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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

CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTUOPUKAT AHAJIU3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoAykr: Ketopon® (keToposiak) pacTBOp Uil BHYTPHBEHHOTO M BHYTPUMBILIEYHOIO BBeAeHHUs, 30 Mr/mn
BatchNo / : V240465 Batch Quantity / : 272727 ampules /
Cepus Ne OobneM cepHH 272727 ammyn
Analytical Report No / : 040002592449 Date of Analysis / : 15.07.2024
AHaJIHTHYecKHH oT4eT Ne JaTa anaju3a
Date of Manufacture / : 06/2024 Date of Expiry / : 05/2027
JaTa npon3BoacTBa I'onen 1o
Analysis performed according ND / Ananmus nposenen mo HJI: JII1-001365-170222
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[Ipo3pauHsiif HecUBETHBIH PacTBOP.

J‘;J: Test / [loka3zaTensb Results / PesynbTaThl Specification / Hopma
1 Description / Onucanue Clear  colorless  solution. / | Clear colorless to pale yellow solution.

/ TlpozpauHblii OeCLBETHBIH WU
CBETJIO-XKEJThIH pacTBOp.

2 Identification /
IMopnuHHOCTL

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
yIOepXKHBaHUsS OCHOBHBIX ITHKOB Ha
Xpomarorpamme UCTIBITYEMOTO
pacTBOpa COOTBETCTBYIOT BpeMEHaM
YAEpKUBAHUS OCHOBHBIX IIHKOB Ha
XpoMaTorpaMme CTaH/IapTHOTO
pacTBOpa KeTopojiaka TpOMeTaMUHa
U HanpoKceHa (paznen
«KonuiecTBeHHOE OTIpeeICHME)

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
yIEPXKHBAaHHA OCHOBHBIX ITHKOB Ha
XpoMaTorpaMmme UCTIBITYEMOTO
pacTeopa IOMKHBI COOTBETCTBOBATh
BpPEMEHAM YIEpPXHUBaHUSI OCHOBHBIX
MMKOB Ha XpoMaTorpamme
CTaHAApPTHOIG pacTBOpa KETOpoJaKa
TpOMETaMHHa M HampokceHa (pasgen
«KonuyecTBeHHOE OnpenenecHue»)

3 Clarity / IIpo3payHocTb

Complies / CooTBETCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension . / OnanecueHuus
npenapara He JI0JDKHA NTPEeBbIIIATh
ONANECIEHIMIO 3TAJI0OHA CpaBHEHUSA 1.

4 Color / LigeTHOCTH 0.04 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npu AnKHHE BOIHLI
430 M.

5 pH 7.39 From 6.9t07.9./016,9 no 7,9.

Remarks : The Product confirms to ND/
IIpumeuanue: [Ipoaykt cooTBeTcTBYET TpebOopaHusM HJJ

Conclusion : APPROVED /
3axkmwouenue: OJIOBPEHO

Prepared by /
Ionrorosne”o: Rama Kant

Checked by /
IIposepeno: Pardeep Kumar

OnobpeHo:

==

Amit Kumar

Approved by: Manager/Executive /

Menemxep / PyxoBoaurens

A
o

Reprint Date / !

Reprint Date /

Jata: 15.07.2024

Jlata: 15.07.2024

Reprint Date /
JlaTa: 15.07.2024
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Dr. Reddy's Laboratories ttd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel 1 +91 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTUO®UKAT AHAJIU3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipolykr: Ketopon® (keroponak) pactBop [Jisi BHYTPUBEHHOIO M BHYTPHUMBbILIEYHOr0 BBeeHHUs, 30 Mr/mi
BatchNo / : V240465 Batch Quantity / : 272727 ampules / |
Cep#in Ne O61em cepun 272727 amnyn
Analytical Report No / : 040002592449 Date of Analysis / : 15.07.2024
AHaJIITHYecKHH 0T4eT No HMara asanuza
Date of Manufacture / : 06/2024 Date of Expiry / + 05/2027
JlaTa npon3Boacrea T'oxen no
Analysis performed according ND / Anaans nposenen no HJI: JI1-001365-170222
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BunuMble YacTHLEBI

J;I.‘? Test / [TokazaTen Results / PesyabTaThl Specification / Hopma
6 Particulate matter / Mexannyeckne BKJIKYCHUST
6A Visible particles / Complies / CooTBETCTBYET Should correspond to requirements. /

B cootpeTcTBuM ¢ TpeOGoOBaNMAMH.

6B Invisible particles /
HeBugymMble 4acTHLBI:

=0.014 %)

i. Particles> 10 pm/ 07 not more than 6000 per ampoule /
YacTun pazMepoM > He 6onee 6000 Ha ammymy;
10 Mmxm
1. particles > 25 pm/ 00 not more than 600 per ampoule /
YaCTHUI] pa3MepoM > He 6onee 600 Ha amIyiny.
25 MKM
7 Related substances / PoacTBennble npumecu
Impurity A / Ilpumecs A 0.15% not more than 0.20% / He Gonee
0,20 %;
Impurity B / I[Ipumecs B Not detected / He oGHapyxeHa not more than 0.50% / He Gonee
0,50 %;
Impurity C / I[Ipumecs C Below LOQ (LOQ = 0.033%) / not more than 0.50 % / He Oonee
Hwxe npenena KONMYECTBEHHOTO 0,50 %,;
ompeaenenus (ITKO = 0.033%)
Impurity D / ITpumecs D Below LOD (LOD = 0.014 %) / not more than 0.20 % / He Gonee
Huxe npenena obHapyxenus (I10 0,20 %.

Remarks : The Product confirms to ND/

ITpumeuanue: [lpoaykr coorsercTByeT Tpebosanusm HJJ
Prepared by / Checked by /
[Noarororneno: Rama Kant ITpoeepeno: Pardeep Kumar

fubod =L

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Approved by: Manager/Executive /
OnoGpeno: Menemxkep / Pykosoaurensb
Amit Kumar -'\r ¢ ot

y

Reprint Date / \ Reprint Date /
Jata: 15.07.2024 Hara: 15.07.2024

Reprint Date /
MHara: 15.07.2024
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Tel: +91 40 4500 2800, Fax: +91 40 49C0

2999, Email: mail@drreddys.com

CIN: L851954P1984PLCONASGY
www.drreddys.com




Dr.Reddy’s €¢

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA
Tel : 491 98166 56001-02

CERTIFICATE OF ANALYSIS e E
CEPTUDHUKAT AHAJIN3A '
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
MpoAykT: Ketopon® (keToponak) pacTBOp Ajis BHYTPUBEHHOI'O U BHYTPUMBIILEYHOTO BBEAEHHS, 30 Mr/mn
BatchNo / : V240465 Batch Quantity / : 272727 ampules /
CepHa Ne O0nem cepun 272727 amnyn
Analytical Report No / : 040002592449 Date of Analysis / : 15.07.2024

AnasiuTHyeckHi oTder Ne JlaTa aHaaHn3a
Date of Manufacture / : 06/2024 Date of Expiry / : 05/2027
JlaTa Npou3BOACTBa T'onen oo

Analysis performed according ND / Ananaun3 nposeaen mo HJI: JI[1-001365-170222

Page3of 5/Cip.3m35

1‘1:.00 Test / [TokazaTeab Results / Pe3yabTaThl Specification / Hopma
Any unspecified impurity / 0.05% Not more than 0.20 % / He 6Gonee
Enunnunas neupentudpuiu- 0,20 %.
pOBaHHas NMPUMEChH
Total impurities / Cymma 0.21% Not more than 1.50 % / He 6onee
npumecei 1,50 %.

8 Extractable volume / 1.0ml/ 1.0 mn Not less than label claim (1.0 mL) /
H3Baexaemblii 00bemM He menee HomuHansHOTO (1,0 M)

9 Bacterial endotoxins / <=(0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
bakTepHanbHble <=0.725 E3/mr tromethamine. / He 6onee 5,8 E3/mr
3HAOTOKCHHBI KETOpoJiaKka TpOMeTaMHUHa.

10 Sterility (every 15th batch) / Sterile / Crepunen Must be sterile. / JomkeH ObITb
CrepnibHocTh (I0151 KaXa0H CTEPWIbHBIM.
15-oii cepun)

1;.:) Test / [loka3zaTens Results / Pe3yabTaThl Specification / Hopma
11 Assay / KosinuecTBeHHOe 30.72 mg/ 30.72 mr From 27.0mg to 33.0mg of
onpejaesieHue Ci1sH13NO3 C4H 1 1NO; (ketorolac
tromethamine) per 1 mL. / Ot 27,0 Mr
pi(¢] 33,0 Mr C15H13NO3'C4H11NO3
(xeTopoiaka TpoMETaMHUH) B 1 ML
12 Alcohol content / Tanon 11.94 % From 10.60 % to 12.60 %. /
Ot 10,60 % 1o 12,60 %.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanue: ITpoaykT cooTseTcTBYET TpebopanuaM HJJ 3axkmouenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Ilonrorosnexo: Rama Kant [TpoBepeHo: Pardeep Kumar | Onobpeno: Menemkep / PykoBoaurens
A Amit Kumar
f ~ e
MU-J\/ Qu// l"l 1‘“” S —
Reprint Date / ‘ Reprint Date / Reprint Date /
Hara: 15.07.2024 Jara: 15.07.2024 Hara: 15.07.2024

Registerad Cfficer 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india

Tel:

+21 40 4900 2900, Fax: #9140 4900 2999, Email: mail@drreddys.com
CIM: L35195AP19S4PLCO04507
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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

CEPTU®UKAT AHAJIU3A
 Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoAykT: KeTtopon® (keToposiak) pacTBOp JIsl BHYTPMBEHHOTO M BHYTPHUMBILIEYHOTO BBEAEHHS, 30 Mr/mn
BatchNo / : V240465 Batch Quantity / : 272727 ampules /
CepHn Ne O0beM cepHH 272727 amnyn
Analytical Report No / : 040002592449 Date of Analysis / : 15.07.2024
AHasIHTHYecKHH oTdeT No Jarta anannza
Date of Manufacture / : 06/2024 Date of Expiry / : 05/2027
JlaTa npousBoacTBa TI'omen go
Analysis performed according ND / Anann3 nposenen o HJI: JITT-001365-170222
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No

Test / [Toxa3zaTenanb
Ne

Results / PesyabTaTsl

Specification / Hopma

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 wMMn B aMmnynssl u3
CBETO3aIUTHOIO cTexna
kopuuHeBoro kiacca I (USP). B
BEpXHEH YacTH aMIlyJibl HaHECEHBI
KONBLO M TOYKa AN pasznoma. Ha
aMITyJly HaKJIeUBaIOT 3TUKETKY.

[To 10 amMmyn ¢ HHCTpyKUMEH II0
MPHUMEHEHHIO MOMEIIAI0T
B [IBX/anmoMuHuneBsIil OnucTep.

ITo 1 6nucTepy B a4Ky 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 aMOynsl W3
CBETO3al[UTHOrO CTEKJIa KOPHYHEBOT0
WIH  TEMHO-KOPHYHEBOTO  LBeTa
wiacca I (USP). B mepxneii uactu
aMmImyJlbl HaHeceHbl KOJBLO M TOUYKa
st pastoMa. Ha ammysy HaKsiedBaoT
ITUKETKY.

ITo 10 ammyn ¢ HHCTpPYKLUeH o
NPUMEHEHUIO MIOMEMIA0T
B [IBX/anoMUHHMEBBIH ONMKCTED.

[To 1 6naucTepy B NayKy KapTOHHYIO;
i1 cTaudoHapoB: mo 2, 3, 5
OJNHCTEPOB B MAYKY KapTOHHYIO.

14 Labelling / MapkupoBka

According to ND / B coorerctBuu ¢ HJI.

15 Storage conditions /
XpaneHue

In a place protected from light below 25 °C. Do not freeze. / B 3aimuieHHOM
OT CBeTa MecTe NpH Temriepatype He Boiule 25 °C. He 3amMopaxxuBars.

Remarks : The Product confirms to ND/
ITpumeuanue: IIpoaykT cooTBeTcTBYeT TpeboBanuam HJT

Conclusion : APPROVED /
3axmouenune: ONOBPEHO

Prepared by /
IToarorossieno: Rama Kant

QGulon

Checked by /
TpoeepeHo: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menenxep / PykoBoaurenb
Amit Kumar

/l(:\ L—
F _/
Y

Reprint Date / \
Jara: 15.07.2024

Reprint Date /
Jarta: 15.07.2024

Reprint Date /
Hara: 15.07.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, india
Tel: 491 40 4500 2900, Fax: +51 40 4900 2999, Email: mail@drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIN3A

Dr. Reddy's Laboratories 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

IpoAykr: Ketopon® (keroponiak) pacTBop Ui BHyTPHMBEHHOTO M BHYTPHMBILIEUHOTO BBeACHHUs, 30 mr/mi
BatchNo / : V240465 Batch Quantity / : 272727 ampules /
Ceprs Ne O6bem cepun 272727 amnyn
Analytical Report No / : 040002592449 Date of Analysis / : 15.07.2024
AxajluTHyeckuii oTueT Ne Jlara anaanza

Date of Manufacture / : 06/2024 Date of Expiry / : 05/2027

JaTta npou3BoAcTBa Tomen mo

Analysis performed according ND / Auanus nposenen no HJ/I: JI[1-001365-170222
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No

Test / [TokazaTenanb
No

Results / Pe3yJbTaThbl

Specification / Hopma

16 Shelf-life / Cpok ronuocTy

3 years. / 3 rona.

API name / HaumenoBanue ADPC:

Ketorolac tromethamine / KeToposiaka TpoMeTaMuH

INN / MHH:

Ketorolac / Ketopousak

API manufacturer batch number /

Homep cepun npousBoanteas ADC:

ABQHO006833

FP Manufacturer API Batch number /
Homep cepun cybetanunu npoussoautens [JId:

FEQA00570

API Manufactured by & country /
IIpoussoaurens ADC, crpana:

Dr. Reddy's Laboratories Ltd., India /
H-p Pennu'c JIabopartopuc JIta., Uaaus

Remarks : The Product confirms to ND/
ITpumeyanue: IpoaykT cooTBeTcTBYET TpeboBanusam HJI

Conclusion : APPROVED /
Saxawyienne: OJIOBPEHO

Prepared by /
IMToxrorossieno: Rama Kant

kol

Checked by /
IIpoeepeHo: Pardeep Kumar

——

Approved by: Manager/Executive /

Onob6peHo: Menemxkep / Pykoronurens

Amit Kumar
t—
/x(,/

Reprint Date / \

JHara: 15.07.2024

Reprint Date /
Jara: 15.07.2024

Reprint Date / '
Hara: 15.07.2024
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