ELFA LABORATORIES

205, Himland House, Karampura, New Delhi - 110015 India

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHATH3A
Product Name Dexamethasone Solution for injection dmg/ml
Hanmenopanne Jexcameraion, pacTeop 8 wHbekwsi 4
Batch No, DEX121166 Batch size 300 Liter
Cepin DEX121166 Pasmep napriu 300 n
Mfg, Date : | 07-2021 Exp. Date 06-2024
Hara wrorornennn 07-2021 Fogen qo 06-2024
TEST SPECIFICATION RESULT
. Hanvenonanme tecra Creuwndukating Pegynurar
Description Transparent from colourless to yellowish | Transparent colourless solution,
Onseanne solution.
lpoapaunusii, o1 Secusernore a0 caerao- [pospatinii, Gecupernuii pacoop.
KENTONO UBETE PACTBOP.
Identification The retention time of the main peak in the | Complics
Mopnusnocts chromatogram of the test solution should Cooreercrayer
correspond to the retention time of the main
Dexamethasone peak in the chromatogram of 2 standard
Hexcamerason solution of | dexamethasone phosphate
Bpems yaepaHBaN#A OCHOBHOTO NMKA Ha
XPOMATOTPAMME  MCTILITYEMOTO  PacTBOpA
AONHHO COOTEETCTROBATH BPEMCHH
YACPAKHBAHMA  OCHOBHOMO  NHKA  Ha
XPOMATOTpaMME CTAHAAPTHONO pacTeopa |
AckcameTazona docdara.
Methyl parshydroxybenzoate and | The retention times of the main peaks in the
propyl parahydroxybenzoate chromatogram of the test solution should
cormespond 10 the retention times of the
main peaks in the chromatogram of a
standard solution of 2 methyl and propyl
paralivdroxybenzoate.
MenumaparuapokenGensoar  w | Bpemena NACPHKHBIHHA OCHOBHBIX [HKOR
ApoIHANAparnIpoKeHiensoaT HA XPOMATOrPaMME HCTILITYEMOrO pacTaopa
AOMKHE  COOTBETCTEOBATL  BPEMENAM
YACPAKHBANNA  OCHOBHWIX  NHKOB  Ha
XPOMUTOIPAMME CTAHLAPTHOrO pacTeopa 2
o B METHI- PR @A HAPUKCHTCHSOR T,
Sedium Disulfate Decolorization of the solution. Complies
Harpus aucyvisdar OfGecupeunnanue pacteopa. Cootretcrayer
Transparency The preparation must be transparent in Complies
IpoapaunocTs comparison  with  water or  withstand
comparison with standard 1.
Hpenapar nomen Ourh npospaunuim o Coorsercreyer
CPABHEHIID © BOOOH WAM  BLISKHBATL
CPERHEHME C ITATHOM |,
Chromaticity The product should be colorless compared | Complies
Lgernocrs to water or be comparable 1o Y.,
[penapar gomsen Swre GecuseTHbiM no Cooteercinyer ||

CPaBlEHHIC ¢ BOZOH WM  BuLACPKHBATE




CpasHenHe ¢ yanonosm Y

Extractable volume Not less than 1.0 mi 1.00 ml
(1.0 1.1 ml).
Hamaexaemuii odnes He mence 1,0 mn 100 s
(ot 1,0 mo 1.1 ma).
Mechanical Impurities 1.Visible particles:
Mexannueckne BRIIOYe A The solution should be free from | Complies
mechanical  impurities  during  visual
mspection,
2. Invisible particles: Coorsercrnyer
The number and size of invisible particles,
determined using a laser counter, must not
exceed the following limits:
Particles > 10 wm in size - not more than
6000 / ampoule,
Particles = 25 pm in size - no more than 600
{ ampoule.
L. Buammnie sactuup:
Pacteop aommen Owrs  cwolomen  or
MEXAHHBECKHN BIAIOHCHMI npH
BHIYANBHOM KOHTPOJC.
2 Hepmimmbie SacTiue:
Konuuectso  w pasmepn  nesmmmMbix
YACTHIL  ONPEAcHAeMbIX ¢  MOMOWBIO
NIEPHOTO  CHETUMKE,  HE  JO/DKHBI
NPEBLILIATE CACYIOUINN IPALHOR;
Hacruust pasmepom > 10 mem — ve Gonee
6000/ ammyny,
YacTuust pazmepom > 25 mrm — ne Goace
_ 600/ammyay.
pH From 7.0 10 8.5. 8.16
_ Or 7.0 1o 8.5. 8.16
Related substances
- Free dexamethasone No more than 1.0% Less than 1.0%
Any unidentified impurity No more than 0.5% Less than (.5%
The sum  of  umdentilied
impurities No more than 1.5% Less than 1.5%
HNocropossne npumecy
Crofonusiil 1ekcaMeTazon He Gonee | 0% Menee yenm | 0%
JioBan  wemaentudHusposantan
HpHMECE He danee 0,5% Mesice wem 0,5%
Cymma senaeHmHuBpoRannax
npuMcceil He Gonee 1,5% Menee uem 1.5%
Bacterial endotoxing Not more than 31.3 EU/ mg dexamethasone | Complics
BakTepuiibiEIC 9HA0TORCHHEE phosphate.
He Gomee 313 EDfmr gexcamerasoma | Cootsercrayer
toedara,
Sterility Must be sterile, Sterile
CrepuibHocT, Homsen GuTs cTepHIBHBIM. Crepuibnbi
Assay j
Dexamethasone phosphate From 3.6 to 46 mg/ml (from 900 to| 4.03 mg/ml
115.0% of the declared amount)
Methyl Parahydroxybenzoate From 1.2 to 1.8 mg/ml (from 80.0 to| 1.65 mg/ml
120.0% of the declared amount)
Propyl parahydroxybenzoate From 0.16 to 024 mg/ml (from 80.0 to | 0,22 mg/mi
Koanvecrpennoe onpeienchme 120.0% of the declared amount)
Hexcamerazona docdar Or 3,6 5o 4,6 mr/mn (ot 90,0 a0 115.0% ot | 4,03 mrima




Merwmmaparnapokcubensoar

Tponwanaparsapokendersons

FAABICHHONO KOAHYECTDA )
Or 1.2 a0 1,8 sr/sn {or 80,0 7o 120.0 % ot
FAABACHHOND KONHYCCTRA)

Or 0,16 a0 0,24 mr/sn (or 80,0 go 120.0%
OT SAAWIEHIOND KOJUHYSCTBR)

Packaging
Ynaxoexa

1,65 sir/wn

0,22 min/mn

L0 ml of the drug in ampoules of dark
glass. 25 ampoules per cellular cardboard
grate, | grate together with instructions for
use in & cardhoard bundle.

flo 1,0 sma npenapata B aMnyau Temuoro
cresna. Ilo 25 amuyn ®  suencryio
KAPTOMHYK) pelieTky, no | peuetse aMecre
¢ MHCTPYKUMEH no  npuMesennio B
KAPTOHHYIO [4KY.

Marking
Maprupoeka

(cosnapaer ¢ MHH), aesapersennyio

The ampoule indicates: name and country of
the manufacturer, name, country of the
company that owns the registration
certificate and its logo (in Latin), the brand
name of the drug (coincides with the INN),
dosage form. dosage, volume of the drug in
ml, “Sterile!”, production license number,
manufacturing date, batch number, "Good
to."

On a cardboard box indicate: the name,
country and address of the manufacturer's
company, name, country, address and logo
(in Latin} of the company owner of the
registration centificate, the trade name of the
drug (coincides with the INN), dosage form,
composition, dosage, volume of the drug in
ml , the number of ampoules per package,
storage conditions, conditions of dispensing
from pharmacies, waming labels: “Keep out
of the reach of children!™, “Sterile!”,
Method  of  administration, registration
certificate  number, production license
number, batch number, manufacturing date,
“expired”, a two-dimensional matrix code
can also be applied, global GTIN product
number (application identifier (01)) and
individual  packaging  serial  number
(application identifier (21).

Ha ammyne ykasuiBaioT: nassanue W crpana
(pUpMEITIPOHIBOANTENS, HASBANHE, CTPAMY
thupmei-pnanensua PerMCTPRUMOHHOND
YaoCromepenws M @e norotun (Ha
JATHHHLE), TOProBOE HA3BanHe npenapara

ropaty, acauposky, oGnem npenapara b wi,
aCrepunsholy, HOMED NPOMIBOACTBCHHOT
NHUSHIHH, JaTY  HITOTORNEHHA, HOMep
cepin, ol ogen gon.,

Ha  xaprowmoii nauke  yxammaor
HasEdNHe,  crpany M aapec  mpatil
NPOMIBOANTENN, HAIBAKAE, CTPaHY, JIpeEC
AOTOTHI (B BATHHUUC) DRpAbI-EILICIRIA
PerHCTPALHONKOID YAOCTOREPERUS,

Complies
Cooreercrryer

Complies

Coorvercrayer




TOProBoe HATRAWHE Npenapara (copnasaeT ¢
MHH), naexkapeTrennyio dopmy, cocras,
Aosuposky, o0wem npenapata B MA,
KOIHYECTBO aMIYA B YIAKOBKE, YCROBHA
XPAHCHHE, YCIORMA OTNYCKE W3 anvex,
NPEAYNPeAHTENbHEIC HAMKCH: «XpaHHT B
HEAOCTYAHOM A8 JeTed mecTe!s,
«Crepuasnols, cnocol ssencens, Homep
PECHCTPALMOHHOTO  YAOCTOREPEHHR, HOMEp
IponssoscTsenkoll  anuenaME,  Homep
cepum, sary warotossenna, «logen aow,
TAKAE MOWET OBITL HaHCCCH NBRYXMEpHbIil
MATPHUNEIR - koA,  raoBanuueiit  Homep
TORApA GTIN {(nackrudurarop
npamenenna  (01)) w» HHAMBRIYANLH LI
copHitHmii HOMEp VILKROBEH
(waenmuiprikatop npumenes (21).

Storage conditions In a dark place at a temperature of no higher | Complies
Yenowus xpasenns than 25 °C. B sammuenyom or caeta mecre,
npw TemBepaType e pie 25°C,
| Cooraercayer
Expiration date 3 years 3 years
_ Cpox roanoctn 3 ropa 3 rona

Buison: Brweonncannii npoayvir

CONCLUSION: The product described above meets the requirements

of ND JITT-001249-240117 change Ne|-2,

vooTBeTCTBYET Tpeboranuay H JIM1-001249.2401 17 uan. Nel-2.

Analyst Name
Ananurug
Mohit

Moxur

N
N\r

Approved chemist
Onobpeno
DEEPAK KUMAR
Hunak Kysap

Desgek prons”

Date: 21072021
Hara: 21.07.2021
Q.C. In-charge




((ensoxeuf seHnuiadi/sennudols)
~ /omuHOLdEN
. LIIF % 73N AumeosedpumaoNeL £) ———
o w.._“m_ own 6ve m.ﬁ.vo _HE. 1 suIrH ‘endoredogeyr edurre ((Axsoxenk endoredoae o — :9_ L
9911Z1X4d o €. H L1101 mvn_cc‘:.: oifenuadau 1) SHmgosedpmmaoyen £) BHIHY gL ‘ n 120Z°60°80
TLH. OV TN suruy ‘endoredoger vharg g ISR L
WEHLT10YT-6+T100-L11f ‘(eg109ne 9rodiHON YHINORNOALINE) e dowisel
'HOERLIWRONRY]
suiruy] ‘endoredoge edparg
LIITH &8 s _.x.wn“wm“«n.. BHNELHIWANOT (mednx AHMHEAOHIWHEH mdogwenmeciey oy
sunamadeed ‘uudad aﬂnanzb i ua:na.:”ws don eaLYoseHodn XEHITEL) 0 BHHA4)) enedi) HHIMOIEN) 194 aa“sog doy, JHV
erer ‘dawoyy dawopy ‘suneenivado awaLHrogeHod]] 4 BHHIDIHY eLe]]

EMHIHYEXDOSVIVE 34390 8

“p0:¢T TZOC'TT'LT BH 0IMHE01503 OU 815Tadd RSOEVVH OU VXAV BVHAVVATY

Xi9HHa8.L0dexar nnnedsifagp noddumMdd04 g Lodogo umddHemxedd g afogs o EUHITag)»




