHIE TIEHOYHOI MOKPLITEIC TIICHOYHOI 000104K0#, po30BOro
0007104K0il. pO30BOTo LIBETA C uBeta ¢ Haanmuero «FXD 120», naneuatanHoit
Haamiceio «FXD 120», HanevaTaHHON — YEPHBIMM YCPHHIAMH Ha O1HOI CTOpOHE.
YCPHBIMH YEPHHUIAMH Ha OTHOI
CTOPOHE.

Wnentndmkarmsa Bpems ynepxusanus ocHOBHOTO mka  BpeMs yaep:kHBaHHS OCHOBHOTO MHKA Ha

(o BDXX) Ha XpOMaTorpaMMe HCCIeIyeMoro XpoMaTorpamMme HeeJIeIyeMoro pacTeopa

Cpennag Macca (M)
OnnopoaHocTs Macchl
OHOPOIHOCTD €MHHIL
JO03HPOBaHHA (110 OJHOPOIHOCTH
COJIEPKHUMOTO)

Bpems pacnaza (mun)

(B BoaHOII cpene npu t 37+£2C°)
[ToTeps npy BBICYIITHBAHWH
(%emacc/mace) (1r/105C°/34)
IMOCTOPOHHHE INPUMECH
(%omacc/mace) (mo BRXKX)

- JlroGas MHAMBHTyaTbHAS
IIpHMeCh

- Beero nprumeceit
PactBopeHnne

MHKPOBHOJIOTMYECKAS$
YHUCTOTA

-O01ee Yneo KU3HECTIOCOOHBIX
a3p0o6oB (KOE/Mm)

-Bcero rpuboe n miecenn (KOE/T)
-Ecoli(malr)

- Salmonella sp(Ha 10 1)
-Staphylococcus aureus (ua 1 1)

- Pseudomonas aeruginosa (na 1 r)
-Enterobacteriaceae (KOE/T)
KonnuecTeeHHoe onpetenenue
(mo BDXKX)

Kaznas mokpeitas 06onoukoii
TabneTka

COJIEPIKUT:

DexcaaMH THAPOXIOPHIA

Prinok:

PacTBOpa COOTBETCTBYET BPpEMEHH
YAEPKHBAHHSA OCHOBHOTO MHKA HA
XpoMaTOTpaMMe CTaHIapTHOT O
pacTBopa.
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Hpnmel{aﬂne: CCPHA «COOTBETCTBYET» BhIILICYKa3aHHBIM cneundm}cammm

Howmep nporokona: PB0418/01312

[Toarotosneno
13.04/2018

ITposepeno
13.04/2018

COOTBETCTBYCT BPEMEHHU YACPKUBAHHA
OCHOBHOTO IMKa Ha XPOMaTOrpaMme
CTaH1apTHOTO PACcTBOPA.

412420
+5% oT cpemHeit Macchl
=15% OT 3ag9BICHHON HA PTHKETKE

He 6omee 30

He 6onee 9

He Oonee 0.5

He Gosee 1,0

He menee 75%(Q) 3asBIEHHOTO Ha 3THKETKE
kommdectBa C3:HygNO,Cl pactBopseres 3a 45
MHUHYT

He 6omee 1000

He Gonee 100
JOJKHBI OTCYTCTBOBATE
HOJIZKHEBI OTCYTCTBOB&TI)
JOJIKHBI OTCYTCTBOBATE
JOJKHBI OTCYTCTBOBATE
He Hoaee 100

108,0-132,0 mr
(90,0% - 110,0%)

oj100peHo
13.04/2018



