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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 : 491 98166 56001-02
CEPTH®UKAT AHAJIM3A www.drreddys.com

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Hpoaykr: Keropon” (keToponak) pacTBop i BHYTPUBEHHOIO W BHYTPHUMBILIEYHOTrO BBEAEHHUS, 30 Mr/mi
Batch No / : V230458 Batch Quantity / : 272727 ampules /
Cepus Ne Ob6nem cepun 272727 amnyn
Analytical Report No / : 890001672550 Date of Analysis / : 30.06.2023
AnagnTuyeckuii oryer Ne Jata anagunza
Date of Manufacture / : May-2023 Date of Expiry / : Apr-2026
Jara npou3sBoacTea I'ogen xo
Analysis performed according ND / Auanus nposeaen mo HJI: JIT1-001365-170222

Pagel1of S/ Crp. 1m35

i.oo Test / [Toka3zaTenn Results / PesyabTaThl Specification / Hopma

1 Description / Onucanue Clear pale yellow solution. / | Clear colorless to pale yellow solution.
IMpo3paunsIit cBeTNO-kenThlif | / Ilpo3pausbiii OGecUBETHBIN WK
pacTBop. CBETJIO-KEJNTHII pacTBOP.

2 Identification /
IMoaNHHHOCTL

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
YIOEpXXHUBAHHS OCHOBHBIX IHMKOB Ha
XpOoMaTorpaMme HCIIBITYEMOTIO
pacTBoOpa COOTBETCTBYIOT BpEMEHaM
yAepKUBaHUS OCHOBHBIX IHMKOB Ha
XpoMaTorpaMme CTaHAaPTHOTO
pacTBopa KeToposiaka TpOMETaMHHA
73 HanpokceHa (paznen
«KonuecTBeHHOE OnpeieieHHEY)

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) / BpemeHna
YIOCP)KUBAHUS OCHOBHBIX TIMKOB Ha
XpoMaTorpamMme UCOBITYEMOT'O
pacTBopa MOJKHBI COOTBETCTBOBATH
BpPEMEHaM YHEpPXKHMBaHUA OCHOBHBIX
[IMKOB Ha XpOMaTorpaMMe
CTaHIapTHOr0 pacTBOpa KeTOpoJaka
TpOMETaMHHa M HANpOKCeHa (pasiel
«Konu4ecTBeHHOE ONpeaeicHHEN)

3 Clarity / Ilpo3paynocTn

Complies / CooTBeTCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension 1. / OnanecueHuus
Ipenaparta He JODKHA MIPEBbIIIATh
ONAIECUEHIUIO STAJIOHAa CpaBHEHUs 1.

4 Color / IipeTHOCTL 0.04 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npu AnuHE BOJIHBI
430 HM.

5 pH 7.39 From6.9t07.9./0T16,9 1o 7.9.

Remarks : The Product confirms to ND/
IIpumeuanue: [IponykT coorBeTcTBYET TpeGoBaHusaM HJI

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Hara: 30.06.2023

Hara: 30.06.2023

Prepared by / Checked by / Approved by: Manager/Executive /
IlogrorosneHo: Pardeep [Ipoeepeno: Himesh Kumar | Ono6peHo: Menegkep / PykoBomutens
Kumar _ — i Ajay Sharma %ﬂ

Reprint Date / Reprint Date / Reprint Date /

Jara: 30.06.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2959, Email: mail@drreddys.com

CIN: L851395AP1984PLCO04507
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

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

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Iponyxr: Keropon™ (ketoponak) pacTBop [uisi BHyTPHBEHHOIO M BHYTPUMBILIEYHOTO BBeJEHHs, 30 Mr/mi
Batch No / : V230458 Batch Quantity / : 272727 ampules /
Cepusa Ne O6beM cepun 272727 amnyn
Analytical Report No / : 890001672550 Date of Analysis / : 30.06.2023
AnaJiInTHYeCKHH oTYeT No JaTa ananu3za
Date of Manufacture / : May-2023 Date of Expiry / : Apr-2026
Jara npon3Boacrea I'onen no

Analysis performed according ND / Ananuz nposenen no HJI: JII1-001365-170222
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6 Particulate matter / MexaHnuyeckue BKIIOYEHUS
6A Visible particles / Complies / CooTBeTCTBYET Should correspond to requirements. /
Bunumele qacTuisl B cooTBeTCTBUY C TPEOOBAaHUSAMH.
6B Invisible particles /
HeBuauMble 4acTHLIBL:
i. Particles> 10 um/ 09 not more than 6000 per ampoule /
Yacrtun pazmMepom > He Gonee 6000 Ha ammyiny;
10 MkM
ii. particles > 25 um/ 00 not more than 600 per ampoule /
YacTHL pa3MepPOM > He 6onee 600 Ha amiyy.
25 MxM
7 Related substances / PoncrBeHHbIe IpHMecH
Impurity A / [Tpumecs A 0.14% not more than 0.20 % / He 6onee
0,20 %;
- Below LOD (LOD = 0.014 %) /
Impurity B / IIpumecs B Huke npexena o6Hapysxerms (10 gost0 T/?re than 0.50 % / He 6onee
=0.014 %) 0
Impurity C / Ilpumecs C Below LOQ (LOQ = 0.033%) / not more than 0.50 % / He Gonee
Huke npenena KoIM4ECTBEHHOIO 0,50 %;
onpenenenus ([TKO = 0.033 %)
Impurity D / IIpumecs D not more than 0.20% / He 6omee
Below LOD (LOD = 0.014 %) / 0,20 %.
Huxe npenena o6Hapyxenus (I10
=0.014 %)
Any unspecified impurity / Below LOQ (LOQ = 0.050%) / Not more than 0.20 % / He 6onee
EQMHWYHAs HeUIeHTHULH- Hmxe npenena KonH4eCTBEHHOTO 0,20 %.
POBAHHAS IPHMECH onpenenenus ([TKO = 0.050 %)
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanue: Ilponykt cooTBeTcTBYeT Tpeboranusm H]T 3akmwuyenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarororneno: Pardeep ITposepeno: Himesh Kumar OnobpeHo: Menemiep / PykoBoaurens
Kumar .\ —= | Ajay Sharma
Reprint Date / Reprint Date / Reprint Date /
Hara: 30.06.2023 Hara: 30.06.2023 Hara: 30.06.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2959, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
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Dr.Reddy’s €%¢

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
CEPTUOUKAT AHAJIU3A www.drreddys.com

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
ITporykr: Ketopon® (keToposiak) pacTBOp /s BHYTPHBEHHOIO ¥ BHYTPHUMBILIEUHOTO BBeieHHs, 30 Mr/mi
BatchNo / : V230458 Batch Quantity / : 272727 ampules /
Cepma Ne O6nem cepun 272727 amnyn
Analytical Report No / : 890001672550 Date of Analysis / : 30.06.2023
AHaJlaTHYecKHI 0T4eT Neo JlaTra anaausa
Date of Manufacture / : May-2023 Date of Expiry / ¢ Apr-2026
JlaTa npou3BoacTBa T'onen no
Analysis performed according ND / Ananin3 nposeaen mo HJI: JI[1-001365-170222
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[pumeuanue: [IponykT cooTBeTcTBYeT TpeboBanuam HJI

Total impurities / Cymma 0.14% Not more than 1.50 % / He 6omnee
npumecei 1,50 %.

8 Extractable volume / 1.0 ml/ 1.0 mn Not less than label claim (1.0 mL) /
H3enexaemblii 00bem He menee HoMunansHoTO (1,0 M)

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BaktepnanbHbie <=0.725 EQ/mr tromethamine. / He 6onee 5,8 ED/mr
3HIOTOKCHHBI KeTopoJiaka TpOMEeTaMUHa.

10 Sterility (every 15th batch) / NA Must be sterile. / omkeH ObITH
CTepWILHOCTD (AJ1s1 Kamaoit CTEPWILHBIM.
15-o0ii cepun)
11 Assay / KonnuecTBeHHOE 29.66 mg/ 29.66 mr From 27.0mg to 33.0mg of
onpeaejeHle CisHi3sNO3- C4H 1NOs (ketorolac
tromethamine) per 1 mL. / Ot 27,0 mr
o 33,0 MI C|5H13NO3‘C4H11NO3
(xeTopoJiaka TPOMETaMHH) B 1 ML
12 Alcohol content / 3TaHon 12.34 % From 10.60 % to 12.60 %. /
Ot 10,60 % mo 12,60 %.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /

3akmwuenne: OJJOGPEHO

Prepared by /
IToaroroeneno: Pardeep

Checked by /
[Tposepero: Himesh Kumar

| —

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBoautenb
Ajay Sharma

Kumar f
Reprint Date /

Hara: 30.06.2023

Reprint Date /
Jata: 30.06.2023

Reprint Date /
Jara: 30.06.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 490C 2900, Fax: 4+-91 40 4900 2959, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.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 : 491 98166 56001-02

CEPTUD®UKAT AHAJIN3A www.drreddys.com

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

Hpoaykr: Keropon™ (keToponak) pacTsop Uil BHYTPHBEHHOTO M BHYTPHMBILIEUHOTO BBeACHHs, 30 Mr/mi
Batch No / : V230458 Batch Quantity / : 272727 ampules /
Cepus Ne O0bem cepun 272727 amniyn
Analytical Report No / : 890001672550 Date of Analysis / : 30.06.2023
AHaJIHTHYECKH# oTueT No Hara ananusa
Date of Manufacture / : May-2023 Date of Expiry / : Apr-2026
Jara npoussomceTea Togen no

Analysis performed according ND / Anann3s nposeaen mo HJI: JII1-001365-170222
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13 Packaging / YnaxoBka

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. /

IMIo 1 wMn B amoynel  u3
CBETO3aILUTHOTO CTeKIa
kopuuHeBoro kimacca I (USP). B
BEPXHEH YacTH aMIyNbl HAHECEHBI
KONbIO M TO4Yka s pasjoMa. Ha
aMITyJly HaKjI€HBaIOT STHKETKY.

ITo 10 amMmyn c HWHCTpyKUHed 10
NPUMEHEHHIO NOMEIIAIOT
B [IBX/amoMuHueBII GaucTep.

ITo 1 GnucTepy B Hauky 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 wMn B amoyias U3
CBETO3ALIUTHOTO CTEKIIA KOPHYHEBOTO
WIH  TEeMHO-KOPHYHEBOIO  LBETa
wracca I (USP). B Bepxueii yactu
aMITyNbl HaHeceHbl KOJBLIO M TOYKa
1A paznoma. Ha ammyny HakjeuBaroT

3THUKETKY.
Mo 10 ammyn ¢ wuHCTpYKIMEH 110
NPUMEHEHHIO [IOMEIIA0T

B [IBX/anoMuHueBbIiT GucTep.

ITo 1 6iucTepy B Na4Ky KapTOHHYIO;
I8 CTalMoHapoB: mno 2, 3, 5
GJHCTEPOB B MauKy KapTOHHYIO.

ITo 1 GiucTepy B Mayky KapTOHHYIO.

14 Labelling / Mapkupogka

According to ND / B cootsercteuu ¢ HJI.

15 Storage conditions /
XpaHeHue

In a place protected from light below 25 °C. Do not freeze. / B 3ammuiensom
OT CBETa MEeCTe NPH TeMIlepaType He Boimle 25 °C. He 3amopaxuBaTh.

16 Shelf-life / Cpok roasoctn

3 years. / 3 roxa.

Remarks : The Product confirms to ND/
[Tpumeuanue: I[IpoayKT cooTBercTBYeT TpeGoBanuam HJI

Conclusion : APPROVED /
3akawuenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IoarorosneHo: Pardeep [Tposepeno: Himesh Kumar | Onobpeno: Menemiep / PykoBoautens
Kumar = Ajay Sharma U@

Reprint Date / Reprint Date / Reprint Date /

Hara: 30.06.2023 Hata: 30.06.2023 Hara: 30.06.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2959, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com
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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

CEPTUO®UKAT AHAJIM3A www.drreddys.com

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

Ipoaykr: Keropon™ (keroposnak) pacTBop Ajisl BHYTPUBEHHOIO M BHYTPHMBIIIEYHOTO BBEACHHS, 30 Mr/Mi
Batch No / : V230458 Batch Quantity / : 272727 ampules /
Cepus No O0Bem cepun 272727 amnyn
Analytical Report No / : 890001672550 Date of Analysis / : 30.06.2023
AnajiuTH4yeckHil oTueT Ne JarTa ananuza

Date of Manufacture / : May-2023 Date of Expiry / : Apr-2026
Jara npousBojcrsa TI'open no

Analysis performed according ND / Anaans nposenen no HJI: JIT1-001365-170222
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API name / Haumenopauue ADC:

Ketorolac tromethamine / Ketoponaka tpomeTamMun

INN / MHH:

Ketorolac / Ketopoax

API manufacturer batch number /
Howmep cepuu npousBoauressi A®C:

APHO010125

FP Manufacturer API Batch number /
Homep cepuu cy6cranunu npoussoautess IJIPD:

FEQA00141

API Manufactured by & country /
IIponssoaurtens A®C, crpana:

Dr. Reddy's Laboratories Ltd., India /
J-p Pennu'c Jlaboparopuc JIta., Muaus

Remarks : The Product confirms to ND/
[Tpumeuanue: [Iponykr coorBercTBYeT TpeboBanusm HJ|

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by / Checked by /

Kumar C:»ﬁ”‘ —

IMoarorosneno: Pardeep IIposepeno: Himesh Kumar

‘ .

Approved by: Manager/Executive /
Onobpeno: Menemkep / PykoBoautens
Ajay Sharma

il

Reprint Date / Reprint Date /
Jara: 30.06.2023 Jara: 30.06.2023

Reprint Date /
Hara: 30.06.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900C 2900, Fax: +91 40 4900 2959, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com




