- AEKTAPATIMSI TIPUHSTA HA OCHOBAHHH

- POCC RU.0001.2 17140, Cepmugpuram POCC IN. BMOS.C35211 om 04, 03.2079

o AFA TIPHHSITUS JTEKJTAPALIIN 05.03.2079
| /HERIAPALIMSL AEACTBUTETbHA 10 01.10.2021

JERKJIAPAITSL O COOTBETCTBUH

AEKJIAPAHT, IPUHHMAXO U AEKJTAPAITHIO O COOTBETCTBHH
AG "PAHBAKCH"

- Ceedenun o pecucmpanuu opeanusayii: Mexcpationnas unenerijus Dedeparvnoit narozosoit cryxedn No 46 no

¢. Mockee 01.01.2008, OI'PH 1047796353846, dama npucenenus OI'PH 20.05.2004.

- Adpec: 107023, & Mocksa, ya. Suexmposasodckan, 0. 27, emp, 8, nov. 1471, Teaecpon: § (495) 234-51-70.

B e lenepanotutir dupermop A, Barues
Hosepennoe ruyo: Padosa B.IO., doaeperioce 6/1 om 09.071 20192,

JASBISIET, UTO

Aerdpenieennoe cpedcmeso: Percadun®, matiaenticy RORPBINGIC WIeneuHol ob0r0unot 120 xve 10 wm.
Grucmeprr (1), nauku kapmonnote, PY Ne IT NO13817/0] om 17.03.2009 (Gama savenw 18.07.2018), cepus
3980203, napmus 56324 ynaxosox, 200en do 01.10.202] - Hpouseoacmea Can Papvacewomurar Hioacmpus
Amo., Huous, Sun Pharmacewtical Industries Lid., Industrial Area No. 3, 4.B. Road, Dewas 455 001, Madhya
Pradesh, India koo QKITI2 21.20.10.256. koo TH B2 3004900002, rRonmparin Ne SUN/ZACO/2015 om
05.05.2015, unsoiic Ne 7000023812 om 03, 01.2019

COOTBETCTBYET TPEBOBAHHSIM
HTNOI3SIZ01-180718

npomokon ucnstmanuil Ne 703p om 04.03.2019 HT QOO HI "PAPMOEOPOHA" ANMECHIAn arkpedumay
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 OPTAH O CEPTUDHUKAILIAN, 3APEIrHCTPHPOBABII U1 AEKJTAPALIHIO

G

CBEJEHUS O PETHCTPALIUU

RA.RU. 1 DMOS OPIAH 110 CEPTUDHKA HHH IIPOAVKLHH OFIECTBO C O PAHHYEHHOI
OTBETCTBEHHOCTAIO "OKPYKHOI LIEHTP KOHT, POJIA KAYECTBA",

aopec opearmzayun: 1135280, o, Mocrea, ya. Macmeprosa, 0. 4, om. 5, nox. I ko, 1. aopec opeana no
cepmughurcapuu: 115280, POCCIA, 20pod Mocrksa, ya1. Macmeprosa, 0. 4, sm. 5., men.:(495) 788-02-88, ee6-

- caim. oyrr.peh.

AERJIAPALIHST O COOTBETCTBHH 3APETHCTPUPOBAHA N POCC RU 7-IN.OMOSA.L 7669/19
AATA PECHCTPARMN 05.03.20]9
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IIpenapar:
Tabaerkmn)
Homep maprin: 3980203

Hata wsrotosnenus: 10/2018
Cpoxk ronnoctu:10/2021
Crietmdmrauns: Ne FS004846/7.0

Pez’_v.»?bmam bl dHAU308

Can ®apmacbroTikan Wnnactpus JItn
Pharma Manufacturing. Industrial Area Ne3, Dewas-455001, India.

CEPTU®UKAT KAYECTBA

®excanuu Tabaerkn 120 mr (Pexcodenanun THAPOXJIOpH]L

Pasmep maptun: 600 000 Ta6rerox
KontponsHas maprus:30001760817
Jara B3aTHA 06pazna: 26/11/2018

[ TECTBI

PE3VJILTATEI

CIIEHNOHUKAIUSA

—

Onncauue

Unentndurauns
(mo BOXX)

Cpexnsist Macca (mr)
OnmHopoaHOCTE Macchl
OxanopoanocTs euunn
A03HPOBaHHA (110 OTHOPOIHOCTH
COJEPKUMOTO)

Bpems pacnaga (mun)

(B BoaHOIT cpeste mpu t 37+2C°)
Toreps npu BRICYIMBaHUY
(Yomace/macc) (1r/105C%/34)
[TOCTOPOHHUE MMPUMECH
(Yomacce/macc) (mo BIJKX)

- JroGas nHAMBHIYaTBHAS
NpHUMECh

- Beero npumeceii
PactBopenne

MHUKPOBHOJIOTHYECKA S
YHUCTOTA

-Obmee unc0 KH3HECTIOCOOHRIX
aspoboe (KOE/mx)

-Beero rpubor 1 mnecenn (KOE/T)
-Ecoli(nalr)

- Salmonella sp(na 10 1)
-Staphylococcus aureus (RalT)

- Pseudomonas aeruginosa (Ha 11)
-Enterobacteriaceae ( KOE/T)
KomuecTtrennoe onpenenenme
(mo B2XX)

Kaxnas nokpritas o60moukoii
TadneTka

COJIePSKHT:

Dekcanun THApOXJI0pHIa

Pernok:

JIBOSIKOBEINTYKITBIC, OBaTBHBIC
TabNeTKH, OKPBIThIE TUIEHOYHOI
000.109K01, PO30BOrO 1BETA ¢
Hanmuceto «FXD 120», naneuatagnoii
YCPHBIMH YEPHUIIAMH Ha OIHOM
CTOPOHE.

Bpewms ynepxuranns ocrosnoro mika
Ha XpoMaTorpaMme HccemIyeMoro
PACTBOpPA COOTBETCTBYET BpEMEHH
YACPKHUBAHHS OCHOBHOT'O NIHKA Ha
XpOMaTorpaMme CTaHAapTHOTO
pacTBopa.
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118.7mr
(98.9%)
Poccus

Ipumeyanne: cepus «COOTBETCTBYET» BBIIEYKa3aHHBIM cnenHduKanmam

Howmep npotokona: PB1118/04583
[oarorosaeno
05/12/2018

IIposepeno
05/12/2018

ABOAKOBEINMYKITBIC, OBATBHBIC TalJIeTKH,
TIOKPRITEIE IICHOYHOH 060104K0i, Po30BOTO
HBeTa ¢ nanmuceto «FXD 120%», Hanewatannoii
HUCPHBIMH YCPHHIAMH Ha 0JHOIH CTOpOHE.

Bpems ynepxusanns ocrosHOro mmka ma
XpOMATOrpaMme HCCIIeAyeMOro pacTBopa
COOTBCTCTBYCT BPEMEHH YICpP:KHBAHMS
OCHOBHOT'0 ITHKa Ha XpOMaTorpaMme
CTaHIapTHOTO pacTBopa.

412+20
=5% OT cpeaneit Maccr
=15% oT 3asBIICHHOI Ha 3THKETKE

He 6onee 30

He 6onee 9

He 6onee (0,5

He Gonee 1,0

He menee 75%(Q) 3asBrensoro na ITHKCTKE
KoJmmyecTsa Cs,HyNO,Cl pacTBopsieTcs 3a 45
MHHYT

He 6onee 1000

He Oonee 100
JOJIKHEBI OTCYTCTBOBATE
IOJIKHBI OTCYTCTBOBATH
JOJIAKHBI OTCYTCTBOBATE
J0KHBI OTCYTCTBOBATD
He Gonee 100
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