Qe
Dr.Reddy’s €

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIH3A

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02
www.drreddys.com

AHajanTHYeckuii oTuer Ne

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

Hpoayxr: Keropon" (ketoponak) PacTBOp AN BHYTPUBEHHOrO M BHYTPUMBILICYHOTO BEEACHH, 30 Mr/Mi
Batch No / : V211110 Batch Quantity / : 2,09,090 ampules /
Cepun Ne O0nem cepun 2,09,090 amnyn
Analytical Report No / : 890001552472 Date of Analysis / 1 23.10.2021

JaTa ananuza

Date of Manufacture /
Jlata nponzeoacrea

: Sep-2021

T'ogen go

Date of Expiry /

: Aug-2024

Analysis performed according ND / Auanns nposened no HJ: JI[1-001365-231118 (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) N
~ Page1of4/Crp.1uz 4
i‘? Test / MokazaTenn Results / PesyasTaTsl Specification / Hopma
1 Description / Onucanue Clear  colorless solution, /| Clear, colorless to pale yellow

[Ipospaunelii, 6ecupeTHbIii pacTBOp.

solution. / [Tpo3paunslii, 6ecuBeTHBI!
HJIH CBETJIO-XKENTBIH PacTBOp.

2 Identification /
HMognunuocrs

The retention times of the main
peaks in the chromatogram of test
solution correspond to those in the
chromatogram of ketorolac
tromethamine and naproxen
reference standards solution (Assay
section) / BpemeHa ymepxuBaHHS
OCHOBHBIX MUKOB Ha
XpOMaTorpamme HCTIBITYEMOTO
pacTBOpa COOTBETCTBYIOT BpeMeHaM
YAEpXKHMBaHUA OCHOBHEIX ITUKOB Ha
XpoMaTorpaMmme pacTtBopa
CTAHAAPTHBIX 06pa3IOB KeTOpoNnaKa
TPOMETaMKHA M HAalIpOKCeHa (pasien
«KonuyectBeHHOE OnpeneneHue»)

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) /
Bpemena ynepxuBaHMA OCHOBHBIX

IIUKOB Ha XpoMartorpamme
HCIBITYEMOTO pacTBOpa JOJIXKHBI
COOTBETCTBOBATDH BpEMECHaM

YAEPXKUBAHUS OCHOBHBIX MHUKOB Ha
XpoMaTorpaMme pacTBOpa
CTaHAAPTHBIX 00pa3LOB KeTopoJaka
TPOMETaMHHa U HaMpokceHa (pasmen
«KonnyecTBeHHOE ONpe/IeNeHne)

3 Clarity / ITpozpaunocTs

Complies / CooTBeTCTRBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension 1. / OnanzecueHnus
npenapaTa He JOJKHA NPEBLIIIATh
ONAJIECLUEHIINIO 3TAIOHA CpaBHEeHHs 1.

4 Color / llBeTHOCTB 0.041 Abs Not more than 0.20 at 430 nm /
He 6onee 0,20 npu niune BoJTHBL
430 um

5 pH 7.30 Between 6.9and 7.9/6,9-7.9

Remarks : The Product confirms to ND/
[Tpumeuanue: [MponykT coorseTcTBYeT TpeboBanusam HJT

Conclusion : APPROVED /
3axmouenue: OJIOBPEHO

Prepared by /
IMoarorosneno: Pardeep Kumar

~f—

Checked by /
[Iposepeno: Anil Kumar

-+

Approved by: Manager/Executive /
Onobpeno: Merepkep / PykoBoaurens
Amit Kumar

P

Reprint Date /
Hara: 23.10.2021

Print Date /
Jara; 23.10.2021

Print Date /
Hara: 23.10.2021

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

CIN: LO5192AP1984PLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTH®UKAT AHAJIM3A

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : 491 98166 56001-02
www.drreddys.com

AHaauTHYeCKHH oTt4yeT Ne

Jara ananmuza

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

Ipoaykr: Keropon" (ketoponak) pactTsop st BHYTPHBEHHOTO U BHYTPUMBILLIEYHOIO BBEAECHUS, 30 Mr/mun
Batch No / : V211110 Batch Quantity / : 2,09,090 ampules /
Cepus Ne O6mem cepun 2,09,090 amnya
Analytical Report No / : 890001552472 Date of Analysis / 1 23.10.2021

Date of Manufacture /
Jdata npoussoacrea

: Sep-2021

Date of Expiry /
Togen g0

: Aug-2024

Analysis performed according ND / Anaaus nposenen mo HJI: 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 /usm.No 2 ot 24.08.2020)
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6 Particulate matter / Mexanuueckne BKII0YEHUS

6A Visible particles /
Bunumele yactuils!

Complies / CooTeTcTBYET

Should correspond to requirements /
B cooTBeTCTBHU C TPeGOBAHUAMU

6B Invisible particles /
HeBuaumble gactump::

Impurity D / TIpumecs D

Any unspecified impurity /

BDL (Disregard area 1763)

1. Particles > 10 pm / 81 Not more than 6000 per ampoule /
HacTuus! pasmepom > He Gonee 6000 Ha ammryny;
10 Mxm
ii. Particles > 25 pm / 3 Not more than 600 per ampoule /
YacTuup! pasmepom > He Gonee 600 Ha ammyiny.
25 MkM
7 Related substances / Poxcteenmbie npuMecH
Impurity A / TIpumecs A 0.15% Not more than 0.20 % / He 6onee
0,20 %
Impurity B / [Tpumecs B Not Detected Not more than 0.50 % / He 6onee
0,50 %
Impurity C / Ilpumecs C Less than LOQ (0.033%) Not more than 0.50 % / He Gonee

0,50 %

Not more than 0.20 % / He 6onee
0,20 %

Not more than 0.20 % / He 6osee

npyMecei

Enunninas HeuneaTudmp- 0.07% 0,20 %
pOBaHHAS MPUMECD
Total impurities / Cymma 0.32% Not more than 1.50 % / He 6Gonee

1,50 %

Remarks : The Product confirms to ND/
[pumeyanue: TIPOAYKT COOTBETCTBYET TpeboBanmsM HI

Conclusion : APPROVED /
3aknwouenne: OJIOBPEHO

Prepared by /
[Toarorosneno: Pardeep Kumar

Checked by /
IIposepeno: Anil Kumar
—

R

Approved by: Manager/Executive /

Onobpeno: Menemxep / PykoBoaurens

Amit Kumar /&M y’

Reprint Date /
Jlara: 23.10.2021

Print Date /
Jara: 23.

10.2021

Print Date /
Hara: 23.10.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 £900 2900, Fax: +91 40 4900 2999, Email. mail@drreddys.com
CIN: LB5195AP1984PLC004507

www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTHO®HMKAT AHAJM3A

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

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

Hpoaykr: Ketopon” (keroponak) PacTBOp 1A BHYTPHBEHHOrO M BHYTPUMBILIEYHOTrO BBeACHUS, 30 Mr/mn
Batch No / : V211110 Batch Quantity / : 2,09,090 ampules /
Cepus Ne O6bem cepun 2,09,090 amnyn
Analytical Report No / : 890001552472 Date of Analysis / ¢ 23.10.2021
AHaJTHTHYEeCKHI oT9eT No JaTa ananmsa

Date of Manufacture / : Sep-2021 Date of Expiry / : Aug-2024
Jata npoussBoacrna Tomen no

Analysis performed according ND / Ananu3s npoeeaen no HA: JII1-001365-231118 (amend Ne 1 from
14.01.2020 /n3m.Ne 1 ot 14.01.2020, amend Ne 2 from 24.08.2020 /uzm.Ne 2 ot 24.08.2020)

Page 3 of4/Crp.3 u3 4

8 Extractable volume / 1.1ml/ 1.1 ma Not less than label claim (1.0 mL) /
H3BaexaemMelii 06bem He menee HomunansHoro (1,0 mn)

9 Bacterial endotoxins / <=0.725EU/mg / Not more than 5.8 EU/mg of ketorolac
bakrepnanbhble <=0.725E3/mMr tromethamine / He Gonee 5,8 EQ/mMr
SHAOTOKCHHBI KETOpOoJlaKa TpOMETaM1Ha

10 Sterility / CTepuabnocTh Complies / Ctepuien Should be sterile / Ctepuien
11 Assay / KonuyecTBeHHOE onpenesienne
a) Ketorolac tromethamine / 30.55 mg /30.55 mr From 27.0mg to 33.0mg of
Keroponaka TpomMeTamMuy CisHi3sNOj C4H | ]NOs (ketorolac
tromethamine) per 1 mL / Ot 27,0 Mr
a0 33,0 Mr C15H13NO3'C4H11NO3
(xeToponaka TpoMeTamMuH) B 1 Mn
b) Sodium chloride / Hatpus 4.36 mg/mL / 4.36 mr/ma Between 4.2 mg/mL and 4.5 mg/mL /
XJIOpUA Ot 4,2 Mr/ma o 4,5 Mr/mn
12 Alcohol content / ITanon 11.73 % Between 10.60 % and 12.60 % /

Ot 10,60 % no 12,60 %

Remarks : The Product confirms to ND/
Upnmeuanne: [ponykT coorBercreyer TpeGoBarusm H][

Conclusion : APPROVED /
3akawyenue: OJOBPEHO

Prepared by /
[MonrorosneHo: Pardeep Kumar

Che

(:_""‘-

=

cked by /

[Iposepeno: Anil Kumar

O

Approved by: Manager/Executive /

Onobpeno: Menemxep / Pykosoauresns

Amit Kumar i} A
—

Reprint Date /
Hara: 23.10.2021

Print Date /
JHara: 23.10.2021

Print Date /
Jara: 23.10.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email. mail@drreddys.com
CIN- LR5195AP1981PLCO01507

www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTHOPUKAT AHAJIH3A

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

14.01.2020 /uzm.Ne 1 or 14.01.2020, amend Ne

2 from 24.08.2020 /usm.Ne 2 ot 24.08.2020)

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml o
Ipogykr: Keropon™ (keroponak) pacreop ans BHYTPHBEHHOI'O W BHYTPHMBILLIEYHOTO BEEeHNS, 30 Mr/M
Batch No / : V211110 Batch Quantity / : 2,09,090 ampules /
Cepusn Ne Ob6bem cepun 2,09,090 amniyn
Analytical Report No / : 890001552472 Date of Analysis / : 23.10.2021
AHaauTHYecKHIi oTueT Ne Hdara ananuza
Date of Manufacture / : Sep-2021 Date of Expiry / : Aug-2024
Jara npousBoacTea Tonen oo
Analysis performed according ND / Ananus nposenen mo HJI: JIM-001365-231118 (amend Ne 1 from

Page4 of 4/ Crp.4 u3 4

[ 13 Packaging / Ynakopka

1 mL in class I amber glass ampoules
(USP). A cut ring and point in the
upper part of ampoule. A label is
attached to ampoule.

10 ampoules and a patient
information leaflet in a
PVC/aluminum blister.

1 blisters in a carton pack.

m

[To 1 mx B ammynsl U3 TeMHOTo
crekna knacca I (USP). B Bepxuett
YaCTH aMIlyJIbl HAaHECEHbI KOJIbLO U
TO4YKa A pasiaoMa. Ha ammymy
HaKJIEHBAIOT 3THKETKY.

Ilo 10 ammyn ¢ uHCTpykumei no
IIPUMEHEHUIO MOMEIAl0T
B [IBX/amomunueBslit 61uctep.

Io 1 6aucrepy B nauky kapToHHYyIO.

1 mL in class I amber glass ampoules
(USP). A cut ring and point in the
upper part of ampoule. A label is
attached to ampoule.

10 ampoules and a patient information
leaflet in a PVC/aluminum blister.

1 blisters in a carton pack;

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

[To 1 Mn B aMIyJIBI U3 TEMHOTO CTEKNa
knacca I (USP). B BepxHeil wactu
aMITyJbl HaHECEHBI KOMbIO M TOYKa
Ui pasnoMa. Ha amIysy HaknenBaroT
3THKETKY.

ITo 10 ammyn ¢ WHCTpykuHMeir mo
MIPAMEHEHHIO TIOMEIIAIOT
B [IBX/amomMunuesslit 6ucTep.

Io 1 6mucTepy B mayky KapTOHHYIO;
Ijig  cTauuonapos: mo 2, 3, 5
GIHCTEPOB B NaYKy KapTOHHYIO.

14 Labelling / MapkupoBka

According to ND / B cootseTcteuu ¢ HI,

15 Storage conditions /
Xpanenue

In a place protected from light below 25 °C. Do not freeze. / B 3aLUILEHHOM
OT CBeTa MECTE MU TeMnepatype He Bblile 25 °C. He 3aMopaxiBars.

16 Shelf-life / Cpoxk rognocTn

3 years / 3 roxa.

Remarks : The Product confirms to ND/
[pumeuanue: Iponykt COOTBETCTBYeT TpeboBanusam HJI

Conclusion : APPROVED /
3akawyenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[oarorosneno: Pardeep Kumar [Tposepeno: Anil Kumar Onobpeno: Menemkep / PykoBoaurens
f /\ | Amit Kumar 3

y — F -t o /
Reprint Date / Print Date / Print Date /

Hara: 23.10.2021

Hara: 23.10.2021

Hara: 23.10.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com

CIM: L85195AP1984PLC0O04507
www.drreddys.com



