JEKJIAPAIIMS O COOTBETCTBUU

JAEKJIAPAHT, IPHHEMAIOIUAH JEKJIAPAITHIO O COOTBETCTBHHU

40 "Canoghu Poccus”

Ceedenun o pecucmpayuu opzanuzayuu: Mexcpaiionrnan uncnexyua GedeparvHoti HAT020601 CAYHCOBI
Ne 46 no 2. Mockee, OT'PH 1027739079940, oama npuceocenun OI'PH: 19.08.2002

Adpec: 125009, 2. Mockea, yn. Teepcxan, 0. 22. Teredhorigharc: 8 (495) 721-14-00/ 721-14-11

B muyge: I'eneparvruii oupexmop Monxe O.A.

Hogepennoe muyo: Apyvrcununa IH.LP.

Hogepennocms: 6/4 om 21.08.2018

3AABISIET, YTO
hexapcmeenroe cpedcmeo: Jasuxce® pacmeop 05 GHYMPUEEHHO20 H GHYMPUMbIIeHO20 ecedenus 10
ve/va 2 e, ammvaot (10), nauk kapmonnere, pez Ne IT NO14865/02 om 16.05.2008 (oama
nepeogbopm.aemm PY 08.12.2015), cepusn 0418044, napmus 17250 ynaxosox, 200en 0o 01.06.2021,
npouszeodcmea Carogpu Hudus Tumumeo / Sanofi India Limited, Clo. M/s. Samrudh Pharmaceuticals
Pvt. Lid. Plot Ne J-174 & J-168, M.1L.D.C., Tarapur, Boisar, Dist. Thane - 401 506, India, Huous, koo
ORI 21.20.10.143, koo TH B3 3004900002, xoumparxm Ne250/40056192/F-2 om 20.10.2010,
urngoiic Ne9085305396 om 10.09.2018

COOTBETCTBYET TPEBOBAHMSIM
IT NO14865/02-250909 uzm. Ne 1-4

JAEKJTAPAIIMSA ITPUHATA HA OCHOBAHHH

Hpomoxox ucnoimariit Ne 8458/ om 22.10.2018 HJT OO0 "Lenmp xonmpoas xavecmaa Buoaaiih", ammecniam
axxpedumani RA.RU.21LKGI om 22.07.2015 2., cepmugpuxam anaanza Canogpu Hrudus Auriumed NeFPSA
047/18 om 26.07. 201 8, Cepmugpuxam POCC IN.@MO5.C03477 om 22.10.20618

Apyxuannaa H.P.

mf%f’z;;-m;ni ' MOATIHCE OO
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CBEJEHHUSA O PETHUCTPAIIUA

OPI'AH IO CEPTHOHKAIIUMY, 3APETUCTPHUPOBABIIHI AEKTAPAIIHIO

Opean no cepmughuxayuu npodyxyu

Obiygecneq ¢ 02paniuerHO OMEEINCINGEHHOCTINLIO « OKPYJICHON teHmp cepiugurayu»,
adpec: 620014, POCCHA, Ceepdrnoeckas obadacme, Examepunéype, Xoxpsxoea, 74, 1706,
men: (343} 380-27-55, www.ekbocs. ru, annmecmam axxpedumantiu Ne RARU, 1 I DMOS5

ZIERJIAPAI_IHH O COOTBETCI'BI/IH Ae POCC RU J-IN.@MO5.4.04420/18

YnuepuHa A.A.

PyROBOZHTENE OpraHa
TI0 CepTHHHKANMH NPORYKIHH




Caxocpu Wndust Numumed / Sanofi India Limited
Address: Sanofi India Limited. India / Anpec: CaHodm Vnaus Hwmuren, Mnaus

CEPTUO®UKAT AHANW3A
ANALYT[CAL REPORT
Nponyir:  Nasukc®, pactaop Ans BRYTPUBEHHOTD 1 Ne FPSA 047/18
BRYTpMMbIeYHOTO eBegerus 10 mrimn B amnynax
o 2 mn A ‘ ‘
Product: lasix®, solution for intravenous and intramuscular Date/llata 26/07/2018
injection 10 mg/iml in ampoules 2 ml
Homep cepiin ‘ Hara npouspogcrsa
Batch number 0418044 Manufacturing date 06/2018
Otgen . Mogen ao
Department Liquid Injectables Expiry date 06/2021
Pazmep naprum. Monyqexo
Batch size 181818 Ampoules Received on 22162018
Moxasarenu: Peaynurarel: Hopmu:
TESTS RESULTS SPECIFICATION
Onucanhe Mpospadkbi GecuseTrbii pacTeop Npo3paviHelil GecLpeTHLI# pacTeop
Clear colourless solution
Description Clear colouriess solution
[pospavHacTs Cootsercrayer Pacteop fonxeH Gbite NpoapaskbiM
Nk cTengHe cnanecyeHuun He
AOTKHA NPEBILUATL CTENEHN
onanecyeHun crakfapTHol
cycnessmm |
Clarity Less than Ref. Susp. ! Maximum Ref. Susp. |
HaeTHoCTh Cooraercreyer Pacreop acmues BuTb GecUBETHEM
WU MHTEHENBHOCTL OKPACKY He
AOIDKHA TPEBLILIATL UHTEHCUBHOCTh
OKPACKK STRNOHHOG pacTaopa
LBETHOCTH By
Colour Less than By Maximum B,
MopnueHOCTE:-
- thypocemmnaa (Yd-cneirp) CooTeeTcTRYET CoareeTcTeyeT
dypocemuga PKX) CooTRETCTRYET Coorsercreyer
~ HaTpUA CooTeeTcTBYET CooTreTcTRyeT
~ XNOPHAOS, CooTaeTcTByeT CooTa&TeTRYET
Identification: -
- furosemide (UV spectum) Complies To comply
furosemide (LC) Complies To comply
- sodiufn Complies To comply
- chloride Complies To comply
Haanekaemeil o6ber (mn}
' 2151215 12151215} 215 | 20-23mn
BExiractable volume {ml) 2,0102.3 mi
216 | 215 12151 210 | 2,20
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Fiponykr: Nasuke®, PaCTBOP A7 BHYTPMBEHHOTO 1 BHYTPUMBILIEHHOrO BeeaeHna 10 Mr/Mn B amnynax no
2 mMn

Product: Lasix®, solution for iniravenous and intramuscular injection 10 mg/ml in ampoules 2 ml

Homep cepuv /. Batch number; 0418044

Noxasarenu: PesyneTaThbi: Hopambi:
TESTS RESULTS SPECIFICATION

pH OT80p08.3
pH 9,07 8,010 9,3
KonuvecTBernoe onpegenetne 7,48 wmrfun 6.75— 8,25 mrimn
HETRWS XNoprEa ,
Content of sodium chioride 7,48 mg/ml 6,75 10 8,25 mg/in
KonkyecTeenHoe anpelieneHue 10,02 wrfmn 9,5 -10,5 mrimn
thypocemusa
Content of furdsemide {LC) 10,02 mg/mi 9,5 tg 10,5 mg/mi
ﬂpmecm '
4-xnop-5-cynbamonniaHTpanii-nopas 0,060%: He Gonee 1,0 %
kucneTa o
CymMa Apyrix npumece 0,052% He Goriee 0,5 %
Determination of by-products; 0.060%

-chloro—s-sulphamoyl anthranific ' ' Not more than 1,0 %
acid (LC) 0.052%

sum of ether by-products.

Not more than 0,5 %

BairepuasisHbIe SHEOTOKCUKBI

Cootaercrayer (B3 - 4688/18)

He Gonee 1,4 JSP EU/wr

o typocemnaa
Bacterial Endotoxins Complies (BET — 4688/18) = 1,4 USP EU/mg furmsemide
CrepunbHocts Coorsercreyer (CT ~ 1694/18) | Cootserctayer
Sterility Complies (ST — 1694/18) To comply
MexaHnieckne BRIKMEHIHA: o .
— BRTOMEHNA, BUUMBbIe Cooteetcrayer (MB ~11719/18) ~ QOSKEH BLIASPHIEATS,

HEBOOPYHEHHbIM . FNA30M
MeTon memGpaHHoi (unsTpauuu,
MURpOCKONUUackui MeTop (4. CLUA)
— 4acTuL pasmepom = 10 mam
~ YECTKL. pEIMEPOM Z 25 MM

CueTHo-hoToMeTprUecKH MeToR (B.CLUA)

- MgcTuy pasmepom 2 10 MrM
~ YaCThL pazMepom =25 min

51,2
16 o
Complies (LBPC —1119/18)

TpeboBanits

- He Gonee 3000/amayny
~-He Bonee 300/amnyny

- He Bonee 8000/amnyiry
- He Sonee B00famnyny

Particulate matier:

- visible by naked eye ‘ Should comiply
Microscopic Particle Count Test USP

- Paz?‘-’:% 2 ;g um < 3000/ampoule
- particles > 25 pm 1.2 -

Light Obscuration Partile Count Test USP ?152 < 300fampoule
— particles > 10'pm a < 6000fampoulie
- particies > 25 um £ 800/ampoule

MPUMEYAHUE: OBPA3EL COOTBETCTBYET TPEBOBAHWAM KOHTPONA KAYECTBA..
REMARKS: THE SAMPLE COMPLIES WITH REQUIRED STANDARD OF QUALITY..

Production of the above mentioned batch was in accordance of Good Manufacturing. Practice (G

HNOAMKUCE, OTAET KOHTPOJIS KAUECTBA
AUTHORISED SIGNATORY, QUALITY CONTROL

DaMunuy OTBETCTBEHHOTO-

i

Nanie of Authorised Signatory  Vincent D*SOUZA
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