Dr.Reddy’s Q3¢

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIN3A

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 ‘
IpoaykT: Keropon™ (keTopostak) pacTBOp Anist BHYTPHBEHHOrO H BHYTPUMbILIEUHOTO BBEACHHS, 30 MI/MuT
Batch No / : V220806 Batch Quantity / : 272727ampules/ |
Cepusi Ne ObBem cepin 272727 amnyn
Analytical Report No / : 890001621532 Date of Analysis / : 12.10.2022
AnanuTHYecKHid oTueT Ne Jara ananusza

Date of Manufacture / 1 Sep.2022 Date of Expiry / 1 Aug.2025

Jara npousBoacTBa I'ogen go

Analysis performed according ND / Ananns nposenen no HJI: JITI-001365-170222

Pagel of4/Crp. 1n3 4

I_No

Test / ITokazaTenn
Ne

Results / PesyabTaTnl

Specification / Hopma

1 Description / Onucaune

Clear  colorless  solution. /
ITpospaunslii GeclBeTHbINH pacTBop.

Clear colorless to pale yellow solution.
/' Tlpo3pauHbiii GecUBETHLI MIN
CBETIO-KENTbIH pacTBOP.

2 Identification /
IMoaaunHoCTL

The retention times of the main
peaks in the chromatogram of test
solution correspond to those in the
chromatogram of standard solution
of ketorolac tromethamine and
naproxen (Assay section) / Bpemena
YIOEP>KHBAHUS OCHOBHBIX MUKOB Ha
XpoMarorpamme HCTIBITYEMOTO
pacTBOpa COOTBETCTBYIOT BpEMEHAM
YAEPAKHUBAHHS OCHOBHBIX NUKOB Ha
XpoMaTorpaMmme CTaHAapTHOro
pacTBopa KeToposaka TpoMEeTaMHHa
u HarnpoKkceHa (paznen
«KonuyecTBeHHOE ONpeAeNeHHE)

The retention times of the main peaks
in the chromatogram of test solution
should correspond to those in the
chromatogram of standard solution of
ketorolac tromethamine and naproxen
(Assay section) / Bpemena
YAEPKUBAHHS OCHOBHLIX THKOB Ha
XpoMaTorpamme UCMBLITYEMOTO
pacTBopa JOJKHBl COOTBETCTBOBATH
BPEMEHAM YAEPKUBAHUA OCHOBHBIX
NKKOB Ha XpOoMaTorpaMme
CTaHAAPTHOTO pPAacTBOpa KeTOpoiaKa
TPOMETAMMHA M HallpokceHa (paszaen
«KosnuecTBeHHOE onpe/eneHre»)

3 Clarity / Ilpo3pauHocTs

Complies / CooTBeTcTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension I. / OnanecueHumst
npenapara He JOJDKHa NMPeBbIlaTh
ONaJIECLEHLIMIO ITaNOHa CpaBHeHus I,

4 Color / liBeTHOCTDL 0.04 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npu piiHe BOIHBI
430 HMm.

5 pH 7.35 From 6.9t07.9./016,9 no 7.,9.

Remarks: The Product confirms to ND/
IIpumeuanwue: Iponykr coorBercTByeT TpeGoBanuam HJJ

Conclusion: APPROVED /
3aknwuenne: OJJOBPEHO

Hara:12.10.2022

Hara: 12.10.2022

Prepared by / Checked by / Approved by: Manager/Executive /
IonrorosneHo: Ramakant [Iposepeno: Pardeep Kumar | Onobpeno: Menemxkep / Pykosoautens
o f & Amit Kumar ‘/XT—?\ -
A g S
Reprint Date / Reprint Date / Reprint Date /

Hara :12.10.2022

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: L85195AP1984PLC0O04507
www.drreddys.com
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CEPTHOUKAT AHAJIM3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, iNDIA
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| Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Hpoaykr:  Keropon™ (keToponak) pacTsop sl BHYTPHBEHHOIO W BHYTPHUMbILLICYHOrO BBEACHHS, 30 MI/m
Batch No / : V220806 Batch Quantity / : 272727ampules /

| Cepust Ne Ob6vem cepun 272727 amnyn
Analytical Report No / : 890001621532 Date of Analysis / : 12.10.2022
AHanuTHYecKnii oTuer Ne Harta apannza

Date of Manufacture / : Sep.2022 Date of Expiry / : Aug.2025

Jlara npousBoacraa

T'oaen xo

Analysis performed according ND / Anaaus nposegen no HJ/: JIT1-001365-170222

Page 2 of 4/ Crp. 2 u3 4

6 Particulate matter / MexaHuuyeckne BKJIIOYEHUS

6A Visible particles /
Bunumeble yacTUlbl

Complies / CooTBeTCTBYET

Should correspond to requirements. /
B cooTBeTCTBUH € TpEOOBAHUAMM.

6B Invisible particles /
HeBuaumble yacTHLb!:

1. Particles> 10 pm/ 67 not more than 6000 per ampoule /
YacTtHu pazmMepom > He 6osee 6000 Ha ammyny;
10 mxm

1. particles > 25 um/ 02 not more than 600 per ampoule /
YacTULL pa3MEPOM > He 6osiee 600 Ha ammyny.
25 MKM

7 Related substances / PogcTBeHHbIe npuMecu
Impurity A / IIpumecs A 0.15% not more than 0.20% / He Gonee

0,20 %,;

Impurity B / [Ipumecs B

Not Detected

not more than 0.50 % / He Gonee
0,50 %;

Impurity C / ITpumecs C

Less than LOQ (LOQ = 0.033 %) / Huxe
npeaena KONMUCCTBEHHOTO ONpeaeNeHUs
(ITKO =0.033 %)

not more than 0.50 % / He 6onee
0,50 %;

Impurity D / [Tpumecs D

Below Limit of Detection (LOD = 0.014 %) /
Hwmxe npeacna odHapyxenis ([10 = 0.014 %)

not more than 0.20 % / ne Oonee
0,20 %.

Any unspecified impurity /

Not more than 0.20 % / He 6onee

0.07%
Enunnunas HeuneHTndunu- 0,20 %.
pOBaHHas NMpUMeECh
Total impurities / Cymma 0.28% Not more than 1.50 % / He 6onee
npumeceit 1,50 %.

Remarks: The Product confirms to ND/

IIpumeuanne: IlponykT cooTBercTByet TpeGoBatmsM HJT

Conclusion: APPROVED /
3aknwyenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[oarorosneno: Ramakant ITpoeepeno: Pardeep Kumar | Ono6pero: Menemxkep / PykosoauTens
({f‘ {flj Amit Kumar e
s> " A” —
Reprint Date / Reprint Date / Reprint Date /
Hara:12.10.2022 Hara: 12.10.2022 Hara:12.10.2022
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA

CEPTUO®HUKAT AHAJIM3A

Tel : +91 98166 56001-02
www.drreddys.com

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

ponyxr: Ketopon" (keToponak) pacTBOp /1l BHYTPUBEHHOIO W BHYTPHMBILICHHOLO BBEACHUS, 30 MI/mA
Batch No / : V220806 Batch Quantity / : 272727ampules /
Cepust Ne O0Bem cepun 272727 amnyn
Analytical Report No / : 890001621532 Date of Analysis / : 12.10.2022
AHanuTHYECKHH 0TYeT No Jlara ananu3za

Date of Manufacture / : Sep.2022 Date of Expiry / : Aug.2025

JaTa npon3BoACTBA I'onen xo

Analysis performed according ND / Ananns nposegen mo HJI: JI[1-001365-170222

Page3 of4/Crp.3u3 4

8 Extractable volume /
H3BsekaemMblii 00beM

1.0ml/ 1.0 mn

Not less than label claim (1.0 mL) /
He menee HomuHanbHoro (1,0 mn)

9 Bacterial endotoxins /
bakTepHanbHble
IHAOTOKCHHBI

<=0.725 EU/mg /
<=0.725 ED/mr

Not more than 5.8 EU/mg of ketorolac
tromethamine. / He 6onee 5,8 EQ/mr
KETOpOJIaKa TPOMETaMHHa.

10 Sterility (every 15th batch) /
CTepuibHOCTE (IJIs1 KAXI0M
15-oii cepun)

COMPLIES

Must be sterile. / JJomkeH ObITh
CTEPUNBHBIM.

11 Assay / KonsuecTBeHHOe 29.69 mg / 29.69 mr From 270mg to 33.0mg of
onpeaesjeHue CisH13NO3 C4H 1/ NOs (ketorolac
tromethamine) per 1 mL. / Ot 27,0 mr
no 33,0 Mr C15H|3NO3'C4H1|NO3
(keToponaka TpOMETaMUH) B 1 MJI.
12 Alcohol content / ITaHon 11.39 % From 10.60 % to 12.60 %. /

Or 10,60 % no 12,60 %.

Remarks: The Product confirms to ND/

IMpumeuanue: Ipoaykr coorBercTBYeT TpebosanusM HJI

Conclusion: APPROVED /
3akaouenne: OJJIOGPEHO

Prepared by /
IToarorosneno: Ramakant

&w\‘f'

Checked by /
IMposepeno: Pardeep Kumar

Approved by: Manager/Executive /
Ono6peHo: Menemxkep / Pykosoaurelib

Amit Kumar / 5 " N—
/

Reprint Date /
Jara:12.10.2022

Reprint Date /
Hara: 12.10.2022

Reprint Date /
Jlarta : 12.10.2022

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
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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

Nlpoaykr: Keropon" (KeToposiak) pacTBOp A0S BHYTPUBEHHOFO M BHYTPHMAbILLCHHOTO BBeeHHs, 30 mMr/mn |
Batch No / : V220806 Batch Quantity / : 272727ampules /
Cepusg Ne O6beM cepun 272727 amniyn
Analytical Report No / : 890001621532 Date of Analysis / : 12.10.2022
AnaautudecKuit ordet Ne Jara anaansa

Date of Manufacture / : Sep.2022 Date of Expiry / : Aug.2025

Jara npon3sojcTBA I'onen xo

Analysis performed according ND / Ananus nposeaen no H/L: JI1-001365-170222

Page 4 of 4/ C1p. 4 3 4

13 Packaging / YnakoBka

1 mL in class I light-shielding 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. /

Mo 1 wmn B ammoyidsl M3
CBETO3aLIMTHOIO cTeKNa
xopuunesoro kimacca I (USP). B
BEPXHEW 4acTH aMIlyjibl HaHECCHBI
KONBLO W TOYKa mfis pasnoma. Ha
aMMyJly HakJIEHBAIOT ITHKETKY.

ITo 10 amnyn ¢ MHCTpYKuUMe# o
NPUMEHEHNIO MOMELLAIOT
B [IBX/anomMunueBblii 6mcTep.

Mo 1 6nucTepy B NaYKy KapTOHHYIO.

1 mL in class I light-shielding amber
or dark 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. /

Ilo 1 Ma B amiyns U3
CBETO3AILMTHOrO CTEK]IA KOPUUHEBOTO
WIX  TEMHO-KOPMYHEBOIO  lIBETA
knacca I (USP). B Bepxue#i uyactu
aAMITYJIbl HaHECEHbl KOJIbLO M TOYKa
ans pasnoma. Ha amnyny HaknenBatot
ITHKETKY.

[Tlo 10 ammyn ¢ MHCTPYKLHEH Mo
NPUMEHEHHIO [OMELLAIOT
B [1BX/anoMiHHEBbL I OnucTeD.

[To 1 6aucTepy B NauKy KapTOHHYIO;
14 crandoHapos: mo 2, 3, 5
ONHCTEPOB B NAYKY KAPTOHHYIO.

14 Labelling / Mapkuposka

According to ND / B coorsetcrBun ¢ HJI.

15 Storage conditions /
XpaHeHue

In a place protected from light below 25 °C. Do not freeze. / B 3a1HILIeHHOM
0T cBeTa MecTe Npu Temrneparype He Beime 25 °C. He 3aMOpaxHBaTh.

16 Shelf-life / Cpox rogHocTH

3 years. / 3 roza.

Remarks: The Product confirms to ND/
INpumeuanue: IIponykT COOTBETCTBYET TpeboBanuam HJI

Conclusion: APPROVED /
Zakmouenue: OJIOBPEHO

Prepared by /
[MoaroroeneHo: Ramakant

[{%r,'\‘ !‘iJ.

Checked by /
[MporepeHno: Pardeep Kumar

=

Approved by: Manager/Executive /
Opobpeno: Menemxkep / Pykosouurens
Amit Kumar

% ——=
-

Reprint Date /
Jata:12.10.2022

Reprint Date /
JHara: 12.10.2022

Reprint Date /
Jara : 12.10.2022

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: L85195AP1984PLC004507
www.drreddys.com
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