Dr.Reddy’s Q':‘.

CERTIFICATE OF ANALYSIS

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

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

CEPTUO®HUKAT AHAJIU3A

www.drreddys.com

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

IIporykr: Ketopon™ (keToposak) pacTBOp st BHYTPUBEHHOTO M BHYTPUMBILIEUHOTO BBeACHUs, 30 MIr/mn
Batch No / : V231005 Batch Quantity / 1 272727 ampules /
Cepha No O6bem cepun 272727 amnyn
Analytical Report No / : 040002364486 Date of Analysis / : 03.01.2024
AHaJuTHYecKHI oTyeT No JlaTa aHanu3a

Date of Manufacture / : 12/2023 Date of Expiry / : 11/2026

Jlara npoussojicraa I'ogen 1o

Analysis performed according ND / Auanns nposegen mo HJI: JII1-001365-170222

Page1 of S/Crp. 1m35

iﬂo Test / [Toka3zaTenn Results / PesyabTaThi Specification / Hopma

1 Description / Onucanune Clear pale yellow solution. / | Clearcolorless to pale yellow solution.
ITpospaunsIit cBeTNO-XkenThlli | / Ilpo3pauHblii OecUBETHBIM MM
pacTBop. CBETIIO-XENThI pacTBoOp.

2 Identification / The retention times of the main | The retention times of the main peaks

IoannuuoCTL 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
YIOEP)KHBAHUA OCHOBHBIX NMHMKOB Ha | YAEpKMBaHUS OCHOBHBEIX IIHKOB Ha
XpoMaTorpaMmme HCIBITYEMOTO | XpoMaTorpamme HCIIBITYEMOTO
pacTBOpa COOTBETCTBYIOT BpEMEHAM | pacTBOpa MAOKHBl COOTBETCTBOBATH
YIOEPXKHUBAHUA OCHOBHBIX IIMKOB Ha | BpEMEHaM YIOEPKHBAHHS OCHOBHBIX
XpoMmarorpamme CTaHAApPTHOTO | MUKOB Ha XpoMaTorpaMmme
pacTBOpa KeToponaka TpOMETaMHHa | CTAaHIAPTHOTO PacTBOpa KeTopoiaka
7 HaIpoKceHa (pazzmen | TpoMeTaMHHA W HampokceHa (pasmen
«KosniecTBEHHOE OTIpeieNIeHHE) «KosHuecTBeHHOE ONpeneNeHUE»)

3 Clarity / Ilpo3payHocTb Complies / CooTBeTCTBYET The opalescence of the sample should
not exceed opalescence of reference
suspension I. / OnanecueHuys
npenapara He J0JDKHA [IPEeBBILATh
OMNAJIECLEHIIHIO 3TAIOHA cpaBHeHMs 1.

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

He 6onee 0,20 npu JiMHE BOJIHBI
430 =M.
5 pH 7.38 From 6.9t07.9./0t16,9 1o 7,9.

Remarks: The Product confirms to ND/
ITpumeuanue: Ilponykr coorBeTcTBYeT TpeboBanuam HJI

Conclusion: APPROVED /
3akmouenne: OJJOBPEHO

Hara: 03.01.2024

Hara: 03.01.2024

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

Ioxrorosneno: Ramakant [Mporepeno: Santosh Kumar | Oxo6peno: Menemkep /\Pykosoaurens
3& i Maurya N2 Abhishek CHauhan

Reprint Date / — Reprint Date / Reprint Date /

Hata: 03.01.2024

Registered Office: 8-2-337, Road Mo. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel 401 40 4900 2900, Fax: +91 40 4800 2999, Email: mail@drreddys.com
CIN: L85195AP1584PLC0OO4507

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
CEPTUDPHUKAT AHAJIN3A www.drreddys.com

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Keropon® (keToponak) pacTeop iss BHYTPHBEHHOTO U BHYTPUMBIIIEYHOrO BBeAeH s, 30 Mr/mi
Batch No / : V231005 Batch Quantity / : 272727 ampules /
Cepus Ne O0nem cepnn 272727 ammyn
Analytical Report No / : 040002364486 Date of Analysis / : 03.01.2024
AHaguTHYecKHH oTUeT Ne Jata anannza
Date of Manufacture / : 12/2023 Date of Expiry / : 11/2026
Jdara npouspoacTsa T'ogen no

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

Page2 of 5/Crp.2u3 5

6 Particulate matter / Mexannueckue BKIIOYEHHUS
6A Visible particles / Complies / CooTBETCTBYET Should correspond to requirements. /
BunumMeie qacTuipl B cooTBETCTBHH C TpeOOBaHUSAMMU.
6B Invisible particles /
HeBupuMeble 4acTUIIBL:
i. Particles> 10 pm/ 19 not more than 6000 per ampoule /
YacTui pasmepoM > He 6onee 6000 Ha ammymy;
10 MkMm
ii. particles > 25 pm / 00 not more than 600 per ampoule /
YacTUL pasMepoM > He 6onee 600 Ha ammyy.
25 MxM
7 Related substances / PoacTeeHHbIe npumecu
Impurity A / Ilpumecs A 0.15% not more than 0.20 % / He 6oee
0,20 %;
Impurity B / [Ipumecs B Not detected / He ouapyxena not more than 0.50 % / He Oonee
0,50 %;
Impurity C / Ilpumecs C Below LOQ (LOQ = 0.033%) / not more than 0.50% / He 6oiee
Huxe npejena KoJHYeCTBEHHOTO 0,50 %;
onpenenenus (ITKO = 0.033 %)
Impurity D / ITpumecs D not more than 0.20% / He 6onee
Below LOD (LOD =0.014 %) / 0,20 %.
Hwxe npenena obnapyxenus (I10
=0.014 %)
Any unspecified impurity / Not more than 0.20 % / He 6once
Enunminas sHeuneHTubunu- 0.06 % 0,20 %.
pOBaHHas NpUMeCh

Remarks: The Product confirms to ND/
IIpumeuanue: IlpoaykT cooTBeTCTBYET TpeGoBanuam HJT

Conclusion: APPROVED /
3akarouenne: OJOBPEHO

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

Iloarorosneno: Ramakant IIposepeno: Saﬂlosh Kumar | Opobpeno: MenemkeR / Pykopqaurens
t _ | Maurya = Abhishek CHauhan 0(

Reprint Date / <" | Reprint Date / Reprint Date /

Jara: 03.01.2024 Jara: 03.01.2024 Jara: 03.01.2024

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: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s Q'!'

Dr. Reddy's Laboratories [td.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJTU3A www.drreddys.com

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

Ipoayxr: Keropon” (keroposnak) pacteop /Uil BHYTPHBEHHOFO W BHYTPUMBIIIEYHOTO BBEAEHUs, 30 Mr/Mi
Batch No / : V231005 Batch Quantity / : 272727 ampules /
Cepus Ne O0nem cepaH 272727 amnyn
Analytical Report No / : 040002364486 Date of Analysis / : 03.01.2024
AHauTHYECKHH oTyer Ne JlaTa anaJjin3a

Date of Manufacture / : 12/2023 Date of Expiry / : 11/2026
JaTa npoH3BoACTBA T'open oo

Analysis performed according ND / Ananus nposeaen mo HJI: JIT1-001365-170222

Page3 of 5/Crp.3u3 5

Total impurities / Cymma 0.26% Not more than 1.50 % / He 6onece
npuMeceit 1,50 %.

8 Extractable volume / 1.0 ml/ 1.0 mn Not less than label claim (1.0 mL) /
H3Brnekaemblii 06bem He menee HomunansHoro (1,0 mi)

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BakTepuajbHbie <=0.725 E3/mMr tromethamine. / He 6onee 5,8 ED/Mr
9HAOTOKCHHBI KeTOpOoJIaka TPOMETaMHUHa,

10 Sterility (every 15th batch) / NA Must be sterile. / JlomkeH ObITb
CTepuIbHOCTL (AT KAXAOi CTEPHIIbHBIM.
15-0it cepun)
11 Assay / KonnuecTBeHnHoe 29.46 mg/ 29.46 mr From 270mg to 33.0mg of
onpejesieHHe CisH13sNO3- C4H 1 NOs (ketorolac
tromethamine) per 1 mL. / Ot 27,0 Mr
no 33,0 MT C15H13NO3'C4H11NO3
(xeTopoJyiaka TpoMeTaMHH) B 1 M.
12 Alcohol content / ITanon 11.90 % From 10.60 % to 12.60 %. /
Ot 10,60 % no 12,60 %.

Remarks: The Product confirms to ND/
IIpumeuanue: IlponykT cooTBeTcTBYET TpeGoBanusaM HJI

Conclusion: APPROVED /
3axawuenne: OJIOBPEHO

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

Honroroeneno: Ramakant [posepeno: Sanfosh Kumar | Ogobpeno: Menemkep Y Pykosoautens
M Maurya "?f\’— Abhishek CHauhan |

Reprint Date / v Reprint Date / Reprint Date / \

Jara: 03.01.2024 Hara: 03.01.2024 MHara: 03.01.2024

Registered Office: 8-2-337, Read No. 3, Ranjara Hills, Hyderabad - 500034, Telangana, India
Tel: 81 40 4900 2900, Fax: +01 40 4900 2999, Email: mail@drreddys.com
CIN- L.85195AP1984PLC004507

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

AHaJIHTHUYECKHI# oTYeT No

Jata apannza

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJV3A www.drreddys.com
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipoaykr: Keropon® (keroponak) pacTBop /Uil BHyTPHBEHHOTO M BHYTPHMBIIIEYHOr0 BBeeHus, 30 mr/mn
Batch No / : V231005 Batch Quantity / : 272727 ampules /
Cepus Ne O6nem cepun 272727 amnyn
Analytical Report No / : 040002364486 Date of Analysis / : 03.01.2024

Date of Manufacture /
JlaTa npou3BOACTRBA

: 12/2023

T'omen mo

Date of Expiry /

: 11/2026

Analysis performed according ND / Auanns nposexen mo HJI: JII1-001365-170222

Page4 of 5/Crp.4u35

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. /

I[lo 1 wMn B aMmmoyasl u3
CBETO3al[UTHOIO cTeKia

xopuuHeBoro kmacca I (USP). B
BEpXHEH 4acTU aMIynbl HAHECEHBI
KONBLIO M TOYKa Juisil pa3nomMa. Ha
aMITyJly HaKJICUBAIOT 3THKETKY.

Mo 10 amMmyn ¢ HHCTpYKLHMEH MO
IPUMEHEHHIO MOMELIAOT
B [IBX/anioMuumeBbIi Gnuctep.

ITo 1 6bnuctepy B Na4Ky 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 wMn B aMIoOyns U3
CBETO3aLIMTHOTO CTEKJIa KOPHYHEBOTO
HIM  TEMHO-KOPHMYHEBOIO  LIBETA
xnacca I (USP). B BepxHeill wactu
aMITynbl HaHeCeHbl KOJBLO ¥ TOUKa
It pasioma. Ha ammyny HakieuBaroT
ITUKETKY.

[Io 10 ammyn ¢ WHCTPYKIMEH 11O
NpUMEHEHHIO HOMEILAI0T
B [IBX/antoMuHHEBBIH OIHCTED.

ITo 1 6aucTepy B MayKy KapTOHHYIO;
I CTalluOHapoB: mo 2, 3, 5
67MCTEPOB B MAYKy KapTOHHYIO.

[To 1 6aucTepy B nauKy KapTOHHYIO.

14 Labelling / MapkupoBka

According to ND / B cootBetcTBuu ¢ H/I.

15 Storage conditions /
XpaHeHue

In a place protected from light below 25 °C. Do not freeze. / B 3amuineHaoM
OT CBeTa MeCTe Ipu Temreparype He Beile 25 °C. He 3aMopaXuBars.

16 Shelf-life / Cpok ronHocTH

3 years. / 3 ropa.

Remarks: The Product confirms to ND/
ITpumeuanue: [Ipogykt coorBeTcTBYeT Tpeboanuam HJJ

Conclusion: APPROVED /
3axmouenne: OJJOBPEHO

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

IToarorosneno: Ramakant IIpoBepeHo: San Kumar | Omobpeno: Menemxkep / Pykosgnurens
ﬁ‘ ,,u.\({,‘&t Maurya ' Abhishek CHauhan i

Reprint Date / ' Reprint Date / Reprint Date / = \

Hata: 03.01.2024 Hara: 03.01.2024 Hara: 03.01.2024

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

CIN: L85195AP1984PLC0O04507
wwiw.drreddys.com




Dr.Reddy’s ":'.

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

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

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02

CEPTUOHKAT AHAJIA3A www.drreddys.com
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Hpoaykr: Ketopon® (keToponak) pacTBOp Ajisl BHYTPMBEHHOTO M BHYTPHMBILIEYHOTO BBeACHUA, 30 Mr/mi
Batch No / : V231005 Batch Quantity / : 272727 ampules /
Cepus Ne O0BemM cepun 272727 amnyn
Analytical Report No / : 040002364486 Date of Analysis / : 03.01.2024
AHagnTHYeCKHIi oTyeT No JaTa anananza
Date of Manufacture / : 12/2023 Date of Expiry / : 1172026
Jara npousBoacTsa T'omen mo
Analysis performed according ND / Ananns nposegen mo HJ/I: JII1-001365-170222

Page Sof 5/ Crp. 5u3 5

API name / HaumenoBanune ADC:

Ketorolac tromethamine / Ketoposiaka TpoMeTaMHH

INN / MHH:

Ketorolac / Keroponak

API manufacturer batch number /
Howmep cepuu npousBoautens ADC:

ABQHO005022

FP Manufacturer API Batch number /

Howmep cepun cydcTanunn nponssoautens IJId:

FEQA00497

API Manufactured by & country /
Ipounseoautens APC, cTpana:

Dr. Reddy's Laboratories Ltd., India /
I-p Penau'c Jlaboparopuc Jlta., Manus

Remarks: The Product confirms to ND/
[Tpumeuanue: Ilpoaykr coorBeTcTBYeT TpeboraHusam HJJ

Conclusion: APPROVED /
3akmwuenue: OJJOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Iloarorornexo: Ram IIporepeno: Sant@.hll(umar Onobpeno: Menemxkepy / Pykoeqaurens

- | Maurya Abhishek CHauhan &. et
Reprint Date / v Reprint Date / Reprint Date / \
Hara: 03.01.2024 Jara: 03.01.2024 Hara: 03.01.2024

Registerad 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: L85195AFP1884PLCO04507
www drreadys.com




