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

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

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02

CEPTUDPUKAT AHAJIU3A www.drreddys.com

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

Ipoaykt: . Keropon® (keToponak) pacTBOp A/Isi BHYTPUBEHHOTO U BHYTPHMbILIEHYHOrO BBeeH S, 30 Mr/mi
Batch No / 1 V230211 Batch Quantity / : 272727ampules /
Cepus Ne O0bem cepuu 272727 amnyn
Analytical Report No / : 890001656385 Date of Analysis/ : 08.04.2023
AHaJHTHYEeCKHI oTUeT No JlaTa aHaau3za

Date of Manufacture / : Mar.2023 Date of Expiry / : Feb.2026
JaTa npon3BoaACTBa TI'ogen ao

Analysis performed according ND / Ananu3 nposesen no HJI: JI1-001365-170222

Page 1 of 4/ Crp. 1 u3 4

[Tpo3payHbIii CBETJIO-XKEJITH!
pacTBOp.

1;00 Test / IToka3zaTenn Results / Pe3yabTaTthl Specification / Hopma
1 Description / Onucanue Clear, light yellow solution. Clear colorless to pale yellow solution.

/
1 | / TIpospaunblif OGecuBETHBIH MIH
CBETJIO-KENTHII PacTBOP.

2 Identification /
IMoanuHHOCTL

The retention times of the ma

in | The retention times of the main peaks

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) / Bpemena
YIEP)KMBAHKS OCHOBHBIX IIHKOB Ha | YOEPXHBAaHHA OCHOBHBIX ITMKOB Ha
Xpomarorpamme HCTILITYEMOTO | XpoMarorpamMme UCTIBLITYEMOTO
pacTBOpa COOTBETCTBYIOT BpEMEHaM | pacTBOpa MOJDKHBI COOTBETCTBOBATD
YIEp)KMBAHKUSA OCHOBHBIX MMKOB HAa | BpEMEHAM YIEPXKHBAHHA OCHOBHBIX

XpoMarorpamme CTaHAApPTHOIO | IHKOB Ha XpomMaTorpaMme
pacTBopa KeTopoJsiaka TPOMETaMHHAa | CTaHJApPTHOTO PacTBOpa KeTOopoJiaka
% HanpoKCeHa (pazmen | TpoMmeTaMHHa U HarpoOKceHa (pasgen

«Konn4ecTBEHHOE ONpPENEICHUE)

«Konm4ecTBEHHOE onpeneneﬂne»)

3 Clarity / IIpo3pauyHocThb

Complies / CooTBETCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension I. / OnanecueHIUA
npenapaTa He JOJDKHA NPEBBILIAT
ONANIECUSILINIO 2TAIOHA CPARKHCHIL I,

4 Color / IlgeTHOCTB 0.04 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npu JIMHE BOJIHBI
430 uM.

5 pH 7.42 From6.91t07.9./016,9 no 7,9.

Remarks: The Product confirms to ND/

Ipumeuanne: IIpoaykT coorBeTcTBYET TpeboBanmsM HJJ

Conclusion: APPROVED /
Zakmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoarororneHo: Ramakant I[Mpoeepeno: Pradeep Kumar | OnobpeHo: Menemkep / Pykosoaurens
%\\’W (i/ Amit Kumar N\—
= ,-’/—
Reprint Date / Reprint Date / Reprint Date /
Jara: 08.04.2023 Hara: 08.04.2023 Jara : 08.04.2023
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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
Tel : +91 98166 56001-02

CEPTUPUKAT AHAJIU3A www.drreddys.com
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml ]
ITpoaykr: Ketopon" (keToponak) pacTsop /Jisi BHYTPMBEHHOTO M BHYTPUMBbILIEYHOTO BBEAeHUS, 30 mr/m
Batch No / : V230211 Batch Quantity / : 272727ampules /
Cepus Ne O61bem cepun 272727 amnyn
Analytical Report No / : 890001656385 Date of Analysis / : 08.04.2023
AHajguTuyeckuii oryer Ne Jata ananusa
Date of Manufacture / : Mar.2023 Date of Expiry / : Feb.2026
JlaTa NpoH3BOACTBA I'onen no
Analysis performed according ND / Anann3s nposeaen no HJI: JIT1-001365-170222
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6 Particulate matter / Mexanuyeckue BKJIKOYEHUS

6A Visible particles /
BuaumMele 4acTHLbl

Complies / CooTBETCTBYET

Should correspond to requirements. /
B COOTBETCTBHH C TPEOOBAHUSIMH.

6B Invisible particles /
HeBunuMble 4acTULIBL:

obnapyxenus (10 = 0.014 %)

Impurity C / Ilpumecs C

Less than LOQ (LOQ = 0.033 %) /
Himke mpezena KOITHYECTBEHHOIO
onpenenenus ([IKO = 0.033 %)

Impurity D / [Ipumecs D

Below Limit of Detection (LOD =
0.014 %) / Huxe npenena
o6napyxenus (10 = 0.014 %)

Any unspecified impurity /
Enunudnas HeuneHTUG uiu-
pOBaHHas NPHUMEChH

0.06%

i. Particles> 10 pm / 12 not more than 6000 per ampoule /
YacTtul pasmepom > He Gosee 6000 Ha ammyy;
10 MkM

ii. particles > 25 pm/ 00 not more than 600 per ampoule /
yacTul pa3MepoM > He 6onee 600 Ha amIyIy.
25 MKM

7 Related substances / PoacTBeHHbIE NpUMecH
Impurity A / [Ilpumecs A 0.15% not more than 0.20 % / He Oonee
0,20 %;
- Below Limit of Detection (LOD = ’ - 5
Impurity B / IIpumecs B 0.014 %) / Huke npezena not more than 0.50 % / He Gonee

0,50 %;

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

not more than 0.20 % / He Oojee
0.20 %.

Not more than 0.20 % / He 6onee
0,20 %.

Remarks: The Product confirms to ND/
[Npumeuanue: [IpogykT cooTBeTcTBYET TpeboBanuam HJI

Conclusion: APPROVED /
3akarouenne: OJJOBPEHO

Prepared by /
IToarorosneno: Ramakant nd_

s

Checked by /
ITposepeno: Pradeep Kumar

Approved by: Manager/Executive /

Ono6peno: Menemxrep / Pyxosonurens

Amit Kumar

‘\\__,.

=

Reprint Date /
Hara: 08.04.2023

Reprint Date /
Jara: 08.04.2023

Reprint Date /
Jara : 08.04.2023
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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
Tel : +91 98166 56001-02

www.drreddys.com

CEPTUO®UKAT AHAJIN3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Ketopoa" (keToponak) pactBop JUist BHYTPUBEHHOTO .M BHYTPUMbILLEYHOTO BBEACHHS, 30 Mr/mu
Batch No / : V230211 Batch Quantity / : 272727ampules /
Cepus Ne O6Bem cepun 272727 amnyn
Analytical Report No / : 890001656385 Date of Analysis / : 08.04.2023
AHaJIuTHYECKHH oTueT Ne JlaTa ananu3a
Date of Manufacture / : Mar.2023 Date of Expiry / : Feb.2026
Jlara npou3BoacTBA I'oaeH no

Analysis performed according ND / Ananus nposenen mo HJI: JII1-001365-170222
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Total impurities / Cymma 0.26 % Not more than 1.50 % / He 6Gonee
npuMmecei 1,50 %.

8 Extractable volume / 1.0ml/ 1.0 Mn Not less than label claim (1.0 mL) /
H3pnekaemblii 00beM He meHee HomuHaibHOTO (1,0 M)

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BakrepuajbHble <=0.725 E3/mr tromethamine. / He Gonee 5,8 ED/mr
IHAOTOKCHHBDI KeTOpoJIaKa TPOMETaMHHa.

10 Sterility (every 15th batch) / Must be sterile. / JomkeH O6b1Th
CTepuMiILHOCTD (AN KaMNO0i NA CTEpUWIbHBIM.
15-o0ii cepnn)
11 Assay / KosnuecTBeHHOe 29.79 mg/ 29.79 mr From 27.0mg to 330mg of
onpeaeseHue CisHi3sNO3-C4H 1 NO; (ketorolac
tromethamine) per 1 mL. / Ot 27,0 mr
o 33,0 Mr C15H13NO3'C4H11NO3
(keTopoiiaka TPOMETaMHH) B 1 MJL.
12 Alcohol content / DTanon From 10.60 % to 12.60 %. /
11.60 % Ot 10,60 % o 12,60 %.

Remarks: The Product confirms to ND/

ITpumeuanue: IlpogykT cooTBeTcTBYET TpedopanusM HJJ

Conclusion: APPROVED /
3akawuenue: OJIOBPEHO

Prepared by /
IMoxaroroeneHo: Ramakant
15

dulgt

Checked by /
[TpoBepeno: Pradeep Kumar

1

Approved by: Manager/Executive /
Ono6peno: Menemkep / PykoBonurensb

Amit Kumar N—
[t

Reprint Datc /
Hara: 08.04.2023

Reprint Datc /
Jarta: 08.04.2023

Reprint Datc /
Jara : 08.04.2023
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CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P.,, 173 205, INDJIA
Tel : +91 98166 56001-02

CEPTU®HKAT AHAJIN3A www.drreddys.com

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

ITpoaykr: Ketopon" (KeTopostak) pacTsop s BHYTPHBEHHOIO M BHYTPUMbILIEYHOTO BBEAEHUs, 30 Mr/mJ
Batch No / 1 V230211 Batch Quantity / 1 272727ampules /
Cepust Ne O6bem cepun 2727277 amnyn
Analytical Report No / : 890001656385 Date of Analysis / : 08.04.2023
AvanuTndeckuii oryer No Jlara ananuza

Date of Manufacture / : Mar.2023 Date of Expiry / : Feb.2026
JdaTta nponsBoacTea T'ogen no

Analysis performed according ND / Anaaus nposenen no HJI: JIT1-001365-170222
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13 Packaging / Ynakoska

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 amnylsl  u3
CBETO3aLIUTHOTO CTeKNa
kopuyHeBoro knacca I (USP). B
BEPXHEH 4YacTH aMIyJbl HaHECEHbI
KOJBLO M TOYKa AN pasnoma. Ha
aMIyJTy HaKJIEUBAIOT ITUKETKY.

INo 10 ammyn ¢ WHCTpYKLMEN Mo
NPUMEHEHHUIO NMOMEeLIaloT
B [IBX/amomunnesriit 6aucrep.

ITo 1 6nucTepy 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. /

ITo 1 wMnm B aMmoyasl M3
CBETO3AILUTHOIO CTEKJIA KOPUYHEBOTO
MWIM  TEMHO-KOPDHYHEBOTO  liBETa
kracca I (USP). B Bepxueit uactu
aMIlynbl HAHECEHBI KOMbLO M TOYKA
[Uts paznoMa. Ha amnyny HakjieuBaroT
STUKETKY.

ITo 10 ammyn ¢ WHCTpyKLiMe# 110
HPUMEHEHHUIO [IOMEILAOT
B [IBX/amomMuHueBbIH OIHCTED.

ITo 1 61McTepy B MauKy KapTOHHYIO;
Uls  CTauMoHapoB: mno 2, 3, 5
ONHCTEpOs B MAYKY KAPTOHHVIO.

14 Labelling / MapkupoBka

According to ND / B cootetrcTBuu ¢ HJI.

15 Storage conditions /
XpaHeHue

In a place protected from light below 25 °C. Do not freeze. / B 3amuieHHOM
OT CBETAa MECTE NpH TeMIiepatype He Bellle 25 °C. He 3amopaxuBath.

16 Shelf-life / Cpok roanoctu

3 years. / 3 rona.

Remarks: The Product confirms to ND/
Ipumeuanne: IlponykT coorBercTBYeT TpeGoBanmsam HJI

Conclusion: APPROVED /
3axmouenne: O/IOBPEHO

Prepared by /
[Toaroroeneno: Ramakant

ket

Checked by /
IIposepeno: Pradeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykoroauresnnb
Amit Kumar

N

1

Reprint Date /
Hara: 08.04.2023

Reprint Date /
Jara: 08.04.2023

Reprint Date /
Jlata : 08.04.2023
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