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Dr. Reddy's Laboratories ttd.

Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, IND{A
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTUDOUKAT AHAJIN3A

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoAykT: Ketopon® (keToponak) pacTBop uisi BHYTPUBEHHOTO M BHYTPUMBILIEYHOrO BBEACHHS, 30 mr/mi
BatchNo / : V240167 Batch Quantity / : 272727 ampules /
Cepnil No Ob6beM cepHH 272727 amnyn
Analytical Report No / : 040002466582 Date of Analysis / : 27.03.2024
AHaJIuTHYeCKHil oTyeT No JlaTa anaau3za

Date of Manufacture / : 03/2024 Date of Expiry / : 02/2027
JlaTa Ipou3BOACTBA T'ogen xo

Analysis performed according ND / Ananus nposenen no HJL: JII1-001365-170222
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Ipo3paunblii 6ecLBETHBIA PacTBOp

‘1;.:) Test / Iloka3aTesnb Results / Pe3yabTaTsl Specification / Hopma
1 Description / Onucanue Clear  colorless  solution. / | Clear colorless to pale yellow solution.

/ Tlpo3pauHblii OeCLBETHBIH WM
CBETJIO-XENThIH pacTBOP.

2 Identification /
IlognuHHOCTL

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
yIEepPKMBaHHA OCHOBHBIX IIHKOB Ha
XpoMaTrorpamme KCIIBITYEMOTO
PacTBOpa COOTBETCTRYIOT BpeMEHaM
yIOep>XUBAHUS OCHOBHBIX ITMKOB Ha
XpoMaTorpamme CTaHOAPTHOTO
pacTBopa KeTopoJiaka TpOMETaMHHa
I’} HampoKCeHa (pazmen
«Konn4ecTBEHHOE ONpe/eNIeHUEY)

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) / BpemeHa
yIep)KUBaHHA OCHOBHBIX IIHKOB Ha
Xpomarorpamme UCIBITYEMOTO
pacTBOpa IOJDKHBI COOTBETCTBOBATH
BpeMeHaM YNEpPKHUBAHUS OCHOBHBIX
MHKOB Ha XpoMaTorpamme
CTaHJAPTHOTO PacTBOpa KETOpoJaka
TpOMETaMHHa M HalpokceHa (pasjel
«KoJu4ecTBeHHOE ONpeeNeHHUE»)

3 Clarity / IIpo3payHocTh

Complies / CooTBeTCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension 1. / OnanecueHnus
npenapara He JOJKHa [IPeBbIIIATh
onaecLeHIUIO 3TaJlOHa CpaBHEHH I

4 Color / [IBeTHOCTB 0.04 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npu JuIHHE BOIHBI
430 aMm.

5 pH 7.36 From 6.9 t0 7.9./ 01 6,9 no 7.,9.

Remarks: The Product confirms to ND/
[Tpumeuanue: I[Ipoaykr coorBeTcTBYeT Tpebopanusam H/L

Conclusion;: APPROVED /
3axmouenne: OJJOBPEHO

Prepared by /
Iloarorosneno: Santosh Kumar
Maurya

Checked by /
[Tposepeno: Pardeep Kumar

—

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykoroauternb
Pavan Kumar Sharma

lan~—"

=

Reprint Date /
Jara: 27.03.2024

Reprint Date /
Jara: 27.03.2024

Reprint Date /
Hara: 27.03.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tal: +91 410 4900 2800, Fax: +91 40 4500 2999, Email: mail@drieddys.com

CiN: L85195AP1984FLCO04507
www. drreddys.com
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Dr. Reddy's Labcrateries Ltd.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTUO®HKAT AHAJIU3A

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
HpoAykT: Kertopon™ (keTopojiak) pacTBop i BHYTPHBEHHOTO W BHYTPHMBIIIEYHOrO BBEAACHN, 30 Mr/ma
BatchNo / : V240167 Batch Quantity / : 272727 ampules /
Cepra Ne O06neM cepun 272727 amnyn
Analjytical Report No / : 040002466582 Date of Analysis / : 27.03.2024
Anasiuradyeckuii oruer Ne JlaTa ananusza

Date of Manufacture / : 03/2024 Date of Expiry / : 02/2027
JlaTa Npon3BOACTBA T'ogen no

Analysis performed according ND / Auanus nposegen mo HJI: JITT-001365-170222
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6 Particulate matter / MexaHu4eckue BKJIIOYEHUS
6A Visible particles / Complies / CooTBEeTCTBYET Should correspond to requirements. /
BunyuMbie 4acTHLIBI B cooTeeTcTBHU C TPeOOBaHUAMHU.
6B Invisible particles /
HeBHAMMBIC YaCTHIIBI:
i. Particles> 10 pm/ 30 not more than 6000 per ampoule /
YacTul pasmepom > He 6onee 6000 Ha ammyiy;
10 Mmxm
ii. particles >25 pm/ 00 not more than 600 per ampoule /
YacTUL pa3MEPOM > He 6onee 600 Ha ammyny.
25 MKM
7 Related substances / PoacTBeHHBIE NTPUMECH
Impurity A / [Ipumecs A 0.15% not more than 0.20% / He Ooiee
0,20 %;
Impurity B / [Ipumecs B Not detected / He o6uapyxeHa not more than 0.50 % / He Gonee
0,50 %;
Impurity C / ITpumecs C Below LOQ (LOQ =0.033%) / not more than 0.50% / He 6onee
Huxe npenena KOMTHYECTBEHHOTO 0,50 %;
onpenenenus (ITKO =0.033 %)
M 0
Impurity D / I[Tpumecs D Below LOD (LOD = 0.014 %) / not more than 0.20 % / He Oonee
0,20 %.
Huxe npenena obHapyxenus (I10
=0.014 %)
Any unspecified impurity / 0.06% Not more than 0.20 % / He 6osaee
EnuHuyHas HenneHTUGUIY- 0,20 %.
pOBaHHas IPUMeECh

Remarks: The Product confirms to ND/
IMpumeyanue: IMpoayxT cooTBeTcTBYeT TpeboBaHusaM HJI

Conclusion: APPROVED /
3axawyenne: OJOBPEHO

Jara: 27.03.2024

Jara: 27.03.2024

Prepared by / Checked by / Approved by: Manager/Executive /
ITonrotosyeHo: Saselgs Kumar IMposepeno: Pardeep Kumar Ono6peHo: Menermxep / PykoBoauTens
Maurya ; Pavan Kumar Sharma _ﬁ_—.

- - i
Reprint Date / Reprint Date / Reprint Date /

Hara: 27.03.2024

Registered Office: 8-2-337, Road No. 2, Banjara Hills, Hyderabad - 500034, Telangana, India
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Dr. Reddy's Laboratories Ltd,
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddij,
Distt. Solan, H.P., 173 205, INT1A
Tel : +92 98166 56001-02

CERTIFICATE OF ANALYSIS v drieddys.com

CEPTUOHUKAT AHAJIN3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
ITpoaykT: Keropon® (keToposiak) pacTBOp Julsi BHYTPHBEHHOTO ¥ BHYTPUMBIIIEYHOrO BBEAEHHS, 30 Mr/mn
Batch No / : V240167 Batch Quantity / : 272727 ampules /
Cepust Ne O6bem cepHH 272727 amnyit
Analytical Report No / : 040002466582 Date of Analysis / : 27.03.2024

AHasIuTHYECKHIT oTueT No

JlaTa anajn3za

Date of Manufacture / : 03/2024 Date of Expiry / : 02/2027

aTa NpoU3BOACTBA

T'ogeH go

Analysis performed according ND / Ananus nposenen mo HJI: JII1-001365-170222
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Total impurities / Cymma 0.21% Not more than 1.50 % / He Gonee
npuMecei 1,50 %.

8 Extractable volume / 1.0ml/ 1.0 Mn Not less than label claim (1.0 mL) /
H3Bnexaemblii 06bemM He menee HomunanpHoro (1,0 mi)

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BakTtepuajbHble <=0.725 E3/mr tromethamine. / He 6onee 5,8 EQ/Mr
HAOTOKCHHBI KETOpOJiaka TPOMEeTaMHHa.

10 Sterility (every 15th batch) / NA Must be sterile. / omxeH ObiTh
CrepunbHOCTb (A8 KamAOH CTEPHUNIbHBIM.
15-0ii cepum)
11 Assay / KosiuuecTBeHHOE 30.49 mg/ 30.49 mr From 27.0mg to 33.0mg of
onpeneyieHne CisHi3NO3 C4H11NOs (ketorolac
tromethamine) per 1 mL. / Ot 27,0 Mr
o 33,0 MI C15H13N03‘C4H11NO3
(xeToporaka TpOMETaMHUH) B 1 MIL
12 Alcohol content / ITaHon 11.96 % From 10.60 % to 12.60 %. /
Ot 10,60 % no 12,60 %.
Remarks: The Product confirms to ND/ Conclusion: APPROVED /
[Tpumeuanue: [Ipoaykt coorBeTcTBYET TpeOoBanuaM HJI 3akawuenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Toarororneno: Santosh Kumar [Tpoeepeno: Pardeep Kumar Ono6peno: Menemxkep / Pykosoantens
Maurya w - ! Pavan Kumar Sharma 721\,—
pr — a _//‘
Reprint Date / Reprint Date / Reprint Date / E
Hara: 27.03.2024 Hara: 27.03.2024 JHara: 27.03.2024
Resistered Office: 8-2-337, Road Ne. 2, Baniara Hills, Hvdarabad - 300024, Telangans, Indiz
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Dr. Reddy's Labcrateries 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 AHAJIN3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Ketopon® (keroposniak) pacTBop AJis BHYTPUBEHHOTO M BHYTPUMBILIECYHOIO BBeJIeHHs, 30 Mr/mia
Batch No/ : V240167 Batch Quantity / : 272727 ampules /
Cepus Ne Oo0bem cepHH 272727 amnyn
Analytical Report No / : 040002466582 Date of Analysis / : 27.03.2024
AHanuTHYeCKHH oT4eT Ne Jara apanausa
Date of Manufacture / : 03/2024 Date of Expiry / : 02/2027
JlaTa npoun3BojacTBa T'ogen go

Analysis performed according ND / Auann3s nposeaen no HJL: JII1-001365-170222
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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. /

flo 1 w™Mn B aMnyasl U3
CBETO3ALUMTHOTO CTeKTIa
kopuuHeporo kimacca I (USP). B
BEpXHe!l 4acTH aMIyNbl HaHECEHLI
KONBIO U ToYKa Ang paznoma. Ha
amMnyiy HakJIE€UBalOT dTUKETKY.

ITo 10 ammyn ¢ MHCTpYKUHEH IO
MIPUMEHEHHIO MOMEILAIOT
B [IBX/antoMuHMEBBII GnHCTED.

[To 1 6nucTepy B Mauky 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 w™Mn B aMmoydasl U3
CBETO3ALLMTHOTO CTEKIIA KOPHIHEBOTO
WIH  TEMHO-KOPHYHEBOTO  LBeTa
kiacca I (USP). B Bepxueii wactu
aMIMynbl HaHeCeHbl KONbLO M TOYKA
Juist pasnoma. Ha aMImysTy HakJieuBaroT

3THKETKY.
I[To 10 ammyn c¢ HHCTpYKUMe#H 110
[pUMEHEHHIO NOMEILAI0T

B [IBX/antoMuHHneBHIil Onuctep.

I[To 1 6nucTepy B Mauky KapTOHHYIO,
UIA  CcTallMoHapoB: mo 2, 3, 5
6IHCTEpPOB B MAUKy KapTOHHYIO.

o 1 Giuctepy B Mauky KapTOHHYIO.

14 Labelling / MapkupoBka

According to ND / B cootsetcTBum ¢ HJI.

15 Storage conditions /
XpaHeHHe

In a place protected from light below 25 °C. Do not freeze. / B 3auuiieHHoM
OT CBETa MecTe MpH TeMIepatype He Boilne 25 °C. He 3aMopaxuBarts.

16 Shelf-life / Cpok ronHocTH

3 years. / 3 roxa.

Remarks: The Product confirms to ND/
ITpumeuanue: [Iponykt coorBercTBYeT TpeboBaHusM HJJ

Conclusion: APPROVED /
3aknouenne: OJJOBPEHO

Prepared by /
Iloxgrorosieno: Santosh Kumar
Maurya

—

Checked by /
ITposepeno: Pardeep Kumar

>

Approved by: Manager/Executive /
Onob6peno: Menemxep / Pykosonurens
Pavan Kumar Sharma ﬁg

=

Reprint Date /
Hara: 27.03.2024

Reprint Date /
Hara: 27.03.2024

Reprint Date /
Hara: 27.03.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tol: +91 40 4900 2200, Fax: +91 40 4900 2999, Email: maild@drreddys,com
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CEPTUOUKAT AHAJIN3A

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

IIpoAykT: Ketopon® (keToposiak) pacTBOp JJ1si BHyTPUBEHHOrO M BHYTPHUMBILIEUHOr0 BBeAEeHH, 30 Mr/mi
BatchNo / : V240167 Batch Quantity / : 272727 ampules /
Cepua Ne O6beM cepun 272727 amnyn
Analytical Report No / : 040002466582 Date of Analysis / : 27.03.2024
AnaJINTHYeCKHi oTueT No JlaTa ananuza

Date of Manufacture / : 03/2024 Date of Expiry / : 02/2027
Jdara NpoH3BOACTBA T'ogen no

Analysis performed according ND / Auanus nposeaen mo HJI: JIIT-001365-170222
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API name / HaumenoBanue ADC: Ketorolac tromethamine / KeTopojaka TpoMeTaMHH
INN / MHH: Ketorolac / Keroponak

API manufacturer batch number /

Homep cepun npounspoautesi AQC: ABQH005596, ABQH006832

FP Manufacturer API Batch number /

Homep cepuu cyGcranuun npoussoantens I'Jl@: FEQA00499, FEQA00569

API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /
IIpoussoautenr APC, ctpana: J-p Pennu'c Jlabopartopuc JIita., Unaus
Remarks: The Product confirms to ND/ Conclusion: APPROVED /
ITpumeuanue: Ilpoaykt cooTeTcTBYET TpeboBanusm HJT 3akaouenne: OJJOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

Maurya (E’ OL_ Pavan Kumar Sharma

IMoarorosneno: Santosh Kumar ITpoeepeno: Pardeep Kumar OnobpeHo: Menemxep / P?);Kosonmenb

Reprint Date / Reprint Date / Reprint Date /
Hata: 27.03.2024 Hara: 27.03.2024 Hara: 27.03.2024

Registered Office: 8-2-337, Road Mo. 2, Eanjara Hills, Ayderabad - 500034, Telangana, india
D401 404900 2898, Email: maill@drreddys.com
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