Dr.Reddy’s ":’

Dr. Reddyv's Laboratories Ltd.

Formaulation Unit-G
fik: Khol. Malasarh Road, Baddi,
CERTIFICATE OF ANALYSIS Tel: +91 82166 55001-02
CEPTHO®HKAT AHAJIN3A WiRidRetyR. M
Product:/  Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IMpoaykr: Keropon” (keroposiak) pacTeOp ANl BHYTPHBEHHOTO H BHYTPHMBILICHHOIO BECACHHA, 30 mMr/mn
Batch No / 1 V230869 Batch Quantity / : 272727 ampules /
Cepust Ne O6beM cepHH 272727 amnyi
Analytical Report No / : 040002281823 Date of Analysis / : 21.11.2023
AnpanurHyecKHii oryer Ne Jlara apanu3a
Date of Manufacture / : 1172023 Date of Expiry / : 10/2026
Jara npon3sogcrea Topes 1o
Analysis performed according ND / Ananus poBejien 10 HJL: JI1-001365-170222

Page 1of5/Crp.1u3 5

iﬂo Test / Ilokasatenb Results / PesyabTaTsl Specification / Hopma
1 Description / Onxcanue Clear  Colorless  solution. / | Clear colorless to pale yellow solution.
[Ipo3paunrlii 6eCLBETHEIHM pacTBOP. / TIpospauHplii OeCLBETHBIN uIH

CBETJIO-KENTHI PacTBOP.

2 Identification /
MMoaNHHHOCTH

The retention times of the main | The retention times of the main peaks
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
naproxcn (Assay section) / Bpemena | (Assay  section) /  Bpemera
YIEpKUBAHUA OCHOBHBIX NHKOB Ha | YHEDXKMBaHHA OCHOBHBIX TIMKOB Ha
Xpomarorpamme HCIBITYEMOTO | XpOMAaTorpamMme HCIIBITYEMOTO
PacTBOpa COOTBETCTBYIOT BpEMEHaM | PAacTBOpa [OIDKHbI COOTBETCTBOBATh
yIepKHBAHHS OCHOBHBIX WKOB Ha | BpEMcHaM YIEPKHMBaHHI OCHOBHBIX
XpoMaTorpamMme CTAaHHApTHOrO | NHKOB Ha XpoMarorpaMmme
pacTBOpa KeTopoJiaka TPOMETAMHMHA | CTRHJApTHOro pacTBopa KeTOpOJiaka

U HanmpoKCeHa (pasmen | TpoMeTaMmHMHAa M HampokceHa (pasnen
«Konu4ecTBeHHOE ONpeaeNieHUEn) «KouuecTBEHHOE ONPEaeneHHe)
3 Clarity / [Ipo3pa4HocThb Complies / COOTBETCTBYET The opalescence of the sample should |

not exceed opalescence of reference
suspension L. / OnanecueHuys
npenaparta He JO/DKHa NPEBbIIATh
OTaecLeHIHIO STATOHA CPaBHEHU L.

4 Color / HeeTHOCTB 0.03 Not more than 0.20 at 430 nm. /
He 6onee 0,20 OpH ANMHE BONHEI
430 HM.

5 pH 7.36 From 6.9 to 7.9./ Ot 6,9 10 7,9.
Remarks: The Product confirms to ND/ Conclusion: APPROVED /
[Tpumeuanue: [Tpoayxr coorsercrayer Tpebosannsy HIL 3axmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Monrorosneno; Pravesh Rana | ITposepeno: Santgsh Kumar | Onobpeno: MeHemkep / Pyxorogurenhb

B Maurya (f_i__,_ Manoj Kumar ai E E?
Reprint Date / Reprint Date / Reprint Date /
Jara:21.11.2023 Hara: 21.11.2023 Jara: 21.11.2023

Registered Office: 8-2-337, Road No, 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: -+91 40 4500 2999, Email: mail@drreddys.com
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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

BuaumMble YaCTHLBI

CERTIFICATE OF ANALYSIS Tel : 491 98166 56001-02
T CEPTHOHKAT AHAJI3A ~ Www.drreddys.com
Product:/  Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Hpoaykr: Ketopon” (keroponak) pacTBop /Ut BHYTPHBCHHOIO 1 BHYTPHMBILIEYHOrO BBEACHNS, 30 mr/mn
Batch No / : V230869 Batch Quantity / : 272727 ampules /
Cepust Ne Q6bem cepHlt 272727 amnyn
Analytical Report No / : 040002281823 Date of Analysis / : 21.11.2023
AnanuTHYECKHil oTueT Ne Jlara ananasa
Date of Manufacture / : 11/2023 Date of Expiry / : 10/2026
Jlara mpou3IBOACTEA Tomen g0
Analysis performed according ND / Ananus npoBejies no HJI: JIN-001365-170222
Page2of S/C1p.2 m3 5
6 Particulate matter / Mexann4ecKue BKJIIOYCHHS
6A | Visible particles / Complies / CoOTBETCTBYET Should correspond to requirements. /

B cOOTBETCTBHH € TPEOOBAHUAMH.

pOBaHHas NMpUMECh

6B Invisible particles /
HeBuanuMble YaCTHLIBL
i. Particles> 10 pm/ 02 not more than 6000 per ampoule /
YacTul| pasMepoM = He 6onee 6000 Ha aMnyny;
10 mxM
ii. particles > 25 pm/ 00 not more than 600 per ampoule /
HACTHIL PARMENROM ge 6onee 600 Ha ammmyJny.
25 MKM
7 Related substances / PoacrBenHbie MpHMeECH
Impurity A / [Tpumecs A 0.15% not more than 0.20% / He OGonee
0,20 %;
Impurity B / Ilpumecs B Below LOD (LOD = 0.014 %) / not more than 0.50 % / He Gonee
Hmxe npenena o6Hapyxenus (I10 0,50 %;
=0.014 %)
Impurity C / Tlpumecs C Below LOQ (LOQ = 0.033%) / not more than 0.50 % / He 6onee
Hwxe npeaena KOMMYSCTBEHHOIO 0,50 %;
onpenenenns (IIKO = 0.033 %)
Impurity D / Tpumecs D not more than 0.20 % / He 6onee
Below LOD (LOD = 0.014 %) / 0,20 %.
Hipke mpenena o6Hapyxenua (110
=0.014 %)
Any unspecified impurity / Not more than 0.20 % / He Gonee
Enu#uyHas HeMIeHTHQuIE- 0.05% 0,20 %.

Remarks: The Product confirms to ND/
ITpumMeuanie: [IpoayKT COOTBETCTBYET tpeGosannam HJT

Conclusion: APPROVED /
Zaxmiowenne: QJJOGPEHO

Prepared by /
T[TonroToByeHO; ]’ra\gh Rana

t
—

Checked by /
ITposepeno: Santosh Kumar

Manrya v

/

Approved by: Manager/Executive /
Onobpeno: Menemxep / PyI{OB[:jHTBHb

Manoj Kumar @

Reprint Date /
il Jara:21.11.2023

Reprint Date /
Jara: 21.11.2023

Reprint Date /
Jlara: 21.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2959, Email: mail@drreddys.com
CIN: LR5195AP1984PLC0O04507
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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

CEPTHOHKAT AHAJTM3A www.drreddys.com

ProExT:t 3/ Ketorol (Ketorolac) solution for intravenous and intramuscular inj ections, 30 mg/ml

Ipoaykr: Ketopon™ (keToponak) pacTeop i BHYTPHBEHHOIO H BHYTPHMBILICHHOO BBC/ACHNA, 30 mr/mn
BatchNo/ : V230869 Batch Quantity / : 272727 ampules /
Cepuia Ne O6BeM cepiu 272727 amrnyn
Analytical Report No / :+ 040002281823 Date of Analysis / : 21.11.2023
Anaswrayeckuii oryer Ne Hara ananmza

Date of Manufacture / : 11/2023 Date of Expiry/ : 10/2026
JlaTa npou3BoCTEA T'open a0

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

Page3 of 5/Crp. 3 u3 5

Total impurities / Cymma 0.20% Not more than 1.50 % [ He Gonee
npuMecei 1,50 %.

8 Extractable volume / 1.0ml/ 1.0 Mn Not less than label claim (1.0 mL) /
UzsickaeMblii 00bemM He menee HoMuHanbroro (1,0 M)

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac '
BakrepnaibHbIe <=0.725 E3/mr tromethamine. / He 6onee 5,8 E3/Mr
IHI0TOKCHHBI KETOpONIaKa TPOMETAMUHA.

10 Sterility (every 15th batch) / NA Must be sterile. / domxeH OpITh
CrepuabHOCTh (IUIs1 K20 CTEPHIILHBIM.

15-v#t cepun)
11 Assay / KonnuecTBennoe 29.66 mg/ 29.66 Mr From 270mg to 33.0mg of
onpeneneHne CsH13NO;-C4H 1 NOs (ketorolac
tromethamine) per 1 mL. / Ot 27,0 Mr
g0 33,0Mr  CisHiaNO; CsHiNOs
(keToponaka TpOMETaMHH) B 1 ML
12 Alcohol content / ITaHoN 11.92 % From 10.60 % to 12.60 %, /
Or 10,60 % mo 12,60 %.

Remarks: The Product confirms to ND/
[Ipumeuanue: IIpoaykr cootBercTRyeT TpebopanuaM HJL

Conclusion: APPROVED /
Zaxnwuenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
TToaroTosieHo: Pravesh Rana | ITpoeepero: Santosh Kumar | Onobpeno: Menemkep / Pykoso HTEIh
/ Maurya Qf’\/’__ Manoj Kumar ﬁ
("
Reprint Date / Reprint Date / Reprint Date /
Jlara;21.11.2023 Hara: 21.11.2023 Jara: 21.11.2023

Registered Office: 8-2-337, Road Na. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
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
CEPTUOHKAT AHAJIH3ZA www.drreddys.com
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IpopyKT: Ketopon™ (keToponak) pacTsop Juis BHYTPUBEHHOIO ¥ BHYTPHM stireunoro sseacHus, 30 Mr/mn
Batch No/ : V230869 Batch Quantity / : 272727 ampules /
Cepua Ne O6nemM cepil 272727 amiyn
Analytical Report No / : 040002281823 Date of Analysis / : 21.11.2023
Anagurnueckuii oruer Ne Jlara auannza
Date of Manufacture / : 11/2023 Date of Expiry / : 10/2026
ara NPON3BOACTEA Togen o
Analysis performed according ND / Ananns npoBejiel 1o HJL: JII1-001365-170222
Page4 of 5/Ctp. 4 u3 5
13 Packaging / Ynakorxa 1 mL in class I light-shielding amber | 1 mL in class I light-shielding amber
glass ampoules (USP). A cut ring | or dark amber glass ampoules (USP).
and point in the upper part of | A cut ring and point in the upper part
ampoule. A label is attached to of ampoule. A label is attached to
ampoule. ampoule.
10 ampoules and a _patient | 10 ampoules and a patient information
information leaflet n a | leaflet in a PVC/aluminum blister.
PVC/aluminum blister. 1 blisters in a carton pack;
1 blisters in a carton pack. / For in-patient facilities: 2, 3, 5 blisters
Mo 1 w™Mn B amoynsl W3 | inacartonpack. /
CBETO3ALIHTHOTO crexma | [To 1 Mn B  aMmmyidsl  H3
kopuuneporo kiacca 1 (USP). B | CBETO3alIMTHOrO CTEKIA KOPHUUHEBOTO
BepXHel 4acTH amIlynbl HAHECCHB! | MM  TEMHO-KODWYHEBOTO — LIBETa
KOJNBIIO M TOuKa Ui pasnoma. Ha | knmacca I (USP). B BepxHel 4YacTH
aMITyJy HAKJIEHBAIOT STHKETKY. aAMITYJIB! HAHECEHBbl KONBLO H TOUKA
IMo 10 amiyn ¢ HMHCTpYKIMEH mo | Ul pasioma. Ha ammyny HaKJIEUBAOT
NPHMEHEHHIO NOMeIAoT | 3THKETKY.
B IIBX/amomMuHKEBbIH GnUcTep. Ilo 10 ammyn ¢ MHCTpYKLHEH 10
Tlo 1 6¥cTepy B Niauky KapTOHHYIO. | NPHMEHEHHIO MTOMELIAIOT
B [IBX/amoMuHKeRBLi 61HCTED.
[To 1 6nucTepy B MAUKy KaPTOHHYIO;
nns  crammoHapo: no 2, 3, S
6/14CTEPOB B [Ia4Ky KapTOHHYIO.
Tlo 1 6incTepy B Na4Ky KapTOHHYIO.
14 Labelling / MapxupoBka According to ND / B cootsetcTun ¢ H]I.
15 Storage conditions / In a place protected from light below 25 °C. Do not freeze. / B 3alMILICHHOM
XpaHeHHe OT CBETa MeCTE TIpU Temmeparype He Boite 25 °C. He 3aMopaxuBaTh.
16 Shelf-life / Cpox rognocTH 3 years. / 3 rona.
Remarks: The Product confirms to ND/ Conclusion: APPROVED /
Tpumeuanne: TTpoaykr coorsercrsyer TpeboBatiaM HA 3axmouenue: OJJOBPEHO
Prepared by / ~ Checked by / Approved by: Manager/Executive /
TlonrotosneHo: Pravesl Rana | [Tposepero: Santosh Kumar Opobpeuo: Menemkep / Pykosofutests
Maurya Manoj Kumar i E i‘j
Reprint Date / Reprint Date / Reprint Date /
Jara:21.11.2023 Hara: 21.11.2023 JHara: 21.11.2023

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: L85195AP1984PLCO04507
www.drreddys.com
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Dr. Reddy s '. Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS  Tel: +91 98166 56001-02
" CEPTHO®HKAT AHAJHA3A www.drreddys.com

Product:/  Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
HpomyKT: KeTtopon™ (keToposiak) pacTeop julst BHYTPHBEHHOIO M BHYTPHMbILIEHHOrO BBEACHHA, 30 mr/mn
Batch No / : V230869 Batch Quantity / : 272727 ampules /
Cepusi Ne O6beM cepul 272727 amnyn
Analytical Report No / : 040002281823 Date of Analysis / : 21.11.2023
lAwanuradecknii oryeT Ne Jara anaansa
Date of Manufacture / : 11/2023 Date of Expiry / : 10/2026
Jara NPOH3BOACTBA T'open oo
|Analysis performed according ND / Anasnus nposenen no HJI: JII1-001365-170222
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API name / Hanmenopanue APC: Ketorolac tromethamine / Ketoponaka TpOMETaMHUH

INN / MHH: Ketorolac / Ketoponak

API manufacturer batch number /

Homep cepu# npoussoautes ADC: ABOHCORENE

FP Manufacturer API Batch number /

Homep cepun cyGeTannun npoussoanTess LJID: R

API Manufactured by & country/ Dr. Reddy's Laboratories Ltd., India /

Ipoussogutenan ADC, crpana: J-p Peqnw'c JTaboparopuc Jta., MHous

Remarks: The Product confirms to ND/ Conclusion: APPROVED /

Ipumeuanue: [Tpoxykr cooTBeTcTRYeET TpeOoBanuam HJL Zaxawuenune: OJOBPEHO

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

TToaroroeneHo: Pra\%Rana IIposepeno: Santosh Kumar | Omobpeno: Menemxkep / Pykosogurens
Maurya C.g'/___; Manoj Kumar = j

Reprint Date / Reprint Date / Reprint Date /

Jara:21.11.2023 Iata: 21.11.2023 Jara: 21.11.2023

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



