Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A

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

Product : / Ketorol (Ketorolac) solution for intravenous and intramusculaminjeatiormg\30comg/ml

IponyxT: Keropon™ (keToponak) pactBop Asisi BHYTPMBEHHOTO M BHYTPHMBILIEYHOTO BBEACHMUS, 30 MI/MT
Batch No / : V220250 Batch Quantity / : 209090ampules /
Cepus Ne O6bem cepun 209090 amnyn
Analytical Report No / : 890001586205 Date of Analysis / : 14.04.2022
ABanuTH4yecknii oryer No JaTa anaauza

Date of Manufacture / : Mar.2022 Date of Expiry / : Feb.2025

Jdara npousBoacrea Tonen g0

Analysis performed according ND / Auanus nposenen no HJI: JIIT-001365-170222

Page 1 of4/Crp.1nu3 4

1;.3 Test / [lokasarenn Results / PesynbTaTh! Specification / Hopma
1 Description / Onucaune Clear  colorless  solution. / | Clear colorless to pale yellow solution.
Ipo3spauHblii GeclBeTHBIN pacTBOp. / Tlpo3payHplii OeCUBETHBIA WM
CBETJIO-KEITHIH pacTBop.
2 Identification / The retention times of the main | The retention times of the main peaks
INoanuHHOCTH peaks in the chromatogram of test | in the chromatogram of test solution
solution correspond to those in the | should correspond to those in the
chromatogram of standard solution | chromatogram of standard solution of
of ketorolac tromethamine and | ketorolac tromethamine and naproxen
naproxen (Assay section) / Bpemena | (Assay section) / BpemeHna
YACPKUBAHHA OCHOBHBIX NMHUKOB Ha | YACPKHBAHMS OCHOBHEIX IIHKOB Ha
XpoMaTorpamme HCTIBITYEMOI0 | XpOMaTorpaMMe UCIIBITYEMOTO
pacTBopa COOTBETCTBYIOT BDEMEHAM | pacTBOpa MOJDKHBI COOTBETCTBOBATH
YIOCPXKUBAHHA OCHOBHBIX IMKOB Ha | BpEMEHaM YIEPKMBAHUA OCHOBHBIX
Xpomarorpamme CTaHA@PTHOrO | THKOB Ha XpoMaTorpamMme
pacTBOpa KeTOpoNaka TPOMETAMUHA | CTaHOAPTHOTO PAcTBOpa KETOpONaKa
u HarpokceHa (pasmen | TpoMeraMMHa M HanpokceHa (paszen
«KoM4ecTBEHHOE ONpPENEIIEHHE) «KonnuecTBeHHOE OnpeeeHHE)

3 Clarity / Ilpo3pauHocTh Complies / CooTBeTCTBYET The opalescence of the sample should
not exceed opalescence of reference
suspension 1. / OnanecueHuus
npenapara He JOJDKHA MPEBBINIATh
ONIAJIECHEHLIHIO 3TAIOHA CpaBHEHHS .

4 Color / IIBeTHOCTBH 0.04 Not more than 0.20 at 430 nm. /

He 6onee 0,20 npu nnuse BOJIHLI
430 M.
5 pH 7.27 From 6.9t07.9./0t1 6,9 00 7,9.

Remarks : The Product confirms to ND/
[Mpumeuanne: Tpoaykr cootTBeTcTByeT Tpebosanusam HJJ

Conclusion : APPROVED /
3akaouenne: OJOBPEHO

Prepared by /
INoarorosneno: Naresh Kumar

b

Checked by /
IIposepeno: Pardeep Kumar

-

Approved by: Manager/Executive /
Ono6peno: Menemxkep | PykoBoauresns
Abhishek Chauhan [

Reprint Date /
Hara: 14.04.2022

Reprint Date /
JHara: 14.04.2022

Reprint Date /
Hara: 14.04.2022

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



Dr.Reddy’s Q!‘

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

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

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscularvimyectivaddgdamg/ml

Ilpoaykr: Keropon® (keToposiak) pacTBOp /it BHYTPUBEHHOIO W BHYTPUMBILIEYHOTO BBeIeHHs, 30 Mr/mi
Batch No / : V220250 Batch Quantity / : 209090ampules /
|Cepus Ne O6bem cepun 209090 amnyn
Analytical Report No / : 890001586205 Date of Analysis / : 14.04.2022
AHaJuTHYeCKuH oT4yer Ne JlaTa apajauza

Date of Manufacture / : Mar.2022 Date of Expiry / : Feb.2025

JlaTa mpou3BOACTBA I'open no

Analysis performed according ND / Ananu3s nposenen no HJL: JI1-001365-170222
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6 Particulate matter / MexaHHYecKHe BKJIIOYEHHUSA

6A Visible particles /
Bunumeie 9acTHLEI

Complies / CooTBETCTBYET

Should correspond to requirements. /
B cooTBETCTBUH ¢ TpeOOBAHHUAMH.

6B Invisible particles /
HeBUaNMEBIE YaCTHLIBL:

Impurity B / IIpumecs B

Not detected / He o6HapykeHa

i. Particles> 10 pm/ 24 not more than 6000 per ampoule /
YacTHi pazMepoM > He 6onee 6000 Ha ammyiy;
10 MKM

ii. particles> 25 pm/ 02 not more than 600 per ampoule /
YacTHUIl pa3MepoMm > He 6onee 600 Ha amMmyJly.
25 MKM

7 Related substances / PoagcTBeHHble MpuMecH
Impurity A / IIpumecs A 0.15% not more than 0.20% / He OGosee

0,20 %,

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

Less than LOQ (LOQ = 0.033 %) / Huxe

H3BnekaemMblii 00beM

Impurity C / Ilpumecs C MPCAICHA KOTMEECTBEHHOTO ONIpEENEHHS not more than 0.50 % / He OGonee
(TIKO = 0.033 %) 0,50 %;
Impurity D / [Tpumecs D Below LOD (LOD = 0.014 %) / Hinke not more than 0.20 % / He Oonee
npenena obuapyxenus (I10 = 0.014 %) 0,20 %.
Any unspecified impurity / 0.12% Not more than 0.20 % / He 6onee
EnuHu4yHas HeUAEHTUDULH- 0,20 %.
pOBaHHas IPHMECh
Total impurities / Cymma 0.34 % Not more than 1.50 % / He Gosnee
npuMecen 1,50 %.
8 Extractable volume / 1.0ml/ 1.0 mn Not less than label claim (1.0 mL) /

He menee HomuHansHOro (1,0 M)

Remarks : The Product confirms to ND/
Ipumeuanue: IlpogykT cooTBeTcTBYET TpeboBanuam HJI

Conclusion : APPROVED /
3axnwuenne: OJJOBPEHO

Prepared by /
[ToarorosneHo: NareshﬁKumar

<

Checked by /
IIporepeno: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep | PykopoauTens
Abhishek Chauhan (

L

Reprint Date /
Hara: 14.04.2022

Reprint Date /
Hara: 14.04.2022

Reprint Date /
Jara: 14.04.2022
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Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

CERTIFICATE OF ANALYSIS _
CEPTH®UKAT AHAJIA3A Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

Product : / Ketorol (Ketorolac) solution for intravenous and intramusculanimjectioergiOcomg/ml
Ipoaykr: Ketopon® (keToposiak) pacTBOp AJiss BHYTPUBEHHOTO M BHYTPUMBILIEYHOTO BBECHUs, 30 MI/mi
Batch No / 1 V220250 Batch Quantity / : 209090ampules /
Cepus Ne OGbeM cepuu 209090 amnyn
Analytical Report No / : 890001586205 Date of Analysis / : 14.04.2022
AnanuTHyecKnii oTuer Ne Jara ananausza
Date of Manufacture / : Mar.2022 Date of Expiry / : Feb.2025
JlaTa mpoU3BOACTBA T'ogen go

Analysis performed according ND / Ananus nposegen mo HJI: JITI-001365-170222
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9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BakTepuaJjbHble <=0.725 E3/mr tromethamine. / He 6onee 5,8 ED/mr
IHAOTOKCHHBI KeTopoJiaka TPOMETaMUHa.
10 Sterility (every 15th batch) / Complies / Crepunen Must be sterile. / JlomkeH ObiTh
CrepunbHOCTD (U1 KaXKAO# CTEPUILHBIM.
15-o0ii cepun)
11 Assay / KonnuecTBeHHO® 29.55 mg /29.55 mr From 27.0mg to 33.0mg of
onpeaeeHue CisH13NO3- C4H 1 NOs (ketorolac
tromethamine) per 1 mL. / Ot 27,0 Mr
A0 33,0 Mmr C[5H13NO3'C4H11NO3
(xeTopojiaka TpOMETaMHH) B 1 MII.
12 Alcohol content / Tanon 11.42 % From 10.60 % to 12.60 %. /

Or 10,60 % no 12,60 %.

Remarks : The Product confirms to ND/

Conclusion : APPROVED /

ITpumeuanue: I[lpogykt coorBeTcTBYeT TpebopaHusM HJI 3akiaoyenne: OJOBPEHO

©,_

Prepared by / Checked by / Approved by: Manager/Executive /
ITonroropneno: Naresh Kumar | IIporepeno: Pardeep Kumar Onobpeno: MeHeﬂmtthKOBonnTenL

f
|

C\ﬁ/ Abhishek Chauhan /

Reprint Date / Reprint Date / Reprint Date /
Jara: 14.04.2022 Jara: 14.04.2022 JlaTa: 14.04.2022
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Dr. Reddy's Laboratories Ltd,
Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

CERTIFICATE OF ANALYSIS
Distt. Solan, H.P., 173 205, INDIA
W Tel ; +91 98166 56001-02
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscularvinjectioedd$Ocomg/ml
IMpogykr: Ketopon™ (ketoponak) pacTBop A/ BHYTPHBEHHOTO M BHYTPHMBIIIEYHOTO BBeACHUS, 30 Mr/m1t
Batch No / 1 V220250 Batch Quantity / : 209090ampules /
Cepns Ne Oobem cepun 209090 ammys
Analytical Report No / : 890001586205 Date of Analysis / : 14.04.2022
Anajguruyeckuii oruer No JaTta ananuza
Date of Manufacture / : Mar.2022 Date of Expiry / : Feb.2025
JaTa npoM3BOACTBA T'onen oo
Analysis performed according ND / Anaan3 nposenen mo HJI: JI[1-001365-170222
Page4 of 4/ Crp. 4 u3 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. /

Ilo 1 wMn B amMoyasl U3
CBETO3aIIUTHOIO CTeKna
kopuynesoro kmacca I (USP). 'B
BEpXHEH YacTHM amiyJibl HaHECEHBI
KOJbIIO M TOYKa Ans paszioma. Ha
aMmIyJy HakJIeHBalOT STHKETKY.

[Io 10 ammyn ¢ WMHCTpYKUMEH IO
MPUMEHEHHUIO MOMELIAIOT
B [1BX/amomuHmneBbIil 61HCTED.

Io 1 6ucTepy B MayKy 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 Mn B aMmoynsl U3
CBETO3AIMTHOTO CTeK/1a KOPUYHEBOTO
HIH  TEMHO-KOPHMYHEBOTO  LIBETa
knacca I (USP). B Bepxueit wactu
aMITysbl HaHECEHbl KOJBLO H TOYKA
Juist pasnoMa. Ha aMmnyity HakneuBaioT

STUKETKY.
I[Io 10 amnyn ¢ MHCTpyKUMEH 0o
MPUMEHEHHIO MOMEILAI0T

B [IBX/anmoMuHueBbIH O1HCTED.

I[To 1 6nucTepy B MAUKy KapTOHHY!O;
IUid  cTanuoHapoB. mo 2, 3, 5
OJIMCTEPOB B NaYKy KaPTOHHYIO.

14 Labelling / MapkupoBKa

According to ND / B cooteetctauu ¢ HJI.

15 Storage conditions /
Xpanenue

In a place protected from light below 25 °C. Do not freeze. / B 3auminensoM
OT CBeTa MecTe npu Temmeparype He Boilie 25 °C. He 3aMopaxuBats.

16 Shelf-life / Cpox roaHocTn

3 years. / 3 roga.

Remarks : The Product confirms to ND/
IMpumeuanue: [Iponykt coorBeTcTBYeT TpebosanuaM HJI

Conclusion : APPROVED /
3axmwouenne: OJOBPEHO

Prepared by /
IMoarotosneno: Naresh Kumar

g

Checked by /
ITpoeepeno: Pardeep Kumar

—

Abhishek Chauhan

Approved by: Manager/Executive /
OpnobpeHo: Menemxep CyKOBOZ{HTGJ‘IL

(.

Reprint Date /

Reprint Date /

JlaTa: 14.04.2022

Jarta: 14.04.2022

Reprint Date /
Hara: 14.04.2022
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