AEKJIAPAIINA O COOTBETCTBUH

AEKJTAPAHT, HPHHAMAIOIIHWH AEKJTAPAIIMIO O COOTBETCTBHH
40 "Canogu Poccus™
Ceedenus o pezucnipaiuy op2anusayuu: Mexcpaiionnasn uncnexiyia OedeparsoHol HA02060H cAYHCHLI
Ne 46 no &. Mockee, OF'PH 1027739079940, dama npuceoerna OFPH: 19.08.2002
dopec: 125009, 2. Mockea, ya. Teepckas, 0. 22. Teaegon/haxc: 8 (495) 721-14-00/ 721-14-11
B muye: Ieneparvrvtii Oupexmop Mouxe O A.
Losepernoe auyo: Jpvoicuruna H.P,
Hosepennocme: 6/u om 21.08.2018

3AABISET, YTO

rexapcmeennoe cpedcneo: Jlasuxc® pacnieop Oas GHYMPUGEHHO20 1 CHYMPUMbINIEHO0 86edernus 10
e/ 2 aen, amnyaer (10), nauku kapmonusie, pee Ne IT NOI4865/02 om 16.05.2008 (éama
nepeogopyienus PY 08.12.2015), cepus 0418047, napmus 17248 ynaxoeox, 200en do 01.06.2021,
npouseoocmea Canogu Huoun Jlusuned / Sanofi India Limited, Clo. M/s. Samrudh Pharmaceuticals
Pvt. Lid. Plot Ne J-174 & J-168, M.1.D.C., Tarapur, Boisar, Dist. Thane - 401 506, India, Hudusz, rood
OKTI[J2 21.20.10.143, koo TH B3I 3004900002, xonmparm Ne250/40056192/F-2 om 20.10.2010,
unsotic Ne¥085305396 om 10.09.2018

COOTBETCTBYET TPELOBRAHUSM
11 NOI4865/02-250909 uzn, Ne 1-4

AEKJTAPAITHA IPHHATA HA OCHOBAHHH

npomoxo ucnennannit Ne 8460/ om 22.10.2018 HJT 000 "Lenmp xonmpoas xawecmea Buonaii”, antmecnam
axxkpeoumatuu RA.RU.21LKO! om 22.07.2015 2., cepmugnixant anamza Canopu Huoua Tustumed NeFPSA
050/18 om 03.08.2018, Cepnuigptixam POCC IN.PMO5.C03479 omr 22.10.2018

TATA DPHHSTHSA JEKIAPAIY 22.10.2018
AEKJTAPAIMS TECTBATEIBHA 10 01.06.202]
: \:x: s “:f-.

/JEA/ Hpyxununa 11.P.

{IOAIHCE O.H.0

CBEJEHUSA O PETUCTPALIIIHU

OPI'AH 10 CEPTHO®HKAIIUH, 3APETHCTPUPOBABIIHN AEKIAPALIUIO

Opzar no cepmughuxayuy npodykiyiy

Obuecmea ¢ ozpariuienoll omeemcmeentocnsio «OKPpYXCHON yemp cepiudukayui»,
adpec: 620014, POCCHA, Ceeponosckan obracme, Examepuntypz, Xoxpsxoea, 74, 17006,
mex: {343) 380-27-55, www.ekbocs.ru, ammecmam axxpedumaun Ne RA.RU.11DMOS

JEKJTAPATHA O COOTBETCTBHU M POCC RU J-IN.®@MO5.A.04423/18
H
JATAPEEHCIPAIIHH 22.10.201847

UaepnHa ALA.

non&m% PyxoBoauTenr oprana
10 CePTHHHKANMH TPOIYKIHH
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SANOFI
CaHocbu Undusi Numumed / Sanofi India Limited
Address: Sanofi indja Limited. India / Agpec: Canodu WHama finmuren, Vupus
CEPTUOMKAT AHATTNZA
ANALYTICAL REPORY
NMpoaykr:  Naswnkc®, pacTsop gns BHYTPUBEHHOID U Ne- FPSA 050/18
' BHYTRPUMBILLI@NHOTO BBEACHMS 10 MI/MA B annynax
no 2mn o
Product:  Lasix®, sclution for intravenous and intramuscular Date/fata 03/08/2018
injection 10 mg/m! in ampoules 2 ml
Homep cepum ‘ ‘Hara npoussogcTea ]
Batch number 0418047 Manufacturing date 06/2018
Othen Mopex no
Departmient Liguid Ihjectables Expiry date 06/2021
Paamep napriu , MenyyeHo
Batch size 181818 Ampoules Received on 25/612018
Nokazarenu: PesaynsTathi: Hopmii;
TESTS RESULTS SPECIFICATION
Onucatue MpoapauHeii GecuBETHbIA pacTeap Mpospaunbiil GecuseTHb pacTeop
Clear colouress solution
Description Clear colouriess solution
MpospasHocTs Cooreetcrayet Pacreop aonxet GeTe NPO3PEUHBIM
Ui CTENEHb DNARECLEHUUK He
[OMKHE NPEBLILATL CTENeH!
onane2cUeHUuy cTaHBapTHOH
cycneHany, !
Clarity Less than Ref. Susp. Maximum Ref. Susp. |
‘UreraocTt CooTeercTeyeT PacTBop AonxeH BbiTh BecLiBeTHEIM
Uk MHTEHCKBHOCTD BKPACcKY He
AOrmKHa NPesbitliaTe KHTRHCHEHOCTS
OKPasKW ITANOHHOMD PacTeopa
UeeTHoCTH By
Colour Less than B, Maximum Bg
flofAMHHOCTL:
~ thypocemupa (Yd-cniektp) CooteetcreyeTr ‘CoorseTcTRyeT
ypocemuga (HKX) ‘ ‘CooTsetcTByeT CooteeTcTRYEY
- HaTpus Coomeercrsyer CooTBeTeTRYET
— XNopYigos Cooreercreyer CograercTayer
Identification: »
— furosemide (UV spectum) Complies To comply
farosemide (L.C) Complies. To comply
- sodium : Complies To comply
- chioride Complies. To comply
W3enexaembik obrem (Mn} _
215 121512151215 | 2,45 2.0-23mn
Extractable volume (ml) i 20to2,3ml
21512151215 | 210 1 220 |
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MNpogykr: Nasuxc®, pacteop ans BHYTPUBEHHOIO N BHYTPUMBILLIEHHOrO 8BefeHus 10 mrimn B amrynax no
2 MmN
Product: Lasix®, solution for intravenous and intramuscular injection 10 mg/ml in ampoules 2 ml
Homep cepun / Batch number. 0418047
MNokasarerm: — Pesynsratol Hopmbi:
TESTS RESULTS SPECIFICATION
pH 01804093
pH 9.00 801093
KonuuecteenH0e onpejenedue 7,44 mrimn 6,75 — B.25 m/mn
HaTpua xnopuaa
Content of sodiurn chioride 7,44 mg/mi 6,75 0 8,25 mg/mil
KonusectseHHoe onpeaenerue 10,04 wmrimn 9,5~ 10,5 mrimn
dypocemuaa
Content of furosemide (LC) 10,04 mg/m! 2,5t0 10,5 mg/ml
MNpumecu:
4-xnop-5-CynbhamonnanT paHn-nosan 0,053% He Gonee 1,0 %
KUCAOTE 0
Cymma apyrux npumeces 0,059% He Gonee 0,5 %
Determination of by-products: 0.053%
4-chloro-5-sulphamoy! anthranilic ' ¢ Not more than 1,0 %
acid (LC) o
sum of other by-products 0.059% Not more than 0,5 %
bakrepuan:Hble 3HAOTOKCHHSI Cooreercteyer (B3 ~ 4691/18) | He Gonee 1,4 USP EU/mr
dypocemuia
Bacterial Endotoxins Complies (BET — 4691/18) < 1,4 USP EU/mg furosemide
CTepunbHOCTL Coorsercrayer (CT ~ 1723/18) | Cootsercrayer
Sterility Complies (ST ~ 1723/18) To comply
MexaHudHeckue BRIOYEHNRA:
- BKIIOMEHMS, BUAVMBIE Cooteercrayer (MB —1194/18) — BOMKEH BbIAEIKWBATE
HEBOOPYXEHHbBIM rNa30oM TpeboBaHus
Metoa memBpartoi tunbTpauni,
MUKpockonudeckuil metog (©.CLLA)
— 4acTKL pasmepom 2 10 mMrm - He Bonee 3000/amnyny
— YaCTUL PA3MEPOM = 25 MKM - He Bonee 300/amnyny
CueTHo-ghoromeTpuvecknil meTog (©.CLUIA) | 67,60
- 4acTuy pasmepoM = 10 MKM 4,67 ~ He Bonee 6000/amnyny
— MACTUL, pa3mepom = 25 MKM Complies (LBPC —1194/18) ~ He Bonee 600/amnyny
Particufate matter:
~ visible by naked eye Should comply
Microscopic Particle Count Test USP
— particles > ;g um < 3000/ampoule
- particles > 25 um 67,60 ‘ < 300/ampoule
Light Obscuration Particle Count Test USP |4 &7 = pou
- particles > 10 ym < 6000/ampoule
— particles > 25 um < 600/ampoule

NMPUMEYAHUE: OBPA3EL| COOTBETCTBYET TPEBOBAHWMAM KOHTPONA KAYECTBA..
REMARKS: THE SAMPLE COMPLIES WITH REQUIRED STANDARD OF QUALITY.
Production of the above mentioned batch was in accordance of Good Manufacturing Practice (GMP) requirements.
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AUTHORISED SIGNATORY, QUALITY CONTROL e
Damuiiun OTBETCTREHHOID Hewars o7 oo

Name of Authorised Signatory  Vincent D’SOUZA Company Slanﬁp
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