Dr.Reddy’s “:'.

CERTIFICATE OF ANALYSIS

AnanuTnuecknii oruet Ne

JlaTa aHaamu3a

CEPTUOUKAT AHAJIU3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ilpoaykr: Ketopon® (keToposiak) pacTeop JUls BHYTPUBEHHOTO M BHYTPUMBILIEYHOrO BBEACHNHS, 30 Mr/ma
Batch No / : V210924 Batch Quantity / : 2,09,090 ampules /
Cepus Ne O6bem cepun 2,09,090 amnyn
Analytical Report No / : 890001543672 Date of Analysis / : 02.09.2021

Date of Manufacture /
JlaTa npou3BoJAcTBA

: Aug-2021

Date of Expiry /
T'oaen no

: July-2024

Analysis performed according ND / Ananus nposenen mo HJI: JI1-001365-231118 (amend Ne 1 from
14.01.2020 /uzm.Ne 1 ot 14.01.2020, amend Ne 2 from 24.08.2020 /u3m.Ne 2 ot 24.08.2020)
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[Ipo3payHslii, 6ecLBETHRIN PaCTBOP.

1}00 Test / IlokazaTennb Results / PesyabTaThl Specification / Hopma
1 Description / Onucanue Clear colorless solution. / | Clear, colorless to pale yellow

solution. / TIpo3pauHbiii, 6ecrBeTHbIH
WIH CBETJIO-XKENTHIH PacTBOp.

2 Identification /
IMopaunHOCTH

chromatogram of
tromethamine and

OCHOBHBIX
XpOMaTorpamMmMe

IINKOB

XpOMAaTOrpamMMe

The retention times of the main
peaks in the chromatogram of test
solution correspond to those in the
ketorolac
naproxen
reference standards solution (Assay
section) / BpemeHa ymepXHMBaHMA

Ha

UCMBITYEMOT O
pacTBOpa COOTBETCTBYIOT BpEMEHAM
yIeP)KMBaHUA OCHOBHBIX IIMKOB Ha
pacTBopa
CTaHIapTHBIX 06pa3LoB KETOpoIaxa
TpOMeTaMUHa 1 HaTlpoKceHa (pasesn
«KonuuecTBeHHOE OTPEeIeHUEN)

The retention times of the main peaks
in the chromatogram of test solution
should correspond to those in the
chromatogram of ketorolac
tromethamine and naproxen reference
standards solution (Assay section) /
BpeMeHa yIOEpXHBAHMA OCHOBHBIX
MIHKOB Ha XpoMaTorpamMmme
MCTILITYEMOTO  PacTBOpa  JOJDKHBI
COOTBETCTBOBATb BpeMeHaM
yIEpXKHUBaHMA OCHOBHBIX TMKOB Ha
XpOMaTorpamMme pactsopa
CTaHAApTHBIX 00pa3loB KeToponaka
TpOMeTaMHHa W HalpoKceHa (pasmesn
«KOJMYECTBEHHOE ONPEAEIIEHHE)

3 Clarity / Ilpo3pauHocThb

Complies / CoOTBETCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension . / OnanecueHIusa
npenapara He JOJDKHA NPeBBIIaTh
OMaJIeCUEHIIMIO STATIOHA CpaBHEHHS I

4 Color / liBeTHOCTH 0.038 Abs Not more than 0.20 at 430 nm /
He 6onee 0,20 mpu UTHHE BOJIHEI
430 am

5 pH 7.32 Between 6.9 and 7.9/6,9 - 7,9

Remarks : The Product confirms to ND/
[pumeyanue: [Tpoaykt coorseTcTBYeT Tpebobanusam HJ

Conclusion : APPROVED /
Saxaouenne: OJOBPEHO

Prepared by /
Ioarororneno: Pardeep Kumar

N g

Checked by /
[Nporepeno: Himesh Kumar

= -

Abhishek Chauhan

Approved by: Manager/Executive /
Opnobpeno: MCHCIDK67 PykoBonurensb

Reprint Date /
Hara: 02.09.2021

Print Date /
Hara: 02.09.2021

L]

Print Date /
Hara: 02.09.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, AP, India
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Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIM3A

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

IIpoayxr: Ketopon®™ (keToposak) pacTBOp JJlsl BHYTPUBEHHOTO W BHYTPHUMBILIEYHOIO BBEACHNS, 30 Mr/m
Batch No / : V210924 Batch Quantity / : 2,09,090 ampules /
Cepus Ne O0BeM cepun 2,09,090 amnyn
Analytical Report No / : 890001543672 Date of Analysis / : 02.09.2021
AHanuTHYECKH# oTaeT Ne Jlara aHanu3a

Date of Manufacture / : Aug-2021 Date of Expiry / : July-2024

Jlara npon3sojicTea Togen po

Analysis performed according ND / Aranus nposeaen mo HJ/I: JI[1-001365-231118 (amend Ne 1 from
14.01.2020 /u3m.Ne 1 ot 14.01.2020, amend Ne 2 from 24.08.2020 /uzm.Ne 2 ot 24.08.2020)
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6 Particulate matter / Mexanuueckue BKJIIOYEHHUsI
6A Visible particles / Complies / COOTBETCTBYET Should correspond to requirements /
BuaumMble 4acTHLEI B cooTBeTcTBHU C TPeOOBAHUAMH
6B Invisible particles /
HeBuaumMele 4acTHLBL:
i. Particles> 10 pm/ 24 Not more than 6000 per ampoule /
YacTHiel pa3MepoM > He 6onee 6000 Ha aMmyny;
10 mxm
ii. Particles>25 pm/ 1 Not more than 600 per ampoule /
YacTuupl pasmMepoM > He 6onee 600 Ha ammyiy.
25 MKM
7 Related substances / PoacTeennble npuMecH
Impurity A / Ilpumecs A 0.15% Not more than 0.20 % / He Gonee
0,20 %
Impurity B / Ilpumece B BDL (Disregard area 1737) Not more than 0.50 % / He 6omnee
0,50 %
Impurity C / ITpumecs C Less than LOO (0.033% Not more than 0.50 % / He 6onee
ess than LOQ (0. 0) 0.50 %
Impurity D / IIpumecs D Not more than 0.20 % / He 6Gonee
BDL (Disregard area 1737) 0,20 %
Any unspecified impurity / Not more than 0.20 % / He Gonee
EnuunyHas HeHOeHTUQULK- 0.06% 0,20 %
pOBaHHas NIPUMECH
Total impurities / Cymma 0.32% Not more than 1.50 % / He 6onee
npumMeceit 1,50 %

Remarks : The Product confirms to ND/
Ipumeuanue: ITpoxykr coorercTyer Tpedoanusm HJI

Conclusion : APPROVED /
3akmouenne;: OJJOGPEHO

Prepared by / Checked by /
IToaroroeneno: Pardeep Kumar

L ——

[Mpoeepeno: Himesh Kumar

Approved by: Manager/Executive /
OpobpeHo: Menemkep / PykooauTess
—

o

= -

— Abhishek Chauhan ‘/[//x

Print Date /
Jara: 02.09.2021

Reprint Date /
Jata: 02.09.2021

Print Date /
Hara: 02.09.2021

Registered Office: 8-2-337, Road No. 3, Banj

ara Hills, Hyderabad - 500034, A.P, India
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Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

CEPTH®UKAT AHAJIM3A

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

Hpoaykr: Keropon" (keToponak) pacTsop i BHYTPUBEHHOLO M BHYTPHMbILIEHHOTO BECACHNA, 30 mr/mu
Batch No / : V210924 Batch Quantity / : 2,09,090 ampules /
Cepus Ne O06bem cepun 2,09.090 amnyn
Analytical Report No / : 890001543672 Date of Analysis / : 02.09.2021
AHanuTHvecknil oTaer Ne JlaTa aHanusa

Date of Manufacture / : Aug-2021 Date of Expiry / : July-2024

Jata npou3BoACTBA Tonen po

Analysis performed according ND / Anasm3s nposexen mo HJIL: JI[1-001365-2311 18 (amend Ne 1 from
14.01.2020 /usm.Ne 1 ot 14.01.2020, amend Ne 2 from 24.08.2020 /uzm.Ne 2 ot 24.08.2020)
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8 Extractable volume / 1.0 ml/ 1.0 mn Not less than label claim (1.0 mL) /
Hsenekaemslii 06bem He menee nomuHansHoro (1,0 mi)

9 Bacterial endotoxins / <=0.725EU/mg / Not more than 5.8 EU/mg of ketorolac
BakTtepuanbHble <=0.725E3/mMr tromethamine / He 6onee 5,8 EB/Mr
SHAOTOKCUHBI KeTopoJiaka TpOMeTaMHUHa

10 Sterility / CTepnibHOCTB Complies / CtepuiieH Should be sterile / Ctepunen

11 Assay / KosinuecTBeHHOE Onpefesienne
a) Ketorolac tromethamine / 29.96 mg / 29.96 Mr From 27.0mg to 33.0mg of

Keroponaka TpoMeTaMUH C15H13NO3 C4H 1NOs (ketorolac
tromethamine) per 1 mL / Ot 27,0 Mr
no 33,0 MI C15H13NO3'C4H11N03
(keTopoiiaka TPOMETaMHH) B 1 MJI

b) Sodium chloride / Hatpus 4.43 mg/mL / 4.431mr/M1 Between 4.2 mg/ml and 4.5 mg/mL /
XJIOpUA Ot 4,2 mr/mn o 4,5 Mr/mi .
12 Alcohol content / ITanon 11.33 % Between 10.60 % and 12.60 %/
Ot 10,60 % 1o 12,60 %

Remarks : The Product confirms to ND/
ITpumeuanue: Ilpoaykr cootBeTcTBYeT TpeboBaHusm HJI

Conclusion : APPROVED /
3axmogenne: OJJOGPEHO

Prepared by /
IToarorosneno: Pardeep Kumar

S —

Checked by /
ITpoeepeno: Himesh Kumar

—
—
~7 -

~

Approved by: Manager/Executive /
Onobpeno: Menemkep / PykosoanTtens
Abhishek Chauhan

Reprint Date /
Hara: 02.09.2021

Print Date /
Jata: 02.09.2021

Print Date /
Hara: 02.09.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, A.P, India
Tel: 91 40 4900 2900, Fax: 91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507

www.drreddys.com




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIM3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IlpoayxT: Ketopon™ (keToponak) pacTBOp Ajisi BHYTPUBEHHOIO ¥ BHYTPHMBILIEYHOTO BBEACHHS, 30 Mr/mn
Batch No / : V210924 Batch Quantity / : 2,09,090 ampules /
Cepus Ne O6bem cepun 2,09,090 amnyn
Analytical Report No / : 890001543672 Date of Analysis / : 02.09.2021
Ananaruyecknii oryer Ne JlaTa ananuza
Date of Manufacture / : Aug-2021 Date of Expiry / : July-2024
JlaTa npon3BoacTBA I'onen o
Analysis performed according ND / Ananus nposenen no HJI: JI1-001365-231118 (amend Ne 1 from
14.01.2020 /uzm.Ne 1 ot 14.01.2020, amend Ne 2 from 24.08.2020 /u3m.Ne 2 ot 24.08.2020)
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13 Packaging / YnakoBka 1 mL in class I amber glass ampoules | 1 mL in class I amber glass ampoules
(USP). A cut ring and point 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 to 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.

Ilo 1 mMa B aMmymdel W3 TEMHOIO
creina knacca I (USP). B pepxueit | Ilo 1 Ma B ammyJisl U3 TEMHOTO CTEKJIa
YacTH aMIyJibl HageceHbl konblo ¥ | kimacca I (USP). B Bepxue#l uactu
Touka mis pazioma. Ha ammyny | aMmynsl HaHeceHBl KOJNBLO M TOYKa

HaKJIEHBAIOT STHUKETKY. i paznoma. Ha aMIyny HakneuBaroT
ITo 10 ammyn ¢ MHCTPYKUMEHW IO | STHKETKY.

TIPUMEHEHHIO nomewaror | Ilo 10 aMmynm ¢ HHCTpYKUUEH II0
B [IBX/antoMuHUEBBIH GuCTED. NPUMEHEHHIO [IOMELIAIOT

Ilo 1 6nMcTepy B Mayky kapToHHyoo. | B IIBX/amoMuHUeBBIH OMUCTED.

ITo 1 6nucTepy B Ma4Ky KapTOHHYIO;
I cTanMoHapoB: mo 2, 3, 5
GaMCTEPOB B MaYKy KapTOHHYIO.

14 Labelling / MapkupoBka According to ND / B cootBerctsuu ¢ HJI.
15 Storage conditions / In a place protected from light below 25 °C. Do not freeze. / B 3ainuiiessom
Xpanenue OT CBeTa MeCTe NpH TemIepartype He Beilre 25 °C. He 3aMopaxuBaTh.
16 Shelf-life / Cpok rogHocTH 3 years / 3 rona.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanue: [IpoaykT cooTBeTcTBYET TpeboBanuam HJI 3axuouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

Moarotopneno: Pardeep Kumar | INposepeno: Himesh Kumar | Onobpeno: Menemxkp / Pykoeonurens

] — Abhishek Chauhan

Reprint Date / Print Date / Print Date /
Hara: 02.09.2021 Jata: 02.09.2021 Hara: 02.09.2021
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