Dr.Reddy’s Q_':s

Dr. Reddy's Laboratories Ltd.

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

CERTIFICATE OF ANALYSIS  pjgys sojan, H.p, 173 205, INDIA
CEPTUOUKAT AHATU3A Tel : +91 98166 56001-02
[Product:/  Ketorol (Ketorolac) solution for intravenous and intramusculari#jécfions 30R1E/ml
IMpomykr: Ketopon™ (keToponak) pacTBOp [isi BHYTPHBEHHOTO H BHYTPHMBIIIEHHOTO BBEICHHA, 30 Mr/mi

Batch No / : V220253 Batch Quantity / : 209090ampules /
Cepus Ne O6bem cepun 209090 amnyn
Analytical Report No / : 890001587217 Date of Analysis / ¢ 21.04.2022
AHAJIHTHYECKHI oTUeT Ne JaTa ananuza
Date of Manufacture / : Mar.2022 Date of Expiry / : Feb.2025
JlaTta npou3BoacTBa I'ogen o
Analysis performed according ND / Anasns nposeaen mo HJI: JITT-001365-170222
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Ipo3paunslii GecLIBETHBIN pacTBOD.

1;.00 Test / Ilokazatens Results / PezynabTatsl Specification / Hopma
1 Description / Onuncanue Clear  colorless  solution. / | Clear colorless to pale yellow solution.

/ Tlpo3pauHelii OeCLBETHBIN WK
CBETJIO-KENTHIM pacTBop.

2 Identification /
ITopanHHOCTL

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
YIOEpXMBaHUA OCHOBHLIX IMHKOB Ha
Xpomarorpamme HCTIBITYEMOTO
pacTBOpa COOTBETCTBYIOT BpeMeHaM
YAEpXXHUBaHUS OCHOBHBIX IHKOB Ha
XpoMaTorpamme CTaHAAPTHOTO
pacTBOpa KeTopoJiaka TpoMeTaMHHa
u HanpokceHa (pazpen
«KonnuecTBeHHOE onpeeneHue»)

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
YICp)KUBaHUA OCHOBHBIX IIHKOB Ha
XpoMaTorpamMme UCTIBITYEMOTO
pacTBOpa IOJDKHBI COOTBETCTBOBATH
BpEMEHaM YIEPKUBAHUSI OCHOBHBIX
TIMKOB Ha XpoMaTorpamme
CTaHJAPTHOTO pAcTBOpa KeTopoJiaka
TpOMETaMKMHa M HalpoKCeHa (paszen
«KonuaecTBeHHOE OnpeneieHue»)

3 Clarity / Ilpo3pausocts

Complies / CooTBeTCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension I. / OnanecueHuus
npernapara He JOJDKHA NPEBbIINATh
OMNaJIeCLEHIMIO 3TAJIOHA cpaBHeHus L.

4 Color / I1BeTHOCTE 0.05 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npu mivHe BOJIHBI
430 uM.

5 pH 7.26 From 6.9 t0 7.9./0t1 6,9 no 7,9.

Remarks : The Product confirms to ND/
ITpumeuanue: Iponykr cootBetcTByeT TpeGoBanusm HJT

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by /
Ioarorosneno: Ankit

y

Checked by /
[Mposepero: Himesh Kumar

Approved by: Manager/Executive /
OnobpeHo: Menemxkep / Pykosoaurens

Pawan Kumar 47',

Reprint Date /
Jara: 21.04.2022

Reprint Date /
Hara: 21.04.2022

Reprint Datc /
Hata: 21.04.2022

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
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Dr.Reddy’s Q::‘

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

CERTIFICATE OF ANALYSIS Distt. Solan, H.P., 173 205, INDIA

CEPTUO®UKAT AHAJIW3A Tel : +91 98166 56001-02
Product:/  Ketorol (Ketorolac) solution for intravenous and intramuscularit{ €6 BocAg/ml
HpoayxrT: Ketopon™ (keToponak) pactBop uisl BHYTPHBEHHOTO M BHYTPUMBILIEHHOrO BREACHHS, 30 Mr/Mi
Batch No / 1 V220253 Batch Quantity / : 209090ampules /
Cepus Ne O6bem cepun 209090 amnyn
Analytical Report No / : 890001587217 Date of Analysis / : 21.04.2022
AHATIMTHYECKHH O0T4eT Ne Jara ananusa
Date of Manufacture / : Mar.2022 Date of Expiry / : Feb.2025
Jara npou3BoicTBa T'ogen oo

Analysis performed according ND / Auanus nposexen mo HJI: JIIT-001365-170222
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6 Particulate matter / Mexanudeckue BKIIOYEHHS

6A Visible particles /
Bunumere qacTuisl

Complies / CooTeTcTByeT Should correspond to requirements. /

B cooTtBeTcTBHM C TpeGoOBaHUAMMU.

6B Invisible particles /
HesuanumMble yacTupr:

Impurity C / Ilpumeck C

Less than LOQ (LOQ = 0.033 %) / Huxke
NpeficNa KONUYECTBEHHOTO OMpe/IC/eHNs

i. Particles> 10 pm / 18 not more than 6000 per ampoule /
Yactuu pazmepoM > He 6osee 6000 Ha ammyny;
10 Mxm
ii. particles> 25 pm/ 00 not more than 600 per ampoule /
YacTHUI pa3MepoM > He 6onee 600 Ha ammyny.
25 MxM
7 Related substances / PoacrsenHble npumecu
Impurity A / Ilpumecs A 0.14 % not more than 0.20% / He Goiee
0,20 %;
Impurity B / IIpumecs B Not detected / He oGHapysetia not more than 0.50% / He Gosee
0,50 %;

not more than 0.50 % / He 6onee

H3Biekaemblii 06bem

(ITKO = 0.033 %) 0,50 %;
Impurity D / [Tpumecs D Below LOD (LOD = 0.014 %) / Huse not more than 0.20% / He Gonee
npepena obnapyxenus (10 = 0.014 %) 0,20 %.
Any unspecified impurity / 0.10 % Not more than 0.20 % / He 6osee
EnnHu4Has HeupeHTUUIM- 0,20 %.
pOBaHHas MpUMech
Total impurities / Cymma 0.32 % Not more than 1.50 % / He 6onee
npuMecei 1,50 %.
8 Extractable volume / 1.1ml/ 1.1 mn Not less than label claim (1.0 mL) /

He menee HomunanbHoro (1,0 M)

Remarks : The Product confirms to ND/
[Tpumeyanwe: ITpoaykr cooTBetcTByeT TpeGoBanusm HJJ

Conclusion : APPROVED /
3axmouenune: OJIOBPEHQO

Prepared by /
Ionrororneno: Ankit

/4

Checked by /

Approved by: Manager/Executive /

Ilposepeno: Himesh Kumar Onobpeno: Menemxep / PykosoauTens

M Pawan Kumar /g_l/

|y

Reprint Date /
Hara: 21.04.2022

Reprint Date /
Hara: 21.04.2022

Reprint Date /
Hara: 21.04.2022
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Dr.Reddy’s Qf:“’

CERTIFICATE OF ANALYSIS
CEPTHO®HUKAT 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 intramuscular'{¥jecti6adI80R1/m]

IIpoaykr: Keropon® (keToposiak) pacTsop /it BHYTPMBEHHOTO i BHYTPHMBIIIEUHOTO BBEAEHHS, 30 MI/MJT
Batch No / 1 V220253 Batch Quantity / : 209090ampules /
Cepus Ne O6bem cepun 209090 ammnyn
Analytical Report No / : 890001587217 Date of Analysis / : 21.04.2022
AHanuTrdecKkHi oTuer Ne JaTta ananusa
Date of Manufacture / : Mar.2022 Date of Expiry / : Feb.2025
Jara npoun3BojcTBa I'onen o

Analysis performed according ND / Anasus nposenen no HJI: JIT1-001365-170222
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Bacterial endotoxins /
bakTepnanbHbie
IHAOTOKCHHBI

F9

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

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

15-0ii cepun)

10 Sterility (every 15th batch) /
CrepuabHoOCTD (1715 KaX A0k

Complies / Crepuen

Must be sterile. / JlomxkeH ObITH
CTEPUILHBIM.

11 Assay / KonuuecTeeHHOE 29.56 mg/29.56 mMr From 270mg to 33.0mg of
onpejeeHue CisHisNOj3-C4H(1NOs (ketorolac
tromethamine) per 1 mL. / Ot 27,0 mr
pils] 33,0 Mr C15H13N03‘C4H11NO3
(keTopoiaka TpOMeTaMuH) B 1 Mi1.
12 Alcohol content / 3Tanon 11.73 % From 10.60 % to 12.60 %. /

Ot 10,60 % no 12,60 %.

Remarks : The Product confirms to ND/
[Tpumeuanue: Ilponykr cootBercTByeT TpeGopanuam HJJ

Conclusion : APPROVED /
3akmouenue: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Ioarorosneno: Ankit Iposepeno: Himesh Kumar OnobpeHo: Menemxep / Pykosoaurens
\ _—_ | Pawan Kumar )XL/
R ==
@ _—) |
Reprint Date / Reprint Date / Reprint Date /

Hara: 21.04.2022

Jlara: 21.04.2022

Hara: 21.04.2022
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CERTIFICATE OF ANALYSIS
CEPTHO®UKAT 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

Product : /

Ketorol (Ketorolac) solution for intravenous and intramusculari¥jécHo88I%DRIB/ml

AHAJIHMTHYECKHH oTueT Ne

JaTta anannza

Ipogykr: Keropon™ (keToponak) pactop Jijisi BHYTPUBEHHOIO H BHYTPHMBILIEYHOT O BBEIEHUS, 30 Mr/mu
Batch No / 1 V220253 Batch Quantity / : 209090ampules /
Cepus Ne O6bem cepun 209090 ammys
Analytical Report No / : 890001587217 Date of Analysis / : 21.04.2022

Date of Manufacture /
JaTa npon3BoacTBa

: Mar.2022

Tonen xo

Date of Expiry / : Feb.2025

Analysis performed according ND / Anaaus nposegen mo HJI: JIT1-001365-170222
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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. /

ITo 1 wMn B aMmoyiasl u3
CBETO3aILUTHOTO CTeKJ1a
kopuyHeBoro kinacca I (USP). B
BEPXHEH 9acTH aMIynbl HAaHECEHBI
KOJIBIIO M TOYKa Ui paznoma. Ha
aMITyJly HaKJIEMBalOT STHKETKY.

ITo 10 ammyn c¢ HHCTpyKuueil o
NIPUMEHEHHIO [IOMEIIAOT
B [IBX/anoMuHUEBBIH 6a1CTED.

ITo 1 6aucTepy 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 wMn B aMmMOoynsl u3
CBETO3AIUTHOTO CTEK/Na KOPUYHEBOTO
HIH  TEMHO-KOPUYHEBOTO  L[BETA
knacca I (USP). B Bepxneit uactu
aMmmysiel HaHeceHbl KONBLIO M TOYKa
Iuisl pa3noma. Ha amnyity HaKJIeMBaoT
STUKETKY.

Ilo 10 ammyn ¢ MHCTpYKLHMe# M0
NPUMEHEHUIO MTOMEILAIOT
B [IBX/amomunueBslii 6mucTep.

I[To 1 6nucTepy B MauKy KapTOHHYIO;
Uid  cTauuoHapoB: mo 2, 3, 5
OJIHCTEPOB B MaYKy KaPTOHHYIO.

14

Labelling / Mapkupogska

According to ND / B cootsercTBuu ¢ HJI.

15

Storage conditions /
XpaHeHue

In a place protected from light below 25 °C. Do not freeze. / B 3amuieHHoM
OT CBETa MeCTe IpU TeMrepartype He Beille 25 °C. He 3aMmopaxuBatsb.

16

Shelf-life / Cpok rogHocTH

3 years. / 3 roga.

Remarks : The Product confirms to ND/
Ilpumeuanue: IlponykT cooTBeTcTBYET TpeGoBanmsam HJT

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Prepared by /
Ionrorosneno: Ankit

A

Checked by / Approved by: Manager/Executive /
ITposepeno: Himesh Kumar OnobpeHo: Menem?ep / PykoBonuTenn

—

Pawan Kumar

- ‘—z__

Reprint Date /
Jara: 21.04.2022

Reprint Date / Reprint Date /
Hara: 21.04.2022 Hara: 21.04.2022
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