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CERTIFICATE OF ANALYSIS
CEPTUOPHUKAT AHAJIM3A

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

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

Tel : 491 98166 56001-02
www.drreddys.com

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

Ilpoaykr: Keropon™ (keToposak) pacTeop Ais BHYTPHBEHHOTO U BHYTPUMBILLIEYHOTO BBEACHHS, 30 Mr/Mn
Batch No / : V210938 Batch Quantity / : 2,09,090 ampules /
Cepus Ne Ob6bem cepun 2,09,090 amnyn
Analytical Report No / : 890001546357 Date of Analysis / : 17.09.2021
AnajuTHYecKHi oTyeT No Jata ananusza

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

Jata npou3BoacTBA T'onen go

Analysis performed according ND / Auanus nposeaen mo HJI: JITT-001365-231118 (amend Ne 1 from
14.01.2020 /m3m.Ne 1 or 14.01.2020, amend Ne 2 from 24.08.2020 /uzm.Ne 2 ot 24.08.2020)
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[TpozpauHbiii, 6ecLIBETHBII pacTBOP.

iﬂo Test / [lokasarens Results / PeaynbTaThl Specification / Hopma
1 Description / Onucanue Clear  colorless  solution. / | Clear, colorless to pale yellow

solution. / [Tpo3pauHblii, 6eclBETHBIM
WIH CBETJIO-KENTHIN PacTBOP.

2 Identification /
ITopnuHHOCTL

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 ynep>xuBanus
OCHOBHBIX MUKOB Ha
XpoMaTorpamme HCTIBITYEMOTO
pacTBOpa COOTBETCTBYIOT BpeMEHaM
yIepXHUBaHUsl OCHOBHBIX IMHKOB Ha
XpoMaTorpamme pacTtsopa
CTaHAAPTHHIX 06pa3LioB KETOPONaKa
TpOMeTaMKHa U HATIpOKceHa (pa3zaen
«KonuuecTBeHHOE ONpeieneHue»)

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 yoepKMBaHHS OCHOBHBIX
TTHKOB Ha XpOMAaTOTpaMme
HCMBITYEMOTO  PacTBOpa  JOJDKHBI
COOTBETCTBOBATD BpEMEHaM
yAEpXKUBaHUS OCHOBHBIX ITHKOB Ha
XpoMaTorpamme pactBopa
CTaHAAPTHBIX 06pPa3loB KeTopoJaka
TpoMeTaMHHa M HampoKceHa (pasfen
«KoJM4ecTBEHHOE OTIPEAEICHUE)

3 Clarity / IIpo3payHocThb

Complies / CooTBeTCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension I. / OnanecueHuus
npenapara He OJDKHa [PEBBIIIATh
onaecleHMIo STaJIOHa CpaBHEeHus L.

4 Color / IIeTHOCTH 0.042 Abs Not more than 0.20 at 430 nm /
He 6onee 0,20 npu JuiiHE BOJIHBI
430 M

5 pH 7.33 Between 6.9 and 7.9/6,9-7.9

Remarks : The Product confirms to ND/
ITpumeuanue: [IpoaykT coorBeTcTBYET TpebobanusM HJI

Conclusion : APPROVED /
3axnouenne: OJOBPEHO

Prepared by /
IToarorosneno: Pardeep Kumar

Checked by /
[Tposepero: Himesh Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBoaurens
== Kusum Lata

-

Reprint Date /

JHarta: 17.09.2021

Print Date /
Jata: 17.09.2021

Print Date /
Jara: 17.09.2021

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

CIN: L85195AP1984PLC004507
www.drreddys.com
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Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml

[poaykr: Ketopon™ (keToposak) pacTBOp /jis BHYTPMBEHHOIO U BHYTPHUMBILLIEHYHOrO BBEAEHHS, 30 Mr/Mit
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6 Particulate matter / MexaHuuyecKHe BKIKYEHHS

6A Visible particles /
Bunumble 4acTHIIbI

Complies / CoOoTBETCTBYET

Should correspond to requirements /
B cooTBeTcTBHY € TpeOOBAHUAMM

6B Invisible particles /
HeBumnMsle 4acTUIIB!:

i. Particles> 10 pm/ 61 Not more than 6000 per ampoule /
YacTULbl pa3MepoM => He 6onee 6000 ra ammmyny;
10 MxMm
ii. Particles > 25 pm/ 3 Not more than 600 per ampoule /
YacTulibl pa3MepoM > He 6onee 600 Ha amnyny.
25 MKM
7 Related substances / PoacTBeHHble mpuMecH
Impurity A / IIpumecs A 0.16% Not more than 0.20 % / He 6omee
0,20 %
Impurity B / I[Ipumecs 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 %
Impurity D / [Ipumecs D Not more than 0.20 % / He Gonee

BDL (Disregard area 1780)

Any unspecified impurity /

0,20 %

Not more than 0.20 % / He Oonee
0,20 %

NpUMecei

EnvHyuHas HeuneHTHduuy- 0.08%
poBaHHas IPUMECh
Total impurities / Cymma 0.29% Not more than 1.50 % / He 6osnee

1,50 %

Remarks : The Product confirms to ND/
ITpumeuanue: [IpoaykT cooTBeTcTRyeT TpeboanusaM HJ{

Conclusion : APPROVED /
3axnouyenne: OJOBPEHO

Prepared by /
IToarorosneno: Pardeep Kumar

= -

“

Checked by /
[Tposepeno: Himesh Kumar

—

Approved by: Manager/Executive /
OnobpeHo: Menemxkep / Pykosoaurens
> Kusum Lata

E

Reprint Date /
Hara: 17.09.2021

Print Date /
Hata: 17.09.2021

Print Date /
Jara: 17.09.2021
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8 Extractable volume /
H3enexaemblii 06eM

1.0ml/ 1.0 ma

Not less than label claim (1.0 mL) /
He menee HomuHanabHoTO (1,0 MIT)

9 Bacterial endotoxins / <=0.725EU/mg / Not more than 5.8 EU/mg of ketorolac
BakTtepuanbnble <=0.725E3/mr tromethamine / He Goxnee 5,8 ED/mr
HIO0TOKCHHBI KeTOpoJiaka TpOMeTaMHHa

10 Sterility / CTepuasHsocTh Complies / CrepuieH Should be sterile / Crepunex

11 Assay / KonuvecTBeHHOE onpeJesicHue

a) Ketorolac tromethamine /
Keroponaxa TpoMeTaMUH

XJIOpUI

b) Sodium chloride / Hatpus

30.03 mg/ 30.03 mr

4.34 mg/mL / 4.34 mMr/mMmn

From 27.0mg to 33.0mg of
Ci5H13NO3-C4H |1 NOs (ketorolac
tromethamine) per 1 mL / Ot 27,0 mr
a0 33,0 Mr C15H13N03'C4H11NO3
(keTopoONIaka TPOMETAMUH) B 1 MII

Between 4.2 mg/mL and 4.5 mg/mL /
Ot 4,2 mr/mn no 4,5 Mr/mn

12 Alcohol content / Tanos

11.22 %

Between 10.60 % and 12.60 %/
Ot 10,60 % mo 12,60 %

Remarks : The Product confirms to ND/
ITpumeuanue: Ilponykt cootseTcTBYET Tpebosanusam HJI

Conclusion : APPROVED /
3akaouenne: OJJOGPEHO

Prepared by /
IToarotosneno: Pardeep Kumar

N —

Checked by /
ITposepeno: Himesh Kumar

Approved by: Manager/Executive /
Onobpeno: Menexep / Pykosoaurens
Kusum Lata '

£

e

Reprint Date /
Hara: 17.09.2021

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

Ilpoaykr: Keropon" (keToposnak) pacTBOp Aisi BHYTPHBEHHOIO W BHYTPUMbILIEYHOTO BBeAeHUS, 30 Mr/ma
Batch No / : V210938 Batch Quantity / : 2,09,090 ampules /
Cepus Ne O0bem cepun 2,09,090 amnyn
Analytical Report No / : 890001546357 Date of Analysis / : 17.09.2021
AvanuTudeckuii oryer Ne JlaTa ananuza

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

JlaTa npou3BoICTBA T'ogen no

Analysis performed according ND / Aranns nposeaen mo HJI: JIT1-001365-231118 (amend Ne 1 from
14.01.2020 /u3m.Ne 1 ot 14.01.2020, amend Ne 2 from 24.08.2020 /usm.Ne 2 ot 24.08.2020)
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13 Packaging / Ynakoeka

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

Ilo 1 M B aMmyinbl W3 TEMHOrO
crekna knacca I (USP). B BepxHeii
YacTH aMITyJbl HAHECEHb! KOJBLO U
ToYKa A pasoma. Ha ammyny
HaKJIEUBAIOT STUKETKY.

Mo 10 amMmyn ¢ HHCTpyKUHeH MO
NpUMEHEHHIO MOMELIA0T
B [IBX/amomMuHueBsii bnucrep.

[To 1 6nucTepy B NayKy KapTOHHYIO.

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.

ITo 1 M1 B aMITyJIBI M3 TEMHOTO CTEKIIA
kiacca [ (USP). B mepxHeil wactu
aMITyJIbl HaHECEHHl KOJBLIO U TOYKa
[uis pasnoma. Ha ammyny HakiienBaroT
ITUKETKY.

I[To 10 ammyn ¢ HHCTPYKLHEH IO
ITPUMEHEHHIO . TIOMELIAIoT
B [IBX/amomMunneBsiii 6nuctep.

ITo 1 6micTepy B MaUKy KapTOHHYIO;
UIa  cTaluoHapoB: mno 2, 3, 5
OJINCTEPOB B aYKy KapTOHHYIO.

14 Labelling / MapkupoBka

According to ND / B cootsetctBuu ¢ HJI.

15 Storage conditions /
XpaHenue

In a place protected from light below 25 °C. Do not freeze. / B 3amumesHom
OT CBETa MeCTe NpH TeMiepartype He Boimie 25 °C. He 3aMopaXXHBaTh.

16 Shelf-life / Cpok rogHocTH

3 years / 3 roga.

Remarks : The Product confirms to ND/
IMpumeyanue: [TponykT coorsercTByeT Tpedoannam HJI

Conclusion : APPROVED /
3akawuenne: OJOBPEHO

Prepared by /
[Monrotosneno: Pardeep Kumar

Checked by / Approved by: Manager/Executive /
ITposepeno: Himesh Kumar | Ono6peno: Menemxep / PykoBoauTesnb

C:J/_; Kusum Lata w’ﬂ/

Reprint Date /

Jara: 17.09.2021

Print Date / Print Date /
Jara: 17.09.2021 JHata: 17.09.2021
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