Dr.Reddy’s Q:':‘

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

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

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTHO®HKAT AHAJIM3A www.drreddys.com

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IpoxykT: Keropon" (keToponak) pacTBOp /sl BHYTPHBEHHOTO U BHYTPUMBIICHHOrO BBEACHNS, 30 mr/ma
Batch No / 1 V230074 Batch Quantity / : 272727ampules /
Cepus Ne O6nem cepun 272727 amiyn
Analytical Report No / :+ 890001643968 Date of Analysis / : 04.02.2023
ABanuTuyeckmii oTyeT No Jara ananusa
Date of Manufacture / : Jan.2023 Date of Expiry / : Dec.2025
JlaTa npoH3B0ACTBA Topen xo

Analysis performed according ND / Ananu3 nposejes 1no HI: JIIT-001365-170222

Page 1 of 4/ Crp. 1 m3 4

No

N Test / IToka3aTeib Results / Pe3ybTaTh} Specification / Hopma

1 Description / Onucanue Clear light yellow solution. / | Clear colorless to pale yellow solution.
ITpo3paynsiii ceemo-xenThiil | / Tlpo3paubblii OecLUBEeTHBIN WK
pacTBop. CBETJIO-XeNThiil pacTBOP.

2 Identification /
IMopiuuHOCTH

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
yHepKMBaHUSA OCHOBHBIX NHUKOB Ha
XpoMarorpamme UCTIBITYEMOTO
pacTBOpa COOTBETCTBYIOT BpEMEHAM
yIEpHKHUBAHUS OCHOBHBIX TIMKOB Ha
XpoMaTorpamme CTaHAapTHOTO
pacTBOpa KeTOpOJIaKa TPOMETAMUHA
U HampOKCeHa (pazmen
«KonudecTBeHHOE ONPENENEHUE)

The retentjon 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
YOEpXKHUBAHUS OCHOBHBIX ITHKOB Ha
XpoMaTorpaMme HCIIBITYEMOT'O
pacTBOpa [JOIKHBI COOTBETCTBOBATDH
BpEMEHaM YACPKHBAHHS OCHOBHBIX
MIHKOB Ha XpoMaTorpamMme
CTAaHAAPTHOrO pPacTBOpa KETOpoJsiaka
TpoMeTaMHHa H HampokceHa (pasmen
«KonuuecTBEHHOE OTPENEIEHHE)

3 Clarity / IlpozpayHocThb

Complies / CoOTBETCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension I. / OnanecueHuus
Tpernapara He A0JDKHa NPEBbIIaTh
OHAJECUEHIIMIO 3TaJIOHA cCpaBHeHus L.

4 Color / LipeTHOCTH 0.04 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npu [iMHE BOJIHBI
430 HMm.

5 pH 7.38 From 6.9 to 7.9./0t1 6,9 1o 7.,9.

Remarks: The Product confirms to ND/
Tpureuanie: TTNOIyKT cONTRATATRYAT mpednrannam HJT

Conclusion: APPROVED /
Jak/mouenne: ONOBPEHO

Prepared by /
Iloarotosneno: Shivani Devi

s

Checked by /
Iposepeno: Pardeep Kumar

——

Approved by: Manager/Executive /
Ono6peno: Menemxep / Pykosonurens
Amit Kumar

=

Reprint Date /
Jara: 22.02.2023

Reprint Date /
Jara: 22.02.2023

Reprint Date /
Ilara : 22.02.2023

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: L85195AP1981PLC0O04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

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

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

CEPTHOHUKAT AHAJIM3A www.drreddys.com
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Keropon" (keroponak) pacTBOp AUis BHYTPUBEHHOTO ¥ BHYTPHMBILICHHOTO peegeHus, 30 Mr/mn
Batch No / : V230074 Batch Quantity / . 27272 7ampules /
Cepns No O6beM cepnu 272727 amnyn
Analytical Report No / : 890001643968 Date of Analysis / : 04.02.2023
AnannTudeckuii oTuer No JlaTa anajusa
Date of Manufacture / : Jan.2023 Date of Expiry / : Dec.2025
JlaTa npon3BoACTBA T'oaen g0
Analysis performed according ND / Anaju3 nposenes no HI: JIT1-001365-170222
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6 Particulate matter / MexaHu4deckuie BKIOYeHHUs!

6A Visible particles /
BuayMble 4aCTULLBI

Complies / COOTBETCTBYET

Should correspond to requirements. /
B cooTBeTCTBUY ¢ TPeOOBAaHUSIMH,

6B Invisible particles /
HeBuauMble 4acTHLIBL:

Below Limit of Detection (LOD = 0.014 %)/
Huxe npenena obHapyxenus (110 =0.014 %)

Any unspecified impurity /
EnuHMYHAS HEUIEHTAQHLIK-
poBaHHas IPUMEChH

0.05%

i. Particles> 10 pm/ 54 not more than 6000 per ampoule /
YacTull pasMepoM > He 6onee 6000 Ha aMIyITy;
10 MKM
ii. particles>25 um/ 01 not more than 600 per ampoule /
YaCTHUI[ pa3MEPOM 2 He Gonee 600 Ha amITyITy.
25 MKM
7 Related substances / PoacTBeHHBbIe NPpUMECH
Impurity A / IIpumecs A 0.17% not more than 0.20% / He OGonee
0,20 %,;
Impurity B / [Ipumecs B not more than 0.50 % / He Ooiee
Not detected / He o6HapyxeHa 0.50 %:
Impurity C / Ilpumecs C Less than LOQ (LOQ = 0.033 %) / Hinke not more than 0.50 % / He Oonee
npepena KOJIMYECTBEHHOTO QNPEACIICHHS 0 50 0/ .
(ITKO =0.033 %) Y /0
Impurity D / TIpumecs D not more than 0.20 % / He Oosee

0,20 %.

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

Remarks: The Product confirms to ND/
IMpumedanne: [IpOaYKT cOOTBETCTBYET TPebOBaHHAM H

Conclusion: APPROVED /
Zaxmouenne: OJJOBPEHO

Prepared by /
oarororneHo: Shivani Devi

AT

Checked by /
ITposepeno: Pardeep Kumar

=1

Approved by: Manager/Executive /
Ono6peno: Menemkep / Pykopoauresb
Amit Kumar

(&v—‘:\\'}""’—

Reprint Date /
Jara: 22.02.2023

Reprint Date /
Jara: 22.02.2023

Reprint Date /
Jlara ; 22.02.2023
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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, IND|A
Tel : +91 98166 56001-02

CEPTHO®HKAT AHAJIM3A

www.drreddys.com

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

ITpoaykr: Keropon™ (keToposiak) pacTeop s BHYTPHBEHHOO H BHYTPUMBILICUHOLO BECACHUA, 30 mr/mn
Batch No / : V230074 Batch Quantity / : 272727ampules /
Cepusn Ne O0bem cepun 272727 amnyn
Analytical Report No / : 890001643968 Date of Analysis / : 04.02.2023
ABRANBTHYECKHH oTueT No Jlara aHayusza

Date of Manufacture / : Jan.2023 Date of Expiry / : Dec.2025

JlaTa npon3BoAcTBA Tlonen mo

Analysis performed according ND / Ananu3s nposegen no HJL: JIT-001365-170222
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Total impurities / Cymma 0.22% Not more than 1.50 % / He 6onee
npumeceit 1,50 %.

8 Extractable volume / 1.0ml/ 1.0 mn Not less than label claim (1.0 mL) /
H3BnekaemMblii 00bemM He meHee HoMuHanbHOro (1,0 M)

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BaxTtepuanbHble <=0.725 ED/mr tromethamine. / He Gonee 5,8 EQ/mr
SHAOTOKCHHBI KETOpOJiaka TPOMETAMHUHA.

10 Sterility (every 15th batch) / Must be sterile. / Hdomxen ObITb
CTepHABHOCTE (44151 KAXKA0i NA CTEpUJIbHBIM.
15-oii cepun)
11 Assay / Konu4yecTBenHoe 30.26 mg / 30.26 Mr From 270mg to 330mg of
ompeaeiacHne Ci5H3NO3 C4H 1 NOs (ketorolac
tromethamine) per 1 mL./ Ot 27,0 mr
pife] 33,0 MI C15H13NO3'C4H11NO3
(keToponaka TpPOMETaMMH) B 1 Mil.
12 Alcohol content / Tanon From 10.60 % to 12.60 %. /
11.48 % Ot 10,60 % no 12,60 %.

Remarks: The Product confirms to ND/

Tpumeyanne: [TpoaykT cooTBeTCTBYET TPEDOBAHUSM HJI

Conclusion: APPROVED /
Bakurouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
INoarorosneno: Shivani Devi [posepeHno: Pardeep Kumar | Onobpero: Menemiep / PykoBoaurens
— .
& ! Amit Kumar tA—
/ [X../’”’J
Reprint Date / Reprint Date / Reprint Date /
Hata: 22.02.2023 Jara: 22.02.2023 Jara : 22.02.2023

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.dircddys.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
Tel : +91 98166 56001-02

CEPTHOPUKAT AHAJIM3A www.drreddys.com
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IMpoaykTr: Keropon" (keToponak) pacTeop Uil BHYTPHBEHHOTO U BHYTPHMBILICYHOrO BBEACHHA, 30 mr/mMn
Batch No / : V230074 Batch Quantity / : 272727ampules /
Cepns Ne O0Bem cepHU 272727 amnyn
Analytical Report No / : 890001643968 Date of Analysis / : 04.02.2023
AHajguTHYeCKHH oTyeT No Jara apajnsa
Date of Manufacture / : Jan.2023 Date of Expiry / : Dec.2025
Jdarta npoH3BOACTBA T'open o
Analysis performed according ND / Anayms 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. /

Ilo 1 wMn B aMmOoyiasl M3
CBETO3AIIUTHOIO CTeKIa
kopuunesoro kinacca I (USP). B
BepXHe#l 4acTH aMIyJIbl' HAHECEHBI
KOIBLIO M TOuYKa Ans paszioma. Ha
aMITyJly HaKJIEHBalOT STHUKETKY.

Ilo 10 ammyn ¢ HHCTpyKUUeid o
NPUMEHEHHIO TIOMEUIAa0T
B [IBX/antoMuHiEBBIH OIIHCTED.

ITo 1 6nucTepy B Ia4Ky KapTOHHYO.

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 ™Mnm B  aMmImyias M3
CBETO3ALIMTHOTO CTEKJIa KOPHUHEBOI'O
WIH  TEMHO-KODUYHEBOro  IIBeTa
knacca I (USP). B BepxHeill 4acTu
aMITyJIbl HaHECEHBI KONbLO M TOYKA
1ns pasnoma. Ha aMIyny HaKIneHBarOT
ITUKETKY.

Ilo 10 amnyn ¢ UHCTPYKLMEH [10
NPUMEHEHHIO MOMEILAI0T
B [IBX/anoMuHueBBIH OIHCTED.

Ilo 1 6iucTepy B MAUKy KapTOHHYIO;
s craguoHapoB: mo 2, 3, 5
OMMCTEPOB B MAUKy KapTOHHYIO.

14 Labelling / MapkupoBka

According to ND / B coorsetcTBuy ¢ HJI.

15 Storage conditions /
XpaHeHue

In a place protected from light below 25 °C. Do not freeze. / B 3aiuuitieHHOM
OT CBETA MECTE NpH TemIepatype He Bbiule 25 °C. He 3amMopaxuBaTh.

16 Shelf-life / Cpok roanoctu

3 years. / 3 rona.

Remarks: The Product confirms to ND/
[Mpumeuanue: [IponykT cooTBeTcTBYeT Tpedoanuam HJI

Conclusion: APPROVED /
3akmoyenue: OJJOBPEHO

Picpared Ly /
IMoaroroeneno: Shivani Devi

AT

Checked by /
ITposepeHo: Pardeep Kumar

_—

Approwvod by: Manager/Executive /
Ono6peno: Menemxep / Pykosoautens

Amit Kumar “N—
T

Reprint Date /
Hara: 22.02.2023

Reprint Date /
Hara: 22.02.2023

Reprint Date /
Hara : 22.02.2023

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.Uieddys.cuiii




