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Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

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

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTHO®HUKAT AHAJIM3A

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

1lpoaykr: Kertopon" (keroposiak) pacTBop Ul BHYTPMBEHHOIO U BHYTPHMBILICHHOTO BECACHHA, 30 mr/mn
Batch No / : V240062 Batch Quantity / : 272727 ampules /
Cepus Ne O0BbeM cepHH 272727 ammnyn
Analytical Report No / : 890001722127 Date of Analysis / : 06.03.2024
Ananurndeckni oryer No Jlara anajinza

Date of Manufacture / : 02/2024 Date of Expiry / : 01/2027
Jlata 1poH3BOJCTBA T'ogen o

Analysis performed according ND / Ananus nposenen no HJI; JI[1-001365-170222

Pagel of 5/Crp.1u3 5

No

Test / Iloka3aTennb
Ne

Results / PesynsTaThl

Specification / Hopma

1 Description / Onucanne

Clear  colorless  solution. /
ITpozpauHblii 6eCUBETHBIN PACTBOP.

Clear colorless to pale yellow solution.
/ Tlpo3paunplii OECUBETHHIH MM
CBETNIO-XKEJIThIH pacTBop.

2 Identification /
IMommiHHOCTL

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) / BpemMena
YIEPKHBaHUA OCHOBHBIX NHKOB Ha
XpOoMaTorpamMme HCIIBITYEMOTO
pacTBOpa COOTBETCTBYIOT BpEMEHAM
yIOEPKUBAHHA OCHOBHBIX [HMKOB Ha
XpoMatrorpamMmme CTaHZApPTHOTO
pacTBopa KeTOpoJidka TPOMETaMHHA
u HanpoKceHa (pasznen
«KonnyecTBeHHOE ONPEACIICHUEN)

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
YIOEPXKHBAHHA OCHOBHBIX INMKOB Ha
XpoMaTorpaMme HCIIBITYEMOTO
pacTBOpa [OJDKHbI COOTBETCTBOBATH
BpPEMEHAM YJEPXHUBAaHUA OCHOBHBIX
NIUKOB Ha XpoMaTorpamMme
CTaHAAPTHOTO PacTBOpa KeTOopoJiaka
TpPOMETaMWHA W HalpoKceHa (pasuen
«KoNHYeCTBEHHOE ONPEAEIICHUEN)

3 Clarity / IlpospayHocTb

Complies / COOTBETCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension I. / OnanecueHnus
penapaTa He XODKHA NPEBBILIATh
OTIAJIECLICHUMIO 3TANOHA CpaBHEHHA 1.

4 Color / IIseTHoOCTH 0.04 Not more than 0.20 at 430 nm. /
He Gonee 0,20 npH myiMHE BONHBI
430 umM.

5 pH 7.35 From 6.9t07.9./0t16,9 mo 7.,9.

Remarks: The Product confirms to ND/
IMpumeuanue: [IponykT cootseTcTByeT Tpebosanuam HII

Conclusion: APPROVED /
3aknwuenue: OJJOGPEHO

Prepared by /
TToarotosneno: Pravgsh Rana

L

Checked by /

[Tposepeno: Raxﬁ a Kant

Approved by: Manager/Executive /

Reprint Date /
Hara: 06.03.2024

Reprint Date /

Jara: 06.03.2024

—

Opnobpeno: Menemiep / PykooauTes
Manoj Kumar NM"

Reprint Date /
Jara: 06.03.2024

Registeraed Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4200 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCOO4507

wiwww.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTUGHKAT AHAJTH3A

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

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, IND|A
Tel : +91 98166 56001-02
www.drreddys.com

Product : /

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

MpeAyKT: Keropon” (keroponak) pacTBop Uisl BHYTPHBEHHOIO W BHYTPHMbILLICYHOTO BECACHHS, 30 mMr/ma
BatchNo/ : V240062 Batch Quantity / : 272727 ampules /
Cepdaa Ne O0BemM cepuH 272727 amnyia
Analytical Report No / : 890001722127 Date of Analysis / : 06.03.2024
AunanuTH4ecKHH oTueT Ne JlaTa aHaH3a

Date of Manufacture / : 02/2024 Date of Expiry / : 01/2027

JlaTa npoH3BOACTBA Topen 1o

Analysis performed according ND / Ananns nposenen mo HJI: JI[1-001365-170222

Page3ofS/Crp.3u3 5

Total impurities / Cymma 0.27% Not more than 1.50 % / He 6Gomnee
nipuMecei 1,50 %.
8 Extractable volume / 1.0ml/ 1.0 mn Not less than label claim (1.0 mL) /

HUzsnekaemerii 00bemM

e Meuee HomuHansHoro (1,0 Mm)

9 Bacterial endotoxins /
bakrepuajbHbIe
3HAOTOKCHHBI

<=0.725 EU/mg /
<=0.725 EB/Mr

Not more than 5.8 EU/mg of ketorolac
tromethamine. / He 6onee 5,8 ED/Mr
KeTOpOJaka TpOMETaMHHa.

10 Sterility (every 15th batch) /
CTepunbLHOCTD (DSt KAX/A0H
15-oit cepun)

NA

Must be sterile. / JlomkeH OpITh
CTEPHUNLHBIM.

11 Assay / KonqnyectBerniioe 29.73 mg/ 29.73 mMr From 270mg to 33.0mg of
onpeneneHue C1sH;3NO; C¢H11NO3 (ketorolac
tromethamine) per 1 mL. / Ot 27,0 Mr
o 33,0 M C15H13NO3' C4H11N03
(keToposaka TPOMETaMHMH) B 1 MII.
12 Alcohol content / ITanoa 11.77 % From 10.60 % to 12.60 %. /

Ot 10,60 % no 12,60 %.

Remarks: The Product confirms to ND/
[pumeyanne: [poaykt coorsercTeyeT Tpebosanuam HJL

Conclusion: APPROVED /
3axmouenne: OJJOBPEHO

Prepared by /
IToaroToBNEHO: Prav%h Rana

Checked by /
Iporepeno: Ramai(;nt

s o

Approved by: Manager/Executive /

Reprint Date /
Hara: 06.03.2024

Reprint Date /
Jara: 06.03.2024

Opobpeno: Menemxep / PyKOBOIHTENE
Manoj Kumar i . u»ﬂ

Reprint Date /
Jara: 06.03.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +31 40 4900 2999, Email: mail@drreddys.com
CIM: 198198 AP1QRAPI CNNASNT

www.drreddys.com
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Dr. Reddy's Laboratcries Ltd.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTUPHKAT AHAJIU3A
Product:/  Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
ITpoAyKT: Keropon® (keToponak) pacTBOp Juls BHYTPHBEHHOTO M BHYTPUMBILIEIHOTO BBEACHHUS, 30 Mr/mn
Batch No / 1 V240062 Batch Quantity / : 272727 ampules /
CepHa Ne O0nem cepuH 272727 amnyn

AnarirHUecKHi oTuer Ne

Analytical Report No / : 890001722127

Date of Analysis / : 06.03.2024
Jlara aganusa

JlaTa NpOH3BOICTBA

Date of Manufacture / + 02/2024

Topen go

Date of Expiry / : 01/2027

Analysis performed according ND / Ananus nposeaen no HJI: JII1-001365-170222

Page2 of 5/Crp. 2u3 5

6 Particulate matter / Mexanuyeckie BKIIOYEHHA
6A Visible particles / Complies / CooTBeTCTBYET Should correspond to requirements. /
Bupaumeie dacTHIlbI B cOOTBETCTBHH C TPEOOBAHUSMU.
6B Invisible particles / —
HeBuanmsle 4acTULLI:
i. Particles > 10 um / 09 not more than 6000 per ampoule /
YacTun pazMepom > He 6onee 6000 Ha amnyIy;
10 Mxm
ii. particles > 25 pm/ 00 not more than 600 per ampoule /
YacTHI] pa3MepoM > He Goee 600 Ha amnyy.
25 MxM
7 Related substances / PoacTBeHHbIe IpHMeCH
Impurity A / IlpuMecs A 0.15% not more than 0.20% / He OGonee
0,20 %;
Impurity B / Ilpumece B Not detected / He 06Hapyxena not more than 0.50% / He 6omee
0,50 %;
Impurity C / IIpumecs C Below LOQ (LOQ = 0.033%) / 1(;05t0 I:/l?r& than 0.50 % / He Gonee :
Hixke npenena KONMIeCTBEHHOIO B
= TIKO = 0.033 %
Impurity D / ITpumece D LR BTG ) not more than 0.20 % / He OGonee
Below LOD (LOD = 0.014 %) / 0,20 %.
Hmxe npegena obuapyxenus (ITO
=0.014 %)
Any unspecified impurity / o Not more than 0.20 % / He 6onee
0.06%
EnuHWYHas HEUAECHTHDUIIU- 0,20 %.
pOBaHHas IPUMeCh

Remarks: The Product confirms to ND/

INpumeuanue: IlponykT cooTBeTcTByeT TpeGoBanmam HJL

Conclusion: APPROVED /
Saknwuenne: ONOBPEHO

o

Prepared by / Checked by /
Ioprorosneno: Pravegh Rana | [TposepeHo: Ran'ﬁ Kzz;(} Opno6peno: Menemxep / Pyxoa‘gga:renb
{ \::b ;ué

Manoj Kumar

any

Approved by: Manager/Executive /

Reprint Date / Reprint Date /
Jlara: 06.03.2024 Hata: 06.03.2024

e L Reprint Date / -

Hata: 06.03.2024

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

CIM: LES105APIRRARI FANASNT
www. drreddys.com
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Labcratories Ltd.
Faormulation Unit-6

Vill. Khol, Nalagarh Road, Badd,
Distt. Solan, H.P.,, 173 205, IND1A
Tel - 491 98166 56001-02
www.drreddys.com

CEPTHOHKAT AHAJIM3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IpoaykT: Keropon™ (keroponak) pacTop A1 BHYTPHECHHOTO M BHYTPUMBILICHHOT'O BECACHUA, 30 Mr/mn
Batch No/ : V240062 Batch Quantity / : 272727 ampules /
Cepua Ne Obnem cepun 272727 amnyn
Analytical Report No / : 890001722127 Date of Analysis / : 06.03.2024
AnanurHgeckuii oryer No Jara apannza
Date of Manufacture / + 02/2024 Date of Expiry / : 0172027
Jlata npoH3BOACTBA T'ogen go
Analysis performed according ND / Ananus nposeaen no HJL: JIT1-001365-170222

Page4 of 5/Crp. 4u3 5

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. /

[lo 1 w™Mn B aMnynasl u3
CBETO3ALIUTHOTO cTeKna
xopuuHesoro kiacca I (USP). B
BEPXHEH 4aCcTH aMITyJIbl HAHECEHBI
KONBIO M TOYKa O pasznoma. Ha
aMIyny HaKIeHBAIOT 3THKETKY.

ITo 10 ammyn ¢ HUHCTpPYKiIHEH M0
NpPAMEHEHHIO TIOMELIAOT
B [IBX/anromMuBHEBEIH BnacTep.

o 1 6nucTepy B aYKy 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 ™Mt B  aMmoylw u3
CBETO3aIUTHOTO CTEKIa KOPUYHEBOTO
HIH  TEMHO-KOPHYHEBOTO  I[BETa
knacca I (USP). B Bepxued dactu
aMITysibl HaHECeHbl KOJbLO H TOYKA
ons pasnoMa. Ha aMnyiny HaKIIeMBaroT
ITHKETKY.

I[lo 10 ammyn ¢ MHCTpYKUHWEH 110
NpHMEHEHUI0 IOMEILAT
B [IBX/antoMuHHEBbI# OAUCTED.

[To 1 6nHCTEpY B Ma4Ky KapTOHHYIO,
[0 cralioHapos: no 2, 3, 5
GIHCTEPOB B MayKy KAPTOHHYIO.

ITo 1 bructepy B Mayxy KapTOHHYIO.

14 Labelling / Mapknposka

According to ND / B cootsercteuu ¢ H]I,

15 Storage conditions /
Xpaneune

In a place protected from light below 25 °C. Do not freeze. / B 3ammuuiesHom
OT cBeTa MecTe MpH Temneparype He Bbiuie 25 °C. He 3aMopaxHBaTh.

16 Shelf-life / Cpox roguoctu 3 years. / 3 ropa.

Remarks: The Product confirms to ND/ Conclusion: APPROVED /
Ipuveuanue: IIponykr cooTseTcTByeT Tpebopanusm HJ 3axawyenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMogroTorneHo: Pra\:ﬁh Rana | Ilporepeno: Rama Kant Onobpeno: Menemkep / Pykosoantens

8 Manoj Kumar ,il iw;f
Reprint Date / Reprint Date / * Reprint Date /
Hara: 06.03.2024 Iara: 06.03.2024 JHata: 06.03.2024

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. L83195AF1384PLCO04507
www.drreddys.com
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Dr. Reddy's Lahcrateries Ltd.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS wwsw.drreddys.com

CEPTUO®UKAT AHAJIM3A

Product:/  Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IlpoAykT: Keropon® (keroponak) pacTsop Ajis BHYTPHEEHHOTO H BHYTPHMBIIIEUHOTO BBefierns, 30 Mr/mn
Batch No / : V240062 Batch Quantity / : 272727 ampules /
Cepus Ne O6bem cepun 272727 amnyn
Analytical Report No / + 890001722127 Date of Analysis / : 06.03.2024
AupayurHgecknil oruer Ne JlaTa ananusa
Date of Manufacture / : 02/2024 Date of Expiry / : 0172027

aTa DpoH3BOJCTEA Topen no
Analysis performed according ND / Ananns nposesen no HJI: JI[1-001365-170222

Page5of5/Crp.S5u3 5

Homep cepun cyGeTannun nponseonnyens [IID:

API name / HaumedoBauue APC: Ketorolac tromethamine / KeToposmaka TPOMETaMHuH
INN / MHH: Ketorolac / Ketoponak

API manufacturer batch number /

Homep cepun nponzsognrens ADC: LUBORIIEZE

FP Manufacturer API Batch number / FEQA00497

API Manufactured by & country /
IMpouaroaurens APC, crpasa:

Dr. Reddy's Laboratories Ltd., India /
J1-p Pepnu'c JlaGopartopuc Jita., Hupus

Remarks: The Product confirms to ND/
Ipumevanue: Iponykr coorsercTByeT TpeboBanuam HJT

Conclusion: APPROVED /
3akmouenue: ONOBPEHO

Prepared by / Checked by /
IToaroToBneHo: meh Rana | IIposepeno: Rama Kant

Approved by: Manager/Executive /
Opobpeno: Menemrep / Pykosoautess w()

sl Manoj Kumar Yoadeseet
Reprint Date / Reprint Date / I Reprint Date /
Hara: 06.03.2024 Hara: 06.03.2024 MHara: 06.03.2024

Registered Office: 8-2-337, Road Wo. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +01 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@dneddys.com
CIM; LS5 185 AP1QSAPLCANARNAT

wiwv drreddys.com




