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CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIIN3ZA

Product : /

Ketorol (Ketorolac) solufion for intravenous and intramuscular injections, 30 mg/ml

,I[a'ra HPOHIBOACTEA

I'open go

Mpopykr: Keropoa® (ketoponiak) pacrsop /11 BHYTPUBEHHOI'O M BHYTPHMBILIEUHOTO BEEAEHHS, 30 MI/MIT
Batch No / : V210765 Batch Quantity / : 2,09,090 ampules /
Cepna Ne . Obnem cepun 2,006,090 amniyn
Analytical Report No / : 890001537179 Date of Analysis / : 23.07.2021
Ananaruucckuii oruer Ne JarTa anannza
Date of Manufacture / : Jun-2021 Date of Expiry / : May-2024

Analysis performed according ND / Ananus nposexen no HJE: JAI1-001365-231118 (amend Ne 1 from
14.01.2020 /uam.Ne 1 ot 14.01.2020, amend Ne 2 from 24.08.2020 /uam.Ne 2 or 24.08.2020)

Pagelofd/Crp.1u34

I;? Test / Ttoxasarens Results / Pesyasrarsi Specification / Hopma
1 Description / Onicanue Clear  colorless solution. /| Clear, colorless to pale vyellow
IMpospaunsiii, becupeTsti pacTBOp. selution. / [Tpo3spaunbiid, decuserimiit
WM CBETIIO-KENTLIH pacTsop.
2 Identification / The retention times of the main | The retention times of the main peals
NMopnuuuocts peaks in the chromatogram of test | in the chromatogram of test solution
sohution correspond to thosc in the | should correspond to those in the
chromatogram of ketorolac | chromatogram of ketorolac
tromethamine and naproxen | {romethamine and naproxen reference
reference standards solution (Assay | standards solution (Assay section) /
section) / Bpemena yraepxupanms | Bpemena yAGpKHBAHMS OCHOBHBIX
OCHOBHBIX ITHKOR Ha | TIMKOB Ha XpoMaTorpamMme
XpoMarorpamMme HCTIBITYEMOTC | HCTILITYEMOI0  PacTROpa  JIOJDKHBY
PACTBOPa COOTBETCTBYIOT BPEMEHAM | COOTRETCTBOBATH BRpEMEeHaM
YASPKUBAHNR OCHOBHBIX NMKOB HA | YHCPKMBAUH# OCHOBHLIX NHKOB Ha
XPOMATOrPaMME PacTROPA | XpOMAaTOrpaMme pacrsopa
CTARAAPTHLIX OOPA3UOR KETOPONaxa | cTaHfapTHRIX ofpa3uoB KeToposaka
TPOMETAMMHA W HATIPOKCEHa (pasaen | TpoMeTaMMHA W HanpokceHa {pazmen
«KONHYECTBEHHOE ONPEICTCHUEN) «KoJuuecTBeHHOE ONPEACHcHHEN)

3 Clarity / I1pospaunocri. Complies / Coorpercrayer The opalescence of the sample should
not exceed opalescence of reference
suspension L. / Onanecnesuns
APENAPATa HE JOJBKHA HPeBLIIATE
ONANECIEHIMIO YTalOHa cpasiens 1.

4 Color / IfserHoCcTh 0.043 Abs Not more than 0.20 at 430 nm /

He Gonee 0,20 npu psdHe BOJFHLL
430 um
5 pH 732 Between 6.9 and 7.9/6,9-79
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanne: [pogykr coorsercryer Tpebosanuam HJL 3arsnouenue: QAOBPEHO
Prepared by / Checked by / Approved by: Manager/Ixecutive /
loaroronneno: Pardeep Kumar | Fpoeepero: Himesh Kumar | Onobpeno: Menemiep / Pykosoauress
- T T == Manoj Kumar .
Reprint Date / Print Date / Print Date /
Hara: 23.07.2021 Hara: 23.07.2021 Hara: 23.07.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, A.P, India
Tel: 91 46 4900 2900, Fax: 91 40 4900 2999, Email: nl‘ui@dneddyq com
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CERTIFICATE OF ANALYSIES
CEPTHOUKAT AHAJIH3A

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml

AvdanaTHueckuil oraer No

Mpoxyxr: Ketopon® (keToposiak) pacTsop A/1s BHY TPHBEHHOIO M BHY TPHMBILICYHOTO BBEIeHHs, 30 Mr/mi
Batch No / : V210765 Batch Quantity / + 2,009,090 ampules /
Cepust Ne ObBem cepun 2,09,090 amnyn
Analytical Report No / : 890001537179 Date of Analysis/ ¢ 23.07.2021

Hara apajmsa

Jdara npouspoacisa

Date of Manufacture / : Jun-2021 Date of Expiry / : May-2024

Topen no

Analysis performed according ND / Ananus nposexen no H: JITT-001365-231118 (amend Ne § from
14.01.2020 fusm.Ne 1 o1 14.01.2020, amend Ne 2 from 24.08.2020 /uanm.Ne 2 or 24.08.2020)

Page2of4/Crp. 2 m3 4

0 Particulate matter / MexannueckHe RKNIOENHHA

GA Visible particles /
BuAMsie YacTHIIb!

Complies / CoorsereTsyer Should correspond to requirements /
B coorsercTeHn ¢ TpeOOBAHWAMH

6B Invisible particles /

HepyauMble 9aCTHIbI:

I Particles = 10 um/
YacTHLbl pasMepoM =
10 MKM

il. Particles > 25 pm /
HacTuisl pasMepem >

13 Not more than 6000 per ampoule /
He Gonee 6000 na amnyy,

0.2 Not more than 600 per ampoule /
He Gonee 600 na ammyay.

25 Mum
7 Related substances / Pojersennbie npuvecn

Impurity A / Ilpumecs A 0.14% Not more than 0.20% / He bosee

0,20 %
Impurity B / Tlpumecs B Not Detected Not more than 0.50 % / He Oonee

0,50 %

s a 1 : @, ars 3

Impurity C / pumecs C Less than LOQ (0.033%) 3(5)2) :;;orc than (.50 % / He Gonee
Impurity I / Tlpamecs D Not more than 0.20 % / He OGonee

BDL (Disregard Area 1963) 0,20 %

Any unspecified impurity /

Not more than 0.20 % / He Gonee

EnpunyHas HenneHTHuIM- BDL (Disregard Limit 0.05%) 0,20 %
pOBaHHAA IPHMECH
Total impurities / Cymma 0.14% Not more than 1.50% / He Gonee
npumecei 1,50 %
Remarks : The Product confirms to NI/ Conclusion : APPROVED /
[Ipumeuanue; ITponyxr coorsercreyeT TpebosanusM HJI 3axmouenne: QJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Toarororneno: Pardeep Kumar | Iposepeno: Himesh Kumar | OnoGpeno: Menemxep / Pykosoaurens
- }[’_ﬁ_ {—\\! BN Manoj Kumar s
Reprint Date / Print Date / Print Date /
Jlara: 23.07.2021 Hara: 23.07.2021 Hara: 23.07.2021

Registered Office: 8-2-337, Road No. 3, Banjata Hills, Hyderabad - 500034, AP, India

Tel: 91 40

4900 2900, Fax: 91 40 4900 2999, Email: maili@direddys.com
CIN: LES195AP1984PLCGD4507
www.direddys.com
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CERTIFICATE OF ANALYSIS

CEPTHOURKAT AHATIHIA

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/mli

Tlpoagyicr: Keropon™ (keroposak) pactBop uisi BHYTPUBEHHOTO M BHYTPUMBIIEHHOTO BREAEHHS, 30 Mr/Ma
Batch No / : V210765 Batch Quantity / : 2,09,090 ampules /
Cepust Ne Oowem cepun 2,09,090 amryn
Analytical Report No / : 890001537179 Date of Analysis/ : 23.07.2021
Ananuruaeckuil oTueTt No Jara ananuza

Date of Manufacture / : Jun-2021 Date of Expiry / : May-2024

Hdara nponzpojactsa l'ogen po

Analysis performed according ND / Auanus nposenen no HJ: JII1-001365-231118 (amend Ne 1 from
14.01.2020 /u3m.Ne 1 or 14.01.2020, amend Ne 2 from 24.08.2020 /uzm.Ne 2 ot 24.08.2020)

Page3of 4/ Crp. 3 ma g

8 Extractable volume / LIml/ 1.1 mn Not less than label claim (1.0 mL) /
Wzpnexaemntit 06bem N He menee HoMunansioro (1,0 ma)

9 Bacterial endotoxins / <=().725EW/ mg / Not more than 5.8 EU/mg of ketorolac .
Bakrephanbasie <=0.725ED/mr iromethamine / He 6onee 5,8 E3/mr
IHAOTOKCHHLY KeTopoliaka TPOMeTaMHuHA

16 Sterility / Crepaaenocrs Complies / Crepunen Should be sterile / CrepiicH

11 Assay / Konnuecrsennoe onpeaesaeine
a) Ketorolac tromethamine / 29.33mg/ 2933 Mr From 27.0mg to 33.0mg of

Keroponaxa rpoMeramun CsHiaNOs CiH1NO;3 (ketorolac
tromethamine) per I mkL / Or 27,0 Mr
ao 33.0mr CisHisNOy Gl NOs
{xeToponaxa TpomeraMui) B b Mn

b) Sodium chloride / Havpus 4.36 mg/ml. / 4.36 mr/mn Between 4.2 mg/mL and 4.5 mg/ml. /
XJI0pUl O 4,2 Mr/mn 1o 4,5 Mr/Mn
12 Alcohol content / Iranon 11.82% Between 10.60 % and 12.60 % /
Or 10,60 % no 12,60 %

Remarks : The Product confirms to ND/
Hpumeuanue: [ponykr cootBetcTByer TpedoBanmam HJJ

Conclusion : APPROVED /
Jaxmovenne: ONOLPEHO

Prepared by /
Honproroeneno: Pardeep Kumar

=f

Checked by /
Hpopepero: Himesh Kumar

"

Approved by: Manager/Executive /
Onobpeno: Meuemep / Pyropoaurens
Manoj Kumar

sl

Reprint Date /
Hara: 23.07.2021

Print Date /
Jara: 23.07.2021

Print Date /
Jara: 23.07.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, AP, India
Tek: 91 404900 2900, Fax: 91 40 4900 2999, Email: mail@drreddys.com

CIN: LE5195AP1984PLC0O04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTHDHEAT AHAJIM3A

a0

Hpoaykr: Keropon

Product ; / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
(keToponak) pacTBOP 15 BHYTPHBEHHOIO M BHYTPHMBILLIEUHOTO BBCACHHS, 30 Mr/mn

Ananauruyecknit oruer Ne

Batch No / : V210765 Batch Quantity / 1 2,09,090 ampules /
Cepus Ne Q6nem ceprn 2,09,090 amnyn
Analytical Report No / : 890001537179 Date of Analysis / : 23.07.2021

,IIHTH AHAJH3A

Jdara npouzsojgcraa

Date of Manufacture / : Jun-2021 Date of Expiry/  : May-2024

Topen no

Analysis performed according ND / Asanus nponenes no HJ(: JI[1-001365-231118 (amend No 1 from
14.01.2020 /uzm Ne 1 or 14.01.2020, amend Ne 2 from 24.08.2020 /usm.Ne 2 ot 24.08.2020)

Page40f4/Crp.4m3 4

13 Packaging / Ynaxoska

I mL inclags T amber glass ampoules ¢ 1 mL in class 1 amber glass ampoules
(USP). A cut ring and poin{ in the ;| (USP). A cut ring and point in the
upper part of ampoule. A label is | upper part of ampoule. A label is

attached to ampoule, attached {o ampoule.

10 ampoules and a patient | 10 ampoules and a patient information
information leaflet in a | leaflet in a PVC/aluminum blister,
PVC/aluminum blister. 1 blisters in a carton pack;

1 blisters in a carton pack. For in-patient facilities: 2, 3, 5 blisters
m in a carton pack.

flo 1 M B aMnyisl M3 TeMHOIo
creina xinacca 1 (USP). B sepxueit | ITo 1 Mn B aMIiylist 43 TeMHOr0 cTexna
YACTH aMly)bl HaHeceus! xonsuo W | xracca I (USP). BB pepxuell uacru
TOYKA AR pazioma. Ma amiryliy | aMuyisl HaHGCCHBI KOALIO M TOMKA

HAXJICHBAIOT ITHKETKY. Jnst pasnoMa, Ha amnyny HaioiemBalor
[To 10 ammyn ¢ mecTpykuMeil no | sTHreTky.

IIPHMEHCHHIO nomematior | o 10 amnyn ¢ amerpyxkumeit no
e [IBX/amomunanennii Onauctep. NPUMEHCIHIO TIOMEeLIaoT

{lo 1 6nucrepy B mavky xaprownyio. | B IIBX/anmromutuenr il Ginctep.

[No 1 Giicrepy B IAUKY KapTOHHYIO,
juts crapmonapos: mo 2, 3, 5
GuHCTEpOR B AYKY KapTOHKYIO.

14 Labelling / Mapxuposia

According to ND / B coorsercrsuu ¢ HJL.

15 Storage conditions /
Xpanenne

In a place protected from light below 25 °C. Do not freeze. / B sanmiensom
OT CBETA MECTE NPH TeMIeparType #e suime 25 °C. He 3aMOpakuBaTh.

16 Shelf-life / Cpox roguoctx

3 years / 3 rona.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Tpumenanue; Tpoaykr coorpercrsyer Tpebosanuam HJY 3armwaenunc: OIOBPEHO

Prepared by / Checked by / “Approved by: Manager/Executive /
[Moarorosneno: Pardeep Kumar | IIpoeepeno; Himesh Kumar | Opobpeno: Menemxep / PygopoauTens

. T Manoj Kumar
. ~ s | Maned (pe—
Reprint Date / Print Date / Print Date /
Jara: 23.07.2021 Jara: 23.07.2021 Jara: 23.07.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, AP, India
Tel: 91 40 4900 2900, Fax: 91 40 4900 2999, Email: mail@drreddys.com

CIN: L85S195AP1984PLC104507
www.drreddys.com




