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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Soian, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTH®NKAT AHAJIN3A ~ Www.drreddys.com

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

Hpoaykr: Keropon” (keTopornak) pacTBop JuTsi BHYTPHBEHHOIO M BHYTPHMbILIEYHOIO BBEACHUS, 30 Mr/Mn
Batch No / : V230814 Batch Quantity / : 272727 ampules /
Cepus Ne O6Bem cepuH 272727 amnyn
Analytical Report No / : 890001697934 Date of Analysis / : 31.10.2023
AHAIHTHYECKHI oTyeT Ne Jara ananusa

Date of Manufacture / : 10-2023 Date of Expiry / : 09-2026
JlaTa npoH3BoOICTBa I'open g0

Analysis performed according ND / Ananus nposenen no HJL: JIT1-001365-170222

Page 1 of 5/Crp. 1 u3 5

i.:) Test / IlokasaTesnnb Results / PesynbTaThl Specification / Hopma
1 Description / Onucanue Clear colorless solution. / | Clear colorless to pale yellow solution.
[Mpo3payHslii GeclBETHBIA pacTBOP. / TIpospauyHblii OeCLBETHBIH WU
CBETJIO-KENIThIH pacTBop.
2 Identification / The retention times of the main | The retention times of the main peaks
MoaauHHOCTD peaks in the chromatogram of test | in the chromatogram of test solution
solution correspond to those in the | should correspond to those in the
chromatogram of standard solution | chromatogram of standard solution of
of ketorolac tromethamine and | ketorolac tromethamine and naproxen
naproxen (Assay section) / Bpemena | (Assay  section) / Bpemena
ylepKMBaHUS OCHOBHBIX NMKOB Ha | YNEPXKHBAHHS OCHOBHBIX ITHKOB Ha
XpoMaTorpamme MCTILITYEMOrO | XpOMaTorpamMme HCOBITYEMOTO
PacTBOpa COOTBETCTBYIOT BpEMEHaM | pacTBOpa HOJDKHBI COOTBETCTBOBATH
yJep)KMBAaHUs OCHOBHBIX NHUKOB Ha | BPEMEHaM YAEPXKHBAHUA OCHOBHBIX
XpoMaTorpamme CTaHJApPTHOTO | IUKOB Ha XpoMaTorpaMMe
pacTBOpa KeTopoJiaka TPOMETaMHHA | CTaHIApTHOTO PacTBOpa KETOponiaka
% HampOKCeHa (pasmen | TpoMeTaMHHA M HanpoKceHa (pasiel
«Konu4ecTBEHHOE OTPEETICHHE) «KonMueCcTBEHHOE ONpeeIEeHNUE))

3 Clarity / IlpospauHocTb Complies / CoOTBETCTBYET The opalescence of the sample should
not exceed opalescence of reference
suspension L. / OnanecueHuus
npenapara He JOJDKHA NPEBBILIATE
ONaJIECLUEHIIMIO 3TAJIOHA CpaBHEHHUA L.

4 Color / IIBeTHOCTB 0.04 Not more than 0.20 at 430 nm. /

He 6onee 0,20 npu UTMHE BOJIHEI
430 HM.
5 pH 7.39 From 6.91t07.9./ 01 6,9 no 7,9.

Remarks: The Product confirms to ND/

IMpumeuanue: ITpoaykt coorBeTcTBYeT TpeboBanusam HJI

Conclusion: APPROVED /
3akmaouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoarotoeneno: Santosh IIposepeno: Pardeep Kumar | Onobpeno: Menemaep / Pykosoaurensb
Kumar Maurya 4-—-—"' i — Abhishek Chauhai)kk’ \
Reprint Date / Reprint Date / Reprint Date /

JHara:31.10.2023 Hara: 31.10.2023 Jara: 31.10.2023

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.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 : 491 98166 56001-02
CEPTHOHUKAT AHAJIN3A www.drreddys.com

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipoaykr: Keropon™ (keTopomak) pacTBOp Julsi BHYTPHBEHHOTO ¥ BHYTPHMBILIEYHOTO BBeAeH s, 30 mr/ma
BatchNo / : V230814 Batch Quantity / : 272727 ampules /
Cepsin Ne O6bem cepun 272727 amnyn
Analytical Report No / : 890001697934 Date of Analysis / : 31.10.2023
AnaJlurnyeckuil oryer Ne JlaTa anaau3a

Date of Manufacture / : 10-2023 Date of Expiry / : 09-2026
Jlara nponsBoacTea I'ogen g0

Analysis performed according ND / Anasms nposenen no HJL: JIT1-001365-170222
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[pumeuanue: ITponykr cootBetcTBYeT Tpebosanuam HJI

6 Particulate matter / Mexanuuyeckmne BKJIIOYEHUs
6A Visible particles / Complies / CoOTBETCTBYET Should correspond to requirements. /
BuauMble 4acTHLBI B cooTBeTcTBUM € TPeOOBAHUAMH.
6B Invisible particles /
HeBupumble 4acTULILI:
i. Particles> 10 um/ 04 not more than 6000 per ampoule /
YacTui pazmMepom > He 6osee 6000 Ha amnyy;
10 Mxm
ii, particles> 25 pm/ 00 not more than 600 per ampoule /
YacTHL pa3MepoM > He Gonee 600 Ha ammyJy.
25 MKM
7 Related substances / PoncTBeHHble puMecH
Impurity A / Ilpumecs A 0.15% not more than 0.20% / nHe 6onee
0,20 %;
Impurity B / [Tpumecs B Not detected / He o6HapysxeHa not more than 0.50% / He Gonee
0,50 %;
Impurity C / ITpumecs C Below LOQ (LOQ = 0.033%) / gost0 r;/u?re than 0.50% / Be 6omee
Hike mnpezena KOJIHYECTBEHHOTO Sl
KO = 0.033 %
Impurity D / ITpumecs D ONpeRencHa ( ) not more than 0.20% / ve Oonee
Below LOD (LOD =0.014 %) / 0,20 %.
Husxe npenena o6Hapysxenus (ITO
=0.014 %)
Any unspecified impurity / 0.05% Not more than 0.20 % / He 6onee
EnuHuyHas HeuaeHTUuUL- s 0,20 %.
pOBaHHas TPUMECh
Remarks: The Product confirms to ND/ Conclusion: APPROVED /

Zaxkmwouenune: OJJOBPEHO

Prepared by /
TloaroTosneno; Sar_Ltosh

Kumar Maurya
-/-r

Checked by /
[TpoeepeHo: Pardeep Kumar

=l —

Approved by: Manager/Executive /
OnobpeHo: Menexep / Rykosoauresb
Abhishek Chauhan \

Reprint Date /
Jara:31.10.2023

Reprint Date /
Jara: 31.10.2023

Reprint Date /
Jara: 31.10.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: 491 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85135AP1984PLC004507
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Dr. Reddy's Laboratories Lid.
Formulation Unit-6

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

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

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Keropon® (keToponak) pacTBOp AUl BHYTPHBEHHOTO U BHYTPUMBIIIEYHOTO BBEAEHHS, 30 Mr/Mn
Batch No / : V230814 Batch Quantity / : 272727 ampules /
Cepus Ne O0bem cepun 272727 amnyn
Analytical Report No / : 890001697934 Date of Analysis / : 31.10.2023
AHaJIHTHYECKHH oTueT Ne JaTa ananusa
Date of Manufacture / : 10-2023 Date of Expiry / : 09-2026
JlaTa npoH3BOACTBA I'onen go
Analysis performed according ND / Auanu3s nposeaen mo HJI: JII1-001365-170222

Page3 of 5/Crp.3m35

Total impurities / Cymma 0.25% Not more than 1.50 % / He 6onee
npuMecei 1,50 %.

8 Extractable volume / 1.0 ml/ 1.0 mn Not less than label claim (1.0 mL) /
H3Baexaemplit 00bemM He menee HoMuHansHOTO (1,0 M)

9 Bacterial endotoxins / <=(.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
Bakrtepnanbubie <=0.725 EQ/mr tromethamine. / He 6onee 5,8 ED/mr
IHAOTOKCHHbDI KeTopoJsiaka TpOMeTaMUHa.

10 Sterility (every 15th batch) / NA Must be sterile. / JlomxeH ObITb
CTepHJIbHOCTD (U1 KaxKa0# CTEPWIbHBIM.
15-0i1 cepnu)

11 Assay / KosnyecTBeHHO€ 29.59 mg/ 29.59 mr From 27.0mg to 33.0mg of

onpeaesgenne CisHi3NO3- C4H11NO; (ketorolac
tromethamine) per 1 mL. / Ot 27,0 Mmr
pi1(¢] 33,0 MT C15H13NO3'C4H11NO3
(keTopoJaaka TPOMETaMuH) B 1 MiI.
12 Alcohol content / 3taHon 11.63 % From 10.60 % to 12.60 %. /
Ot 10,60 % mo 12,60 %.

Remarks: The Product confirms to ND/
ITpumMeuanue: [IpoaykT cooTBETCTBYET TpeboBanusM HJJ

Conclusion: APPROVED /
3akawouenune: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoarororneno: Santosh Iposepeno: Pardeep Kumar | Onobpeno: Menemxkep / Rykosoaurens
Kumar Maurya . [ Abhishek Chauhan L \
Reprint Date / Reprint Date / Reprint Date / 2
JHara:31.10.2023 Jara: 31.10.2023 Jara: 31.10.2023

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: L85185AP1984PLC0O04507

www.drreddys.co
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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
CEPTUDUKAT AHAJIM3A www.drreddys.com

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipogykr: Keropon"™ (keroponak) pactsop /i BHyTPUBEHHOTO U BHYTPHMBILLIEYHOTO BBEACHHA, 30 mr/man
Batch No / : V230814 Batch Quantity / : 272727 ampules /
Cepus Ne O6bem cepaH 272727 amiysn
Analytical Report No / : 890001697934 Date of Analysis / : 31.10.2023
ABAJHTHYECKHI oTUeT No Jara ananusa

Date of Manufacture / : 10-2023 Date of Expiry / : 09-2026
JlaTa mpoH3BOACTBA I'onen o

Analysis performed according ND / Anasn3 nposegen no HJL: JIIT-001365-1 70222
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13 Packaging / YnakoBka

I 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 amoyidsl U3
GBETO3AIUTHOTO CTOKTA
xopruHesoro knacca I (USP). B
BEPXHEW YaCTH amIlyjlbl HaHECEHSBI
KOJBLO M Touka s pasnoma. Ha
aMITyJly HaKJIeUBarOT 3THKETKY.

ITo 10 ammyn ¢ MHCTPYKLMeEH Mo
NPUMEHEHUIO MOMEIAIOT
B [IBX/amoMuHUeBbIH OIHCTED.

ITo 1 6iucTepy B MayKy 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. /

o i MIT B aMILYJIEI 13
CBETO3AIIUTHOrO CTEKJIa KOPHYHEBOTO
WIM  TEMHO-KOPMYHEBOrO  LIBETA
knacca I (USP). B BepxHelt yacTu
aMIyJIbl HaHEeCEeHBl KOJNBIO U TOYKA
And paznoma. Ha amInyly HakJIeuBaroT

STUKETKY.
I[lo 10 amiyn ¢ MHCTPYKLHEH IO
[pUMEHEHUIO MOMELIAIOT

B [IBX/amoMuHHeBBIH OIHCTED.

ITo 1 6aucTepy B MauKy KaApTOHHYIO;
A cranmoHapoB: mo 2, 3, 5
GIHCTEPOB B MAUKy KapTOHHYIO.

ITo 1 6yucTepy B IAYKy KAPTOHHYIO.

14 Labelling / MapkupoBka

According to ND / B cootBerctBuu ¢ HJI.

15 Storage conditions /
XpaHeHue

In a place protected from light below 25 °C. Do not freeze. / B saunmessoM
OT CBETa MecTe NpH Temrepatype He Bbime 25 °C. He 3aMopaxuBarh.

16 Shelf-life / Cpok rognocTH

3 years. / 3 roja.

Remarks: The Product confirms to ND/
[Mpumeyanue: [Ipoaykt coorBeTcTByeT Tpebosanuam HII

Conclusion: APPROVED /
3akmoyenne: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /

IToprororneno: Santos [IpoeepeHo: Pardeep Kumar | Ono6peno: Menemxep / PyroBoauTen

Kumar Maurya (% Abhishek Chauhan LIK
= >

Reprint Date / Reprint Date / Reprint Date /

Hara:31.10.2023 Jara: 31.10.2023 Hara: 31.10.2023

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: L85135AP1984PLC004507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS  Tel:+91 98166 56001-02

www.drreddys.com

CEPTUOUKAT AHAJINU3A

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

IIpoaykr: KeTtopon® (keTopo/iak) pacTBOp Ulsl BHYTPUBEHHOTO M BHYTPHMBILIEYHOrO BBeNIeHUS, 30 mMr/m
Batch No / : V230814 Batch Quantity / : 272727 ampules /
Cepus Ne O6bem cepuu 272727 amnyn
Analytical Report No / : 890001697934 Date of Analysis / : 31.10.2023
AHajuTHYecKHH oTyeT Ne Harta anaausa

Date of Manufacture / : 10-2023 Date of Expiry / : 09-2026
JaTa npon3BoacTBa T'open no

Analysis performed according ND / Ananu3 nposeaen mo HJI: JII1-001365-170222

PageSof S/Crp.5u3 5

API name / HanmenoBanue ADC:

Ketorolac tromethamine / Ketoposaka TpOMETaMHH

Homep cepuu cyberanuuu npoussoautens [JID:

INN / MHH: Ketorolac / Keroponaak
API manufacturer batch number /

Homep cepuu npouspoautenass ADC: ABQHO003814

FP Manufacturer API Batch number / FEQA00498

API Manufactured by & country /
IMpounseoautens ADC, cTpaHa:

Dr. Reddy's Laboratories Ltd., India /
I-p Pennu'c JJabopatopuc Jita., Uupus

Remarks: The Product confirms to ND/
Ipumeuanue: [Ipoaykr cooreeTcTByeT TpeboBanusm HJL

Conclusion: APPROVED /
Sakawuenune: OJJOBPEHO

JlaTta:31.10.2023

Jara: 31.10.2023

Prepared by / Checked by / Approved by: Manager/Executive /
[ToarororneHo: Santosh [Iposepeno: Pardeep Kumar | OnoGpenio: Meuemkep / Rykosoayrens
Kumar Maurya ﬂ?gc Abhishek Chauhan \
Reprint Date / Reprint Date / Reprint Date /

Harta: 31.10.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2939, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com




