JTEKJTAPAIIAS O COOTBETCTBIIL

AEKJAPAHT, IPMHUMAIIOLIE AEKJIAPAIMIO O COOTBETCTBUH
AO "Canogpu Poccus"

3apeaucmpuposano : Mexcpationnas uncnexyus MHC Poccuu Ne39 no 2. Mocxee OI'PH 1027739079940
am 19.08.2002

Adpec: 125009, 2. Mocxsa, yn. Teepexas, 9. 22, Teneghon/paxc: 8 (495} 721-14-00/ 721-14-11

B nuse: I'enepaneneiti dupexmop Movow O.A.

Hosepennoe auyo: Opyoicununa H.P.
Hosepennocms: 6/u om 21.08.2018

3ASBJSIET, YTO

Aexapcmaexnoe cpedcmeo. Jlasukc® pacmeop dAR eNympusenrozo u enympuMmuievrozo esedenun 10
mM2/mn 2 M, amnyul (10), navxu xapmonnwie, pez No IT NOI14865/02 om 16.05.2008 {0ama
nepeogsopmrerus PY 08.12.2013), cepus 0418043, napmus 17247 ynaxosox, 200ex 0o 01.06, 2021,
npouseoocmea Canogu Hudus JTumumed / Sanofi India Limited, C/o. M/s. Samrudh Pharmaceuticals
Pyt Ltd. Plot Mo J-174 & J-163, M.1.D.C., Tarapur, Boisar, Dist. Thane - 401 506, India, Hndus, xod
OKIIJ2 21.20.10.143, xo0 TH B3] 3004900002, konmparm Ne250/40056192/F-2 om 20.10.2010,
uneovic NeS085304150 om 25.08,2018

COOTBETCTBYET TPEBOBAHHAM

IT NOI4865/02-250909 uzne, Mo 1-4

HEKJIAPAITHS TPHHATA HA OCHOBAHMH
npomokon ucnsimanuii Ne 80017 om 09.10.2018 HJT OO0 "Uenmp xoumpoas xavecmsa Buonaiih”, ammecmam

axxpedumayuu RA.RU.21LIKOI om 22.07.2015 2., cepmuduxam anarusa Canogu Hndus Suwumed NeFPSA
046/18 om 07.07.2018, Cepmugpuxam POCC IN.OMOS.C03424 om 10.10.2018
JATA IPHHATAA NEXJIAPALIVIN 10.10.2018

AEKJAPAINMA AEHCTBATENBHA 10 01.06.2021

5- aemamum k noamHCE | O.H0
_-CBEJEHHWS O PETHCTPALIAH

OPFAH Y10 CEPTHOHKAILMH, 3APETHCTPHPOBABIINI EKJIAPAITIIO

Opzan no cepmugpuxayuu npodyxyuu

Obwecmea c ozpanusennoii omgememeenxocmuio «Oxpyxcroti yewmp cepmuduxayuuy,
adpec: 620014, POCCHA, Ceepdnosckas ofinacmy, Examepunbype, Xoxpsxosa, 74, 1706,
men: (343) 380-27-55, www.ekbocs.ru, ammecmam axxpedumayuyu Ne RA.RU. 11 DMOS

AEKJIAPAIINA O COOTBETCTBHHE M POCC RU J-IN.®M05.A.03463/18

Yugepraa AA.

~ PyxosopaTens opraHa
o cepTHOHKAHY FPONYKITHA
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SANOFI
CaHoghu Unous flurmumed / Sanofi india Limited
Address: Sanofi India Limited. India / Agpec; Catotn WHans Numutes, Uxans,
CEPTMDUKAT AHANN3A
ANALYTICAL REPORT
poaykr:  Tlasikc®, pacTaop AN BHYTPUBEHHOD 1 Ne FPSA 046/18
BHYTPUMEILLEUHOFO BBepeHua 10 Mr/Mn B amMriynax
o 2 wn _ |
Product: I__-asix@’, solution for intravenous apd intramuscular Date/Jara 24/07/2018
injection. 10 mg/ml in ampoules 2 ml
Homep cepinm HaTa npowssogerea
Batch number 0418043 Manufacturing date 06/2018
Orgen MNogen po
Department- Liguid Injectables Expiry date £6/2021
Paamep napran Flonyuexo '
Baitch size 181818 Ampoules Received on 211612018
[foxazarenu: Pesynurarhi: Hopwmbi:
TESTS RESULTS SPECIFICATION
Onwncatine {poapautiit DecyBeTHIA pacTaop Mpo3paunki GecuBeTHEIM pacTeop
‘ _ Clear colourless soiution
Desctription Clear colouriess solution
Mpo3padHocTL CoorseTcrayer PacTeop gomkeH BuiTh NpospaqHbim
WK CTeneHb ONANECUeHUNM He
A0MKHA NPEBLILATL CTENSHY
OTIANBCLBHLIMM CTAHAEPTHOR
cycriensmm |
Clarity L.ess than Ref, Susp. { Maximum Ref. Susp. |
Lpemocrs CooteeTCIRYET PacTeop LormKeH Sbitb BecuseTHEIM
WNW YHTEHCHBHOCTL OKPECKU He
AOIDKHA NPEeBLILLATL MHTEHCUBHOCTS
OKpacKiA STANOHHOIO PacTeopa
UBETHOCTY By
Colour Less than By Maximum Be
MNognuBHOCTS:
- thypocemnaa (Yb-criexrp) Coorgercrayer Cooteetcreyer
thypocemuaa KX} ‘ CooTeetcrayeT CooTsetcTayer
— HaTpua ' Ceorsercrayer Cooreercrayer
— XNOpKACB CooTBeTCTBYET CooTserciByeT
Identification: o "
— furosemide (UV spectum) Complies To comply
furosemide (LC) ’ Complles To comp!y
~sadium Complies Torcomply
- chioride Complies To comply
Wsenexkaemstii obuem (mn)
2,15 121512156 12451 2,15 | 20-23mn
Extractable volume (mi} 2,0102,3 mi
215 {216 1 215 | 2,10 | 2,20
for Russia Page 1 of 2
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MpoaykT: Nasvkc®, RacTsop AN BHYTPKBEHHOIC K BHYTPUMBILUEYHOTO BRedeHINA 10 Mr/un B amnynax no

2 mn

Product: Lasix®, solution for intravenous and inframuscular injection 10 mg/mt in ampoules 2 mi
Homep cepuu / Batch humber: 0418043

NMokazatenn: Pesynbrarni: Hopmbi:
TESTS RESULTS _ SPECIFICATION

pH OT8,6109,3
pH 9,10 8,0t6'8,3
KonuyecTekHoe onpepenctine 7,36 mrimn 6.75 — 8,26 mrimn
HETPWA XNopuaa , _
Content of sodium chlorida 7,36 mgiml 6,75 to 8,25 mgiml
KonuwuecTsenroe onpeaenenve 9,95 mr/mn 8,5 — 10,5 mr/mn
Ppypocemuaa
Content of furosernide (LC) 9,95 mg/ml 9,5 to 10,5 mg/m|
MNpumecy:
4-xnop-5-cynethamounant paHu-nobas 0,043% He Bdnee 1,0 %
wacnora .10, N
Cymma Apyrax npumeceit 0,056% He Gonee 0,5 %
Petermination of by-products; 0.043% 3
4-thlore-5-sulphatnoyl anthranilic S, Not more than 1,0 %
acid (LC}) o .
sum of ather by-pioducts 0,056% Not more than 0,5 %

BakTepuansHble 3HACTOKCH H

Bagterial Endotoxins

Cooteercreyer (B3 ~ 4687/18)
Complies (BET — 4687/18)

He Bonee 1,4 USP EL/Mr
thypocemnaa

< 1,4 USP EU/mg furosernide

CTeprinsHoCTs

Stefility

CooTeercrayer (CT — 1684/18)

Complies {ST — 1684/18)

CoorsercrayeT

To comply

MeXarnieckne BIIOHEHUA:

~ BHIKQMEHKA, BUGMMbIE
HEBOORYNERHEIM IA3OM.

MeTog memGpasioii hunsTpaymu,

MUKPOCKONHECKInil MeTog (§.CLLA)

~ YacTVI] pasmepom = 10 MM

—YacThL pasMepom = 25 MKM

Cooraetcrayer (MB —1102/18)

— DOMKEH BbIAEPKVBATL
1peboBaHug

- He 6onee-3OOUlamnyny
— He:Ganeée- 300/amnyny

CueTHo-(hoToMeTpU4ECKHA MeTog (®.CLUA) | 86,0

~ YBCTHL pasmepom 2 10 MKm 3.87 — He Gonee 6000/amnyny
~ 4ECTWL| pasmepom 2 25 Mim Complies (LBPC -1102/18) - He Gonee BO0/amnyny
Particulate matter:

~ visible by naked eye ' ‘Should comply
Microscopic Particle. Count Test USP

- Ragic:e's 2;2 pr < 3000/ampotle

- particles > 25 pm ; -

Light Obsciration Particle Gount Test USP | au = 300/ampoule

~ patticles > 10 pm ’ < 8000/ampoule:

- pariicles > 25 um < 600/ampoule

NPUMEHAHWUE: OBPASEL| COOTBETCTBYET TPEEOBAHUAM KOHTPONSA KAYECTEA..
REMARKS: THE SAMPLE COMPLIES WITH REQUIRED STANDARD OF QUALITY., o
Production of the above mentioned batch was in accordance of- Good Manufaciuring Practice {GMP) requiréments,

TNIO/ITTUCD, OT/IE KOHTPOMIA KAYECTBA
AUTHORISED SIGNATORY, QUALITY CONTROL

Dayunus oTEETCTBERHOrO

Wﬁ?{; pgfzol§

Name of Authorised Signatory Vincent D’SQUZA.
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Com‘py Stamp
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