Dr.Reddy'’s ":'

CERTIFICATE OF ANALYSIS
CEPTHO®HKAT 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 intramuscul M itjedtieddys comg/ml
Ipoaykr: _‘_I{QT)OEOH““ (KeTOpOsIaKk) PacTBOp Ul BHYTPHUBEHHOTO U BHYTPHMBbILIEYHOrO BEECHHA, 30 mMr/ma

Batch No / : V210932 Batch Quantity / : 2,09,090 ampules /
Cepus Ne O0bem cepnn 2,09,090 amriyn
Analytical Report No / :+ 890001548764 Date of Analysis / : 30.09.2021
AHaIATHYECKHH oTdeT No JlaTa aHann3a

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

Jlara npoH3BOACTBA T'onen no

Analysis performed according ND / Auanus nposeaen no HJL: JII1-001365-231118 (amend Ne 1 from
14.01.2020 /usm.Ne 1 ot 14.01.2020, amend Ne 2 from 24.08.2020 /u3m.Ne 2 ot 24.08.2020)

Page 1 of4/Crp.1m34

ITpo3pauHblii, 6ECUBETHEIN PaCTBOP.

i.? Test / [Toka3aTennb Results / PesynabTaTsl Specification / Hopma
1 Description / Onucanue Clear colorless solution. / | Clear, colorless to pale yellow

solution. / ITpo3pauHslii, 6ecLIBETHBIMH
WIM CBETJIO-XKENTHIH PacTBOP.

2 Identification /
IoaMUHHOCTD

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 ynepKUBaHUS
OCHOBHBIX TIMKOB Ha
XpOMaTorpamMme HCTIBITYEMOTO
pacTBOpa COOTBETCTBYIOT BpEMEHAM
yIep)KUBAHUS OCHOBHBIX IIHKOB Ha
XpoMaTorpamme pacTBOpa
CTaHJapTHHIX 00pa3loB KETOpOJaKa
TpoMeTaMHHA 1 HallpokceHa (paszen
«KOIHIecCTBEHHOE OTIpeIeTIeHHE)

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 yAepKUBAHWS OCHOBHBIX
TTHKOB HA XpoMaTorpamme
UCIILITYEMOTO ~ PacTBOpa  JIOJDKHBI
COOTBETCTBOBATh BpeMeHaM
yIEPXUBAaHUs OCHOBHBIX IIHKOB Ha
XpoMaTorpamme pacTBopa
CTaHAApPTHHIX O00pa3LOB KETOpOIaKa
TpOMETaMyHa U HANpOKceHa (pasmen
«KonmaecTBeHHOE ONpeeTIeHIe)

3 Clarity / IlpospauHocThb

Complies / COOTBETCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension I. / OnanecueHUus
Hpenapara He JOIDKHA IPEBbIIaTh
OIAIECLIEHIIMIO TalloHa cpaBHenus L.

4 Color / IIBeTHOCTB 0.038 Abs Not more than 0.20 at 430 nm /
He 6onee 0,20 npy JJIMHE BOTHBI
430 HM

5 pH 7.31 Between 6.9 and 7.9/6,9-7.9

Remarks : The Product confirms to ND/
[Tpumeuanue: [Mpoaykt coorsercrayer Tpebopanuam HJT

Conclusion : APPROVED /
Baxnwoyenne: OJJOGPEHO

Prepared by /
IMoprorosneno: Pardeep Kumar

Checked by /
IMposepeno: Himesh Kumar

Approved by: Manager/Executive /
Ono6peHo: Menemxep / PykoBoautesnsb

= Pawan Kumar

)

7

Reprint Date /
Jara: 30.09.2021

Print Date /
Jara: 30.09.2021

Print Date /
Jara: 30.09.2021

Negistered Office: 0 2 337, Noad Ma, 3, Banjara Hille, Hydarabad - 500N34, Talangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT 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 intramuscula¥WyedriesdySepmg/ml

Mpoaykr: . Ketopon” (Ketoponak) pacTsop uls BHYTPHBEHHOTO M BHYTPHMbILIEYHOTO BBEACHHS, 30 MI/MiI
Batch No / : V210932 Batch Quantity / : 2,09,090 ampules /
Cepus Ne O6bem cepnn 2,09,090 amniyn
Analytical Report No / : 890001548764 Date of Analysis / : 30.09.2021
AHauTHYeCKHH oT4eT No Jara ananusa
Date of Manufacture / : Aug-2021 Date of Expiry / : July-2024
Jara npounseojacrea I'ogen no
Analysis performed according ND / Ananus nposeaen mo HJI: JI[1-001365-231118 (amend Ne 1 from
14.01.2020 /u3m.Ne 1 or 14.01.2020, amend Ne 2 from 24.08.2020 /u3m.Ne 2 ot 24.08.2020)
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6 Particulate matter / MexannuyeckHe BKJIKOYEHHUs

6A Visible particles /

Bunumele yactunpsl

Complies / CoorBeTcTBYET

Should correspond to requirements /
B cootsetcTBUM ¢ TpeBoBaHUAME

6B Invisible particles /
HeBupuMble yacTUILb:

1. Particles> 10 pm / 28 Not more than 6000 per ampoule /
YacTuip! pasmMepom > He 6onee 6000 na ammyy;
10 Mxm
ii. Particles > 25 pm / 0.5 Not more than 600 per ampoule /
Yactuup! pazmepom > He 6onee 600 Ha amnyy.
25 MKM
7 Related substances / PoncTBeHHbIe IpHMecH
Impurity A / IIpumecs A 0.15% Not more than 0.20 % / He Gonee
0,20 %
Impurity B / Ilpumecs B Not Detected Not more than 0.50 % / He 6onee
0,50 %
Impurity C / Ilpumecs C Less than LOO (0.033% Not more than 0.50 % / He 6Gonee
ess than LOQ (0. 0) 0.50 %
Impurity D / Ipumecs D Not more than 0.20 % / He 6Goiee
BDL (Disregard area 1737) 0,20 %
Any unspecified impurity / Not more than 0.20 % / He 6Goiee
EnunnyHas HenpeHTUUIH- 0.06% 0,20 %
pOBaHHas PUMEChH
Total impurities / Cymma 0.27% Not more than 1.50 % / He 6Gonee
npuMecei 1,50 %

Remarks : The Product confirms to

[Npumeuanne: [Tpoaykr cooTBeTcTBYET TpeboBaHUsaM HJT

ND/

Conclusion : APPROVED /
3axmwuenne: OJJOGPEHO

Prepared by /
[oarorosneno: Pardeep Kumar

——

Checked by /
[Ipoeepeno: Himesh Kumar

Approved by: Manager/Executive /
Onobpeno: Mene,zmceg / PykoBomuTenn
Pawan Kumar

e

Reprint Date /
Hara: 30.09.2021

Print Date /
Jara: 30.09.2021

Print Date /
Hara: 30.09.2021

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
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CERTIFICATE OF ANALYSIS

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

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

CEPTUOUKAT AHAJIU3A Tel : +91 98166 56001-02
Product : / Ketorol (Ketorolac) solution for intravenous and intramusculal e@HE38Y36% g/ ml
Hpoaykr: Ketopon® (keToponakx) pacTBop ans BHYTPHBEHHOTO W BHYTPUMBILIEYHOrO BBEASHUS, 30 MIr/Mn
Batch No / : V210932 Batch Quantity / : 2,09,090 ampules /
Cepus Ne Ob6bem cepun 2,09,090 amnyn
Analytical Report No / : 890001548764 Date of Analysis / : 30.09.2021
AnanuTHyecKuid oTueT Ne JlaTta anannza
Date of Manufacture / : Aug-2021 Date of Expiry/ : July-2024
JaTa npoussoacTBa T'ogen 1o
Analysis performed according ND / Ananus nposeaen o HJI: JI[1-001365-231118 (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 /
HU3enexkaemblii 00bem

1.0ml/ 1.0 mn

Not less than label claim (1.0 mL) /
He menee nomunransHoro (1,0 mi)

9 Bacterial endotoxins /
BakrepuanbHble
SHAOTOKCHHBI

<=0.725EU/mg /
<=0.725E3/mr

Not more than 5.8 EU/mg of ketorolac
tromethamine / He Gonee 5,8 EDQ/mr
KETOpoJiaka TpOMETaMUHa

10 Sterility / CrepunbHocTb

Complies / Ctepunen

Should be sterile / CTepI/IJ'IeH-

11 Assay / KoinuecTBenHoe onpeaesieHue
a) Ketorolac tromethamine / 29.37 mg/29.37 Mr From 27.0mg to 33.0mg of
Keroponaka Tpometamun Ci5H13NO;3- C4H 1NO3 (ketorolac
tromethamine) per 1 mL / Ot 27,0 mr
J0 33,0 Mr C15H13NO3'C4H11N03
(xeToponaka TpOMETaMUH) B 1 M1
b) Sodium chloride / Hatpus 4.38 mg/mL / 4.38 mr/mn Between 4.2 mg/mL and 4.5 mg/mL /
XJTOpUA Ot 4,2 mr/ma o 4,5 mMr/min
12 Alcohol content / dTaHon 11.44 % Between 10.60 % and 12.60 %/

Or 10,60 % 10 12,60 %

Prepared by /
[oaroroeneno: Pardeep Kumar

Remarks : The Product confirms to ND/

[pumeyanne: [poaykr cootsercrByer TpeGosatusm HJl
Checked by /

[Tposepeno: Himesh Kumar

C;l_,_ﬂ—;, Pawan Kumar

Conclusion : APPROVED /
3axmouenune: OJJOBPEHO
Approved by: Manager/Executive /
Onobpeno: Menekep / PykoBoaurens

=

g -
Reprint Date /
Hara: 30.09.2021

Print Date /
Jara: 30.09.2021

Print Date /
Jara: 30.09.2021

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: L85195AP1984PLC0O04507
www.drreddys.com
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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

CEPTU®UKAT AHAJIA3A Tel : +91 98166 56001-02

Product:/  Ketorol (Ketorolac) solution for intravenous and intramusculal {68y 36PHg/ml

Ilpoaykr: ©  Keropon® (keToponak) pacTBop A BHYTPHBEHHOTO M BHYTPUMBIIEYHOrO BBEACHHS, 30 Mr/mn
Batch No / : V210932 Batch Quantity / : 2,09,090 ampules /

| Cepusi Ne O6BemM cepun 2,09,090 amnyn
Analytical Report No / : 890001548764 Date of Analysis / : 30.09.2021
ABajuTH4YecKHH oT4yeT Ne Jara ananuza
Date of Manufacture / : Aug-2021 Date of Expiry / : July-2024
Jata npoH3BOACTBA T'oaen no

Analysis performed according ND / Anann3z nposenen mo HJI: JIT1-001365-231118 (amend Ne 1 from
14.01.2020 /u3m.Ne 1 ot 14.01.2020, amend No 2 from 24.08.2020 /u3m.Ne 2 ot 24.08.2020)
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13 Packaging / YnakoBka

m

HPpUMECHECHHUIO

Ilo 1 M B ammynsl H3 TEMHOTO
crexna kinacca I (USP). B Bepxueit | IIo 1 MI B aMITyJibl U3 TEMHOIO CTEKIIA
4acTy aMIlyJibl HaHeceHbl Konbllo U | wiacca I (USP). B Bepxueii uacTu
ToYka 1 pasnoma. Ha ammyny | amimynsl HaHeceHBI KOMBLIO M TOYKa
HaKJIEVBAIOT STHKETKY.
Ilo 10 ammyn ¢ MHCTpYKHIHEH MO | 3THKETKY.

1 mL inclass 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

in a carton pack.

JJI pasjioMa. Ha adMIIyJly HAKICeHUuBaroT

noMemaor | Mo 10 aMmyn ¢ HHCTpyKuHe# o

B [IBX/anmoMuHMEBEI# 6IHCTED. [IPUMEHEHHIO MOMELIAIOT
ITo 1 6nucTepy B mauky kapToHHyw. | B [IBX/amoMuHueBBIN GnucTep.

Io 1 6nucTepy B Na4Ky KapTOHHYIO;
I crauudoHapoB: mo 2, 3, 5
OJHCTEPOB B Na4YKy KAPTOHHYIO.

14 Labelling / MapkupoBka

According to ND / B cootseTcTBUn ¢ HJI.

15 Storage conditions /
XpaHeHHe

In a place protected from light below 25 °C. Do not freeze. / B 3aiuuiieHHoM
OT CBETa MecTe IpH TeMIiepaType He Bhile 25 °C. He 3aMmopaxuBats.

16 Shelf-life / Cpok roaHocTn

3 years / 3 ropa.

Remarks : The Product confirms to ND/
IIpumeuanue: IlpoaykT coorBeTcTByeT Tpeboranuam HJT

Conclusion : APPROVED /
3akawuyenne: OJOBPEHO

Prepared by /
IMoarorosneno: Pardeep Kumar

-

Checked by /

Approved by: Manager/Executive /

ITpoeepeno: Himesh Kumar | Ono6peno: Menemxep / PykoBonurens

Reprint Date /

JHara: 30.09.2021

Print Date /
Jlarta: 30.09.2021

. > | Pawan Kumar v,
=l —a—r : :_ESF__
7

Print Date /
Jara: 30.09.2021
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