AERJTAPAHT, HPHHHMAIOW M JIEKIAPAUHIO O COOTBETCTBHH
AQ "PAHKBAKCH"
Sapeeuempuposano : Mescpaionna umcnernu MHC Poccun Ne 46 no o, Mockee OFPH 1047796353846 on
20,05 2004
Adpee: 129223, 2. Mocwsa, pocnexin Mupa, 0. 119, cmp. 3372 Terepon: 86495)234-51-70,
B e Fenepecivinoi cupermaop 4. Baiuea
Aosepennoe auyo: Padosa B.IO., dosepennocmes 64 om 09.01.2018 2

JAABISET, YUTO

derdpemeennoe cpedemeo: HwioGarnm madaemox i zancyi nadop: ovenpason xancyas 20 xe 2w,
raapumpossgun madienmcu 230 vwe 2w, munadason madaemru 300 w2 2 won. ciparie (7). nausu
rapmonnoie, PV Ne [1 NOI2233/01 om 30.12.2011 (duma nepeopopyaenus 01.06.2016), cepiun 3952377
napmus 30178 ynaxosok, eoden do 01.03.2021, npoussoocmea Can Dapnviacsiomiisar Huoacinpiz Jmio.
Huous. Sun Pharmacewtical Indusiries Lid., Industrial Area No. 3, A.B. Road Dewas - 455 00!, Madhva
Pradesh, India, koo OKITA2 21.20.10.112, ko0 TH B3 3004200002, xosmparin No SUN/ZAO2015 om
03.03.2015, unsone Ne 7000013861 om 28.05.2018

3 COOTBETCTBYET TPEBOBAHUAM
C HAH2-70999-06 uza. Nv -8
AERIAPALHS NTPHHSITA HA OCHOBAHHHT
- npomorod ucnpimanuit Ne 2003 poom 18.07.2018 T OO0 HL "PAPMOEOPOHA" ammecman
- arkpeoumanin POCC RU.O001.2] @140, Cepmughuncn POCC IN.OMOS.CIS6I8 om 18.07.20]8
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CBEJEHUS O PETUCTPALLMU

OPTAH 11O CEPTHOHKALNH, 3APETHCTPHPOBABUIHI AEKJIAPALIHIO ;
RARUANIDMOS OPFAH HO CEPTHOMKALIINA ITPOAYKIIINA OBITECTBO C OIPAHHYEHHOL ’
OIBETCTBEHHOCTBIO "OKPYKHOH HEHTP KOHTPOJIS KAYECTBA" 1
aapec opeanuzayun: 113280, o Mockea, ya. Macmeproea, 0. 4, sm. 35, now. 1. o, 1, aapec opana o
cepmucpurayun: 113280, POCCHA, eopoo Mockea, va. Macmeprosa, 0. 4, ym. 3., men.:(495)788-02-88. set-
catin. ourk.pe.
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Ipenapar: [IuaodaKT Haﬁop
Howmep naptin: 2952377

Jlata msrotornenna:03/2018
Cpoxk roguocti: 03/2021
Ne Crenn@uxauun: FS006138/4.0

Kasablii KoMOHHHPOBAHHbLIL HA00P
CO/IeP/RMT:
Tectsl

Kaapurpomuuus tadiaerku USP 250
MI

Onucanue

Nnentnduraums
(mo B2KX)

Cpennss mMacca (MT)

OIHOPOIHOCTS €/IHHIIL J03UPOBAHHA (TI0
OJHOPOJHOCTH COCTABA)

IToTepst B Macce IPH BBICYIIMBAHHH
(% macc/macce)
(1-2 r/<5 mm Hg/110° C/39)

PactBopenne
(mo B2XKX)

ConyTcThytolHe npumecH (Yemace/mace
o BRXKX):
-Han6oasmei HHANBHIYATLHOH IPHMECH

-Bcero npumecei

MugpoGuonormiecKas YucToTa
-Ofmee YHCI0 KHIHECTIOCOOHBIX
paxrepwnit (KOE/T)

-Mnecens u ['pubel (KOE/T)
-E.Coli (ua 1.0r)

Kas1as TabneTka, MOKphITas 000I04KOH,
COACPAKHT:

Knaputpomuuun USP

(CEEHﬁ‘}NOIS)

Can ®apmachblOTHKAI
Uupactpus JIta

Pharma Manufacturing. Industrial Area Ne3,
Dewas-455001, India.

CEPTU®UKAT KAYECTBA

Pesynerathl

Cepust 2952373

CEReTo- JKelTble, OBAJIBHEBIE,
JBYAKOBBIMYKJIbIC TaOIETKH, MOKPHITHIC
MIICHOYHOH 000JI0UKOHH, ¢ HAIITHCHHO
gepubiMK depHHTavi «CLT» Ha oHO#
CTOpOHE.

Bpemst yaep/KHBaHHA OCHOBHOTO ITHKA Ha
XpOMaTorpaMme HCIBITYEMOTO PacTBopa
COOTBETCTBYCT BPEMEHH YACPKHBAHNA ITHKA
KnapurpoMHIHa Ha XpoMaTorpaMme
CTAaH7IapPTHOTO pacTBOpa MpH
KOJIMYECTBCHHOM OTIpeIelIeHHH.

452

CootsetctayeT BP TpeoBanuam
([Mpuemounoe 3Hauenue = 0.7

25

(Min -100%, Max -106%)
103%

0.13
0.32

<100
<10
OTCyTCTBYET

250.7 mr
(100.3 %)

Pazvep naptim: 225000
KonTponsnas naptus: 30001708599
Jlata otdopa mpo6: 28/04/2018

Hopmbr
Crneundurauns: FS004356/5.0

CBeT/I0- ¥KENThIC, OBA/IBHBIC, JABYAKOBBITYKI
TaBneTku, MOKPHITEIC MICHOYHOH 0007101KO}
HaIMHCHIO yepHbIMK Yepriamy « CLT» na
0JIHO¥ CTOpOHE.

Bpewmsi yaepKHBaHHS OCHOBHOTO MHKA HA
XpoMaTorpaMmMe MCIBITYEMOTO pacTBOpa
JOJIAHO COOTBETCTBOBATE BPEMEHH
yiaepxuBanus mika KiapHTpoMHIHHA Ha
XpOMAaTOrpamme CTaHIapTHOrO PacTBOpa np)
KOJIM4ECTBEHHOM OTIPe/ICICHHH.

450 + 18

Jlom#Ha cOOTBETCTBOBATh TpeOoBaHuAM BP

He 6oi1ee 6.0

He menee 80% (Q) oT 3agBIEHHOr0 Ha
sturerke komgecTBa (CigHgoNO;3)
pactBopsercs 3a 30 MHHYT.

He domnee 1.0
He 6oee 3.0

He Gomee 1000
He Gosee 100
IIOMKHA OTCYTCTBOBATh

225,0-275.0 Mr
(90.0%-110.0%)



Omenpa3zo (Pomecer) KancyJpl 20mr

Onucanue

IToaTMHHOCTE
VO - criekTpooTOMETpHs
muanazod 230 — 360HM

B3OXKX

Cpeanss Macca (Mr)
QIHOPO/IHOCTh TTO Macce

OIHOPOIHOCTE €AMHHIL 103HPOBAHHA (1o
0/IHOPOIHOCTH COCTABA)

[loTeps Macchl IPH BBICYLIHBAHIH
(0,5 1/60°C/<0,7 xlTa/4 1)

PacTBopenue
(mo BDKX)

B 0.1 M congHO# KHCITOTBI

B docdarrom Gydepe pH 6.8

MHKpOOHOIOT HIECKAs YHCTOTA:
-O6111ee UMCI0 KH3HECTIOCOOHBIX
daxrepnit (KOE/T)

-Ilnecens u Ipuber (KO3/T)

-E.coli (ma 1,01)

ConyTeTBytomne npuMect (%o Macc/mace)
(o BOXKX):

-mro0as HHIWBH/YalIbHAs PUMECh

-BCEro mpumMecei

OcTaTOUHEIH pacTBOPHTENH (ppm)
AT11eTOH

M30mponHIOBBIH CIIHPT

MeTHaeH XJI0pHI

Cepus 2952193

Trepisie, 3aKPHITHIC KEIATHHOBBIC KATCYTIBI
pasmepoM «2» ¢ CHHeH KpbIIIeYKOH 1
NpO3paYHBIM PO30BBIM KOPITYCOM,
coepKalumM nouTH oenbie chepuieckue
IPaHyIbl, TOKPHITHIC KHIIEYHOPACTBOPHMOH
000TOUKOH.

HenpITyeMEIH pacTBOP HMEET 1Ba
Makcumyma 276 1M 1 305 1M

Bpems yaepKHBaHHA OCHOBHOIO

THKA OMEMpasona Ha XpoMaTorpamMme
HCTIBITYEMOTO paCTB(}pa COOTBETCTBYET
BPCMCHH yJEp}!{HBaHHH TMHKa OMEIpa3ona
{a XpOMATOrpaMME CTAHIAPTHOrO PacTBOpa
npu KOTWUYESCTBEHHOM OIPEETICHHH.

2

-3% 1o + 3%

CooteeTcTnyeT TpeboBannam BP
(TlpuemouHoe 3HadeHue = 1.6)

1.0

(Min-100% ., Max-- 101%)
100%

(Min-76%, Max-94%)
83%

<10
<10

OQTCyTCTBYIOT

0.08
0.19

He ofnapyxeHO
1762
He oGHapyxeHo

Cneunduxauus: FS007640/4.0

TBep,Ibl€, 3aKPBITHIE KEAATHHOBBIC KaIICYTIbl
pasMepom «2» ¢ CHHEH KpPBILICYKON U
TPO3PAYHBIM PO3OBBIM KOPITYCOM,
cojiepianmm Geltble WM MoHTH Oelbie
chepHUecKHE TPAHYIIBI, TOKPHITHIC
KHIIICTHOPACTBOPHMOH 000/I0UKO.

HcnsITyeMblid pacTBOp HMEeT 1Ba MaKCHMYN
oxono 276 um n 305 nM

BpeMs yaepiaKHBaHHA OCHOBHOIO

MHKa OMETPa3oJia Ha XpoMaTorpamMme
HCTIBITYEMOTO PacTBOPA J0IKHO
COOTBCTCTBOBATh BPEMEHH YACPAKHBAHHS MTH

oMernpasoila Ha XpDMaTOfpaMME CTaHIapTH(
pacTeoOpa npH KOJIMYECTBEHHOM OMpPE/IC/ICHH

270 £ 13
+ 10 % oT cpeanei Macchl

JlomKHa COOTBETCTBOBATH TpeGosanusim BP

He Gonee 3.0

He menee 90% 0T yKa3aHHOTO Ha 3THKETKE
xosmuectra omenpaszona (C7H oN;038)
JOIKHO OCTaThes Hocme 2-X 4acoB

He menee 80% OT yKa3aHHOIO Ha 3TUKCTKE

xomuuectsa omemnpaszona (C7H eN1038)
JIOTKHO PAcTBOPHTBCA uepes 45 MHHYT

He Gosee 1000
He Gonee 100

J10KHBI OTCYTCTBOBATh

He Gomee 0.5
He Gomee 2.0

He Gonee 5000
He Gonee 5000
He Gonee 600




KonuuecTBeHHOE ONMpe/ie/ieHHe
(mo BOXKX)

Kask1as KancyJla Co1epKuT:
Owerpason BP

(C7H19N5055)

(B Buze rpany’,

TIOKPBITEIX KHLICTHOPACTBOPHMOH
0001049KOIf)

THHHIA30)1 TA0JeTKH 500 mr

Onucanue

[ToanuHHOCTB
A.mo YO

B.no BRKX

C.XuMHyeckas

IToTeps B Macce

NpH BBICYIIHBAHMH (% Mace/Macce)
(1/105*C/4u)

Cpemmss Macca (Mr)

OIHOPOAHOCTB MO MAcCe

Pacnagaemoctb (MHH)

Pacteopenue (1o BOXKX)

TNoctoponnne npuvect  (no TCX) (%)

-2-MeTHJI-5-HUTPO HMHIa301
-7IBE ApYTrHe MPHUMECH

MukpoOHoToTHYECKas YHCTOTA
-O6u1ee YHCIO KHIHECTIOCOOHBIX
Gakrepuit (KOE/T)

-[T1ecens u [pu6st (KOE/T)

20.1 mg

(100.7%)

Cepus 2952374

[Toutu Genble, ABOAKOBBIMYKIIbIE OBABHbIC

TaGIeTKH, HOKPHITHIE [IEHOUHOH 050I04KOH,

¢ BeirpaBupoBaHHeM “TZT” Ha 0/HOH
CTOPOHE.

CreKTp [OT/IONIEHHS TOTOBBIM PACTEOPOM B
nanasore 230-360 HM HMeeT MAKCHMYM
NPH JUTHHE BOJIHBL OKOTIO 3108M

Bpems yaep:KUBaHHA OCHOBHOTO IMHKA Ha
XPOMATOrPaMMe HCIIBITYEMOrO pacTsopa
COOTBETCTBYET BPEMEHH YIEP/KHBAHH MTHKA

Ha XpOMAaTOrpaMMe CTaHIapTHOTO pacTBOpa
MpH KOJIHYeCTBEHHOM OTPEe/ICHHH

CooTBeTCTBYET TPeOOBAHHAM.

0.7

647
Ot -1% 10 +1%
01 muH. 12 cek.

(Min 99%, Max-100%)
99%

He oOrapyxeHo.
He oGHapyxeHo.

<10
<10

18.0-22.0

(90.0% - 110.0%)

Cnenngurauus: FS006911/6.0

Benble WIH TIOUTH OeTbIe OBaTbHBIC
JIBOSIKOBBIITYKITBIC TA0IETKH, TOKPBITBIC
IEHOYHOH 000T0UKOH, ¢
BhIrpaBupoBaHHbIM “TZT Ha O1HOM
CTOPOHE.

Cﬂe]{‘[‘p TOrJIOIIEHHSA TOTOBBIM paCTBOpOM
B nuamnasone 230-360 HM HMEET
MaE\'CHMyM TOJIBKO HpH IIJIUHE BOJIHBI
okomo 310 HM.,

Bpemst yi1epskHBaHHs OCHOBHOIO MHKa Ha
XPOMATOTPaMMe HCTIBITYEMOIO PAcTBOPA
JIOJIKHO COOTBETCTBOBATH BpeMeHH
yAeP/KHBAHMA TIHKA HA XpOMaTOrpaMme
CTAHIAPTHOIO PAcTBOpA NPH
KOJHAYECTBCHHOM OHpEHEHEHHH.

JlonsKHa COOTBETCTBOBATh TPEOOBAHMAM.

He 6omee 3.0

645+ 13

+ 5% OT CpeIHero Beca

He Gonee 30

He menee 80% (Q) oT yka3aHHOTO Ha
yTMKeTKe THHHIA3071a pacTBopsAeTes 3a 435
MHH

He Gonee 0.5
He Gonee 0.5 kamxnoi

He Gomee 1000
He 6onee 100



-E.Coli (na 1,0r) OTtcyTeTBYET JIOJI’KHA OTCYTCTBORATh

KonnuecTBeHHOE ONpe/IeICHHE

(BOWX)

Kax1as nokpsitas 08o104koii TabneTka

COJICPIKHT :

Tunnnazon BP (C8HI3N304S) 492.3 mMr 450.0 mr—550.0 Mr
(98.5%) (90.0%-110.0 %)
PB0418/01652

A.R.Ne:

Puoxk: Poccus

[IpuMedanHe: cepisi «COOTBETCTBYET» BBIIICYKA3aHHBIM CTICIHQUKALIMAM
3aKMoUeHHE: «YTBEPKICHO»

[ToaroroBieHo [Mposepeno Onobpeno
11/05/2017 11/05/2017 11/05/2017

ror JAOKYMCHT Obl1 OﬂOGpEH W NOJMHCaH C MOMOIIBIO '}J‘lCKTpOHHOﬁ MOJAIMHCH



