Dr.Reddy’s €5¢

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
CEPTHOHKAT AHAJIM3A www.drreddys.com

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoayxr: Keropon® (keToponax) pacTBOp JUis BHYTPUBEHHOTO M BHYTPUMBIIIEYHOrO BBEACHHUA, 30 Mr/mn
Batch No / : V230701 Batch Quantity / : 272727 ampules /
Cepus Ne O6neM cepunr 272727 amnyi
Analytical Report No / : 890001690284 Date of Analysis / 1 22.09.2023
AHAJIHTHYECKHI oTYeT No JlaTa ananusa

Date of Manufacture / : 08/2023 Date of Expiry / : 07/2026

JaTta npoun3BoacTBa T'ogen xo
Analysis performed according ND / Anann3 nposeaen no HJ/I: JII1-001365-170222

Pagel of 5/Crp. 1u35

1;.3 Test / [Toka3zaTenb Results / Pe3yabTaThi Specification / Hopma

1 Description / OnucaHue Clear pale vyellow solution. / | Clear colorless to pale yellow solution,
IIpo3payHslii cBemo-kenTelid | / IlpospauHblif OGecLBETHBI WU
pacTeop. CBETIIO-KENThbIH pacTBop.

2 Identification /
IMoaauHHOCTH

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
YIEP)KUBaHUS OCHOBHBIX ITMKOB HA
XpoMaTrorpamme UCIIBITYEMOTO
pacTBOpa COOTBETCTBYIOT BpeMeHaM
VIOCPKHBAHUS OCHOBHBIX IHKOB Ha
XpoMaTorpaMme CTaHAAPTHOTO
pacTBopa KeTopojaka TpOMEeTaMUHa
7| HampoKceHa (pasmen
«KonmiecTBeHHOE ONpEeICHUE)

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
YAEp)KUBaHHS OCHOBHBIX ITHKOB Ha
XpoMaTorpamme HCIIBITYEMOTO
pacTBopa IOOJXKHBI COOTBETCTBOBATH
BpeMeHaM YAEpPXKHUBAaHUA OCHOBHBIX
MMKOB Ha XpoMaTorpamMmme
CTaHIapTHOTO pacTBOpa KeTOpoJiaka
TpOMeTaMHHa ¥ HampoKceHa (pasnen
«KonuuecTBeHHOE OMpeIeNIEHHEY)

3 Clarity / Ilpo3pauyHocTh

Complies / CooTBeTCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension 1. / OnanecueHuums
nperiapara He JOJ/DKHA MPEBBIIATE
OTANIECUEHIVMIO 3TAJIOHA CpaBHEHHAA .

4 Color / IlgeTHOCTH 0.02 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npu anuHe BOJIHBI
430 um.

5 pH 7.39 From 6.91t07.9./016,9 no 7,9.

Remarks: The Product confirms to ND/
IMpumeuanue: [IpoaykT cooTBeTcTBYET TpeboBanusm HJI

Conclusion: APPROVED /
3akmouenue: OJJOBPEHO

JlaTta: 25.11.2023

Jlata: 25.11.2023

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

IToarorosneHo: Prayésh ITpoBepeno: Santosh Kumar | Onobpeno: Menemxkep / Pykosoaurens
(ﬁ Maurya @\ Abhishek Chauhan k \

Reprint Date / Reprint Date / Reprint Date / '

JlaTta: 25.11.2023

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: L85195AP1584PLC004507
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

Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS
CEPTH®HKAT AHAIN3A www.drreddys.com
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Ketopon® (keTopouiak) pacTBop Julsi BHYTPUBEHHOTO M BHYTPUMBILIEYHOTO BBEACHHS, 30 Mr/mi1
Batch No / 1 V230701 Batch Quantity / : 272727 ampules /
Cepus Ne O0bem cepun 272727 amnyn
Analytical Report No / : 890001690284 Date of Analysis / : 22.09.2023
AHanuTHYECKHH oTyeT No JlaTa aHaIH3A
Date of Manufacture / : 08/2023 Date of Expiry / : 07/2026
Jara mpou3BoacTBa T'ogen o
Analysis performed according ND / Ananns nposenen mo HJI: JITI-001365-170222 -
Page2 of 5/Crp.2m35
6 Particulate matter / Mexann4yecKkue BKIIOUYEHMST
6A Visible particles / Complies / CooTBETCTBYET Should correspond to requirements. /
BuanuMebre 4acTHIpI B cooTBETCTBHY C TPpeGOBAHMAMH.
6B Invisible particles /
HeBuauMeie YacTULIbL:
i. Particles> 10 pm/ 17 not more than 6000 per ampoule /
Yactun pasmepoM > He 6onee 6000 Ha amnyny;
10 MmxMm
il. particles > 25 pm/ 01 not more than 600 per ampoule /
4acTHUI| pa3MEPOM > He Gonee 600 Ha aMITyy.
25 MKM
7 Related substances / PoacTBeHHBIE NPUMECH
Impurity A / [Tpumecs A 0.15% not more than 0.20 % / He 6onee
0,20 %;
Impurity B / [Ipumecs B Not Detected not more than 0.50 % / He Gonee
0,50 %;
Impurity C / Ilpumecs C Below LOQ (LOQ = 0.033%) / not more than 0.50 % / He Oonee
Hike mpefiena KOJHYECTBEHHOTO 0,50 %;
ompenenenus (IIKO = 0.033 %)
Impurity D / IIpumecs D not more than 0.20 % / He 6oiee
Below LOD (LOD = 0.014 %) / 0,20 %.
Hmxe npenena obHapyxenus (I1O
=0.014 %)
Any unspecified impurity / Not more than 0.20 % / He 6onee
Enunmaxas HenaeHTHGULHU- 0.05% 0,20 %.
pOBaHHas IPUMeECh

Remarks: The Product confirms to ND/
[pumeuanue: IIpoaykt coorsercTByeT Tpebosanuam HJI

Conclusion: APPROVED /
Saknwuenue: OJJOBPEHO

7

Prepared by / Checked by /
IMoarorosneHo: Pravesh IIposepeno: Santosh Kumar
" Maurya

o

—

Approved by: Manager/Executive /

Onobpeno: Menemxepy Pykosonutens
Abhishek Chauhan \

Reprint Date /
Jara: 25.11.2023

Reprint Date /
Jara: 25.11.2023

Reprint Date /
Jara: 25.11.2023

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




Dr.Reddy’s €3¢

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
CEPTADUKAT AHAJIM3A www.drreddys.com

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

IIpoaykr: Ketopon® (keroponak) pacTBOp [UIsl BHYTPUBEHHOTO H BHYTPUMBILLIEUHOrO BBEIEHHs, 30 Mr/Mit
Batch No / : V230701 Batch Quantity / : 272727 ampules /
Cepusi Ne O61bem cepun 272727 amnyn
Analytical Report No / : 890001690284 Date of Analysis / : 22.09.2023
AHauTHYeCKHH oTaeT No JaTta anaiu3a

Date of Manufacture / : 08/2023 Date of Expiry / : 07/2026

JlaTa npon3BoacTea T'ogen no

Analysis performed according ND / Anann3s npoBegen no HJI: JI[1-001365-170222

Page3 of 5/Ctp.3u3 5

Total impurities / Cymma 0.20 % Not more than 1.50 % / He 6onee
npumeceii 1,50 %.
8 Extractable volume / 1.0ml/ 1.0 mn Not less than label claim (1.0 mL) /

H3BiekaemMblii 00beM

He Menee HomunansHoro (1,0 mm)

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
Bakrepuna/jbHbIe <=0.725 ED/mr tromethamine. / He 6onee 5,8 ED/Mr
HAOTOKCHHBI KETOPOJIaKa TPOMETaMUHa.

10 Sterility (every 15th batch) / NA Must be sterile. / JlomkeH ObITh

CTepHILHOCTD (ISl KasKIOH
15-0ii cepun)

CTEPWJIBbHBIM.

11 Assay / KosinuecTBeHHOE 29.68 mg / 29.68 mMr From 27.0mg to 33.0mg of
omnpeneJieHUue CisHi3NOs-C4H 1 1 NO; (ketorolac
tromethamine) per 1 mL. / Ot 27,0 Mr
no  33,0mr CisHisNOs; CsHiiNO;
(keTopoiaka TpOMETaMUH) B 1 MJI.
12 Alcohol content / ITanon 11.35% From 10.60 % to 12.60 %. /

Ot 10,60 % 1o 12,60 %.

Remarks: The Product confirms to ND/
IMpumeuanue: [Tponykt cooTBeTcTBYeT TpeboBaHusM HJL

Conclusion: APPROVED /
3axmouenne: OJJOBPEHO

Prepared by /
IMoarororneHo: Pravesh

{

Checked by /
IIpoBepeno: Santosh Kumar

Maurya
—

Approved by: Manager/Executive /
Onobpeno: Menemxep /\Pykosogurens
Abhishek Chauhan [

\

Reprint Date /
Jara: 25.11.2023

Reprint Date /
Hara: 25.11.2023

Reprint Date /

JlaTa: 25_ .11.2023

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




Dr.Reddy’s ":'.

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
CEPTH®UKAT AHAIA3A www.drreddys.com

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Hpoaykr: Kertopon® (keroposak) pacTBOp I BHYTPHBEHHOTO M BHYTPHMBILIEYHOrO BBeACHHUS, 30 Mr/ma
Batch No / : V230701 Batch Quantity / : 272727 ampules /
Cepus Ne O0bem cepHH 272727 amnyn
Analytical Report No / : 890001690284 Date of Analysis / : 22.09.2023
AHaJHTHYeCKHI oTyeT No Jlara ananu3za
Date of Manufacture / : 08/2023 Date of Expiry / ¢ 07/2026
JlaTa nponsBoacTBa Toxen no
Analysis performed according ND / Anann3s nposeaen no HJL: JI[1-001365-170222

Paged4 of 5/ Crp.4u3 5

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 Mn B aMmOoyiasl U3
CBETO3AILUTHOTO cTeKIa
kopuunesoro kiacca 1 (USP). B
BEPXHEH YacTH aMIyJbl HaHCCEHBI
KONIBIIO W TOYKa Juld paznoma. Ha
amITyny HaKJIEUBAIOT 3TUKETKY.

ITo 10 ammyn ¢ HHCTpYKLHEH IO
MIPUMEHEHHIO MIOMELIAI0T
B [IBX/anoMuHueBBIH ONHCTED.

ITo 1 6auctepy B Da4Ky 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 MaI B aMmoyisl U3
CBETO3AILMTHOIO CTEKIIA KOPHYHEBOTO
WIA  TEMHO-KODWYHEBOTO  I[BETa
kmacca I (USP). B Bepxueit uactu
AMITyJIbl HAaHECEHBI KOMBLO U TOYKA
IS pasnoMa. Ha amImysty HakjieuBaioT

ITUKETKY.
ITo 10 ammyn ¢ HHCTPYKIMEH ©o
HNPUMEHEHUIO MOMEIIAIT

B [IBX/anmoMuHHEBEIH GucTep.

I[To 1 6nucTepy B MA4YKy KAPTOHHYIO;
U1 CcTaloHapos: Mmo 2, 3, 5
OJIMCTEPOB B AYKy KAPTOHHYIO.

I[To 1 6nucTepy B nauKy KapTOHHYIO.

14 Labelling / Mapkupoeka

According to ND / B cootBeTcTBuu ¢ HJI.

15 Storage conditions /
Xpanenue

In a place protected from light below 25 °C. Do not freeze. / B 3amuiiesHom
OT CBETa MecTe NMpH TemnepaTtype He Boinle 25 °C. He 3aMopaxuBaTh.

16 Shelf-life / Cpok roagnocTH

3 years. / 3 rona.

Remarks: The Product confirms to ND/
ITpumeuanue: ITpoaykt cooTBeTCTBYET Tpeboranusm HJ|

Conclusion: APPROVED /
Bakmwuenne: OJJOBPEHO

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

INonrororneHo: Pravesh [Mposepeno: Santogh Kumar | Onobpeno: Menemkepy/ PykoBoaurens
Maurya Abhishek Chauhan pk \\

Reprint Date / Reprint Date / Reprint Date / \

Hara: 25.11.2023 JlaTa: 25.11.2023 Jara: 25.11.2023

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: LB5195AP1984PLC0O04507
www.drreddys.com




‘... Dr. Reddy's Laboratories Ltd.

b/ ® Formulation Unit-6

Dr’ Reddy s .. Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA

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

CEPTUOHUKAT AHAJIM3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ilpogykr: Kertopon® (keToponak) pacTeop sl BHYTPHBEHHOrO M BHYTPHMBILIEYHOTO BBEACHHUS, 30 mr/mn
Batch No / : V230701 Batch Quantity / : 272727 ampules /
Cepug Ne O6Bem cepin 272727 amnyn
Analytical Report No / : 890001690284 Date of Analysis / : 22.09.2023
ARanuTHYecKHii oTueT Ne JlaTa aHaau3a
Date of Manufacture / : 08/2023 Date of Expiry / : 07/2026
JlaTa npoH3BOACTBA I'ogen no
Analysis performed according ND / Auanu3 nposeaen no HJI: JI[1-001365-170222

Page Sof 5/Crp.5m3 5

API name / Hanmenosanne A®C: Ketorolac tromethamine / Ketoponaka TpOMETaMHH
INN / MHH: Ketorolac / Keroponak
API manufacturer batch number / ABPH010196, APH010125
Homep cepun npoussoaurteis ADC:
FP Manufacturer API Batch number /
Homep cepun cy6eranunn npoussoautens LJI®: FEQA00IE4-FEQRI0LE
API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /
[MponseoanTens A@C, crpana: JI-p Peqw'c JlaGoparopuc Jita., Munus
Remarks: The Product confirms to ND/ Conclusion: APPROVED /
T[pumeuanue: ITpoaykt cooteTcTByeT TpeboBatusam HJ 3axouenue: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToarororneHo: Praves [Tpoeepeno: Santosh Kumar | Onobpeno: Menemke .\/ PykoBonutens

Maurya gﬁ Abhishek Chauhan Kﬁ \

-~ \. /

Reprint Date / Reprint Date / Reprint Date /
Hata: 25.11.2023 Hara: 25.11.2023 JlaTa: 25.11.2023

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



