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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Product:/ Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Hpoaykr: Keropon™ (KeToponak) pacrBop Juif BHYTPHBEHHOIO W BHYTPHMBILUCHHOrO BBEACHHA, 30 mMr/mn
Batch No / : V240558 Batch Quantity / : 272727 ampules /
Cepsin Ne O61.em cepun 272727 amrniyn ]
Analytical Report No / : 890001756589 Date of Analysis / : 24.08.2024
Ananuruyecknii oryer Ne Jara anajnia
Date of Manufacture / : 07/2024 Date of Expiry / : 06/2027

Analysis performed according ND / Auaaus nposesen mo HJL: JI1-001365-1 70222

Page10of6/Cip. 1136

Jﬂ; Test / IlokasaTean Results / PesynsTaThl Specification / Hopma
1 Description / Onncanue Clear  colorless solution. / | Clearcolorless to pale yellow solution.
Mpo3pa4nerii GeciReTHRIA pacTBOP. / TIpospauHelit ©OecUBETHLIA (M
CBETIO-XKCATHIH pacTBOP.
2 Identification / The retention limes of the main | The retention times of the main peaks
MonnuHHOCTE 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
YIEPKUBAHMS OCHOBHBIX TIHKOB Ha | YAEPXUBAHNA OCHOBHBIX MUKOB Ha
XpOMaTorpaMme HCIILITYEMOrO' | XpoMarorpamme WCTIBITYEMOI'O
PacTBOpa COOTBETCTBYIOT BpEMEHaM | DPacTBOpa IOMKHBI COOTBETCTBOBATH
yIepXHBaHUA OCHOBHBIX TMKOB Ha | BpeMeHaM YHEePXWBaHUA OCHOBHBIX
XpOMaTorpaMMme CTAHZApPTHOrO | IHMKOB Ha XpoMaTorpaMmMme
pacTBOpa KETOpoJiaka TPOMETaMMHa | CTaHAapTHOro DacTeopa KeTopojiaka
7§ HanpokceHa (pasmen | TpOMeTaMMHAa M HanpokceHa (pazjgesn
«KOJIHYeCTBEHHOE OTIPEACIEHUE») «KonuiecTseHHOE ONPEAENEHHE)
3 Clarity / [Ipo3pa4HOCTh Complies / CooTRETCTBYET The opalescence of the sample should
: not exceed opalescence of reference
suspension 1. / OnanecueHuust
npenapara He NOJKHA TIPEBBIILIATH
OManecleHUH IO FTanoHa cpaBHeHus 1.
4 Color / IlseTHOCTH 0.041 Not more than 0,20 at 430 nm. /
He 6onee 0,20 npy IUTHHE BOIHBI
430 HMm.
5 pH 7.32 From6.9t07.9./016,9 no 7,9.

Remarks : The Product confirms to ND/
Tlpumeuanue: Hpomykr coorsercTBYeT Tpebopanuam HIT

Conclusion : APPROVED /
Zaxmovenue: OJOBPEHO

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

TToarotosneno: Santosh _, [Iposepeno: Pardeep Kumar Onobpeno: Menenxkep / Pyrosoanress

Kumar Maurya @’ _ Manoj Kumar \ (t
= c:i-»':*) gt

Reprint Date / Reprint Date / Reprint Date /

Jlata: 24.08.2024 Jara: 24.08.2024 Jara: 24.08.2024

Registered Office: 8-2-337, Road No. 3, Banjara Fills, Hyderabad -.500034, Telangana, [ndia
Tel: #91 40 490C 2900, Fax: +91 40 4900 2999, Email: mai:@drreddys.com
CIN: L85195AP1984PLCONA507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

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

vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02
www.drreddys.com

CEPTHOUKAT AHAJIM3A

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

Ilpoayxr: Ketopon™ (keToponak) pacTBOp Anisi BHYTPHBEHHOTO W BHYTPHMBILICHHOIO BBEICHNA, 30 Mr/mn
Batch No/ : V240558 Batch Quantity / : 272727 ampules /
Cepua Ne O61em cepun 272727 amnyn
Analytical Report No / : 890001756589 Date of Analysis / : 24.08.2024
AnaJmrHyecKkHii oTuct Ne Jlara aHaju3a

Date of Manufacture / : 07/2024 Date of Expiry / : 06/2027
Jara npoH3BOACTBA T'open go

Analysis performed according ND / Ananu3 nposegen mo HJL: JIIT-001365-170222
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jNo T

Test / IMokazaTean
Ne

Results / PesyabTaTht

Specification / Hopma

6 Particulate matter / Mexanuseckse BKJIIOYEHHS

6A | Visible particles /
BuanMeie YacTHIBI

Complies / CooTBeTcTBYET

Should correspond to requiretmnents. /
B cooTseTcTBUM C TpeOGOBAHUAMH.

6B Invisible particles /
HeBnapMbie YacTHLULI:

Husxce mpezesna KOIHYeCTBEHHOTO
ompenenenus (IIKO = 0.033 %)

i. Particles> 10 pm/ 10 not more than 6000 per ampoule /
YacTul pasMepoM > He Gonee 6000 Ha ammyJ1y;
10 MxM
ii. particles> 25 pm/ 00 not more than 600 per ampoule /
YacTHLl pa3MEpoM > He Gonee 600 Ha amnyny.
25 MKM
7 Related substances / PogcTBeHHbIC IpHMECH
Impurity A / TIlpumecs A 0.16% not more than 0.20% / wue Gonee
0,20 %;
Impurity B/ Ilpumecs B Below LOD (LOD = 0.014 %) / not more than 0.50% / ue Gonee
Huke npeaena obHapyxenns (ITO 0,50 %;
=0.014 %)
Impurity C / IlpumMecs C Below LOQ (LOQ = 0.033 %) / not more than 0.50% / He 6onee

0,50 %;

Remarks : The Product confirms to ND/
[TpuMeuanue: IlponykT cooTBercTRYCT Tpeboranmnam HJL

Conclusion : APPROVED /
BaxmoucHnc: OJJOBPEHO

Jara: 24.08.2024

Jara: 24.08.2024

Prepared by / Checked by / Approved by: Manager/Executive /
IoarorosneHo: Santosh ITpoeepeno: Pardeep Kumar | Opobpeno: Menemxep / Pyropoanyens
Kumar Maurya @,_ (;,f—’_) Manoj Kumar __ \h}&"‘f
Reprint Date / Reprint Date / Reprint Date /

Jata: 24.08.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Ernail: mail@direddys.com

CIN: LB5195AP1984PLC0O04507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unii-6

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

CERTIFICATE OF ANALYSIS
CEPTH®HKAT AHAJIA3A

Product:/  Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
HponykT: Ketopon™ (ketoposiak) pacTBOp A BHYTPHBEHHOIO W BHYTPHMBILICHHOTD BECACHA, 30 mMr/mn
Batch No / : V240558 Batch Quantity / : 272727 ampules /
Cepmin N O6bem cepuu 272727 amnyn
Analytical Report No / : 890001756589 Date of Analysis / : 24.08.2024
AnanuradeckHii oruer Ne Jara apanusa

Date of Manufacture / : 07/2024 Date of Expiry / : 06/2027
JlaTa npoH3BOACTBA I'osen 10

Analysis performed according ND / Anann3 nposenen no HJL: JIT1-001365-170222
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JJI:: Test / [TokasaTess Results / Pe3yabTarnl Specification / Hopma
Impurity D / Tpamecs D Below LOD (LOD = 0.014 %) / not more than 0.20% / He Gonee
Hwuxe npepena obnapyxenus (110 0,20 %.
=0.014 %)
Any unspecified impurity / Below LOQ (L.OQ = 0.050 %) / Not more than 0.20% / e 6Gonee
Ennnn4nas HenaeHTUULU- Hwxe npenena KoauieCTBEHHOTO 0,20 %.
pOBaHHAA NIPUMECH onpegenenns ([IKO = 0.050 %)
* Total impurities / Cymma 0.16 % Not more than 1.50 % / He 6onee
npumMecei 1,50 %.

8 Extractable volume / 1.0ml/ 1.0 Mn Not less than label claim (1.0 mL) /
H3einexaemslii 00bem He meHee mromuuansHoro (1,0 mn)

9 Bacterial endotoxins / <=(.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BakTepnanbHbie <= 0.725 ED/mr tromethamine. / He 6onee 5,8 EJ/mr
IHJOTOKCHHBI KeTOpOJiaka TPOMETaMHHa.

10 Sterility (every 15th batch) / NA Must be sterile. / HomxeH ObITh
CTepH/IbHOCTD (A1 KaWA0M CTEPUIBHEIM.
15-0ii ccpun)

Remarks : The Product confirms to ND/
ITpumeyanue: [ponykr cooteerctryet Tpebopanuam H/L

Conclusion : APPROVED /
Zaxnrouenne: OJOBPEHO

Prepared by / Checked by /
[oarorosnexo: Santosh !g [Tpoeepeno: Pardeep Kumar

Approved by: Manager/Executive /

Ono6peno: Menemxep / Pykoroayrens

Manoj Kumar \\j{h__};fﬂt——

Kumar Maurya (91;”
Reprint Date /

Jara: 24.08.2024

Reprint Date /
Iara: 24.08.2024

Reprint Date /
Jara: 24.08.2024

Registered Office: 8-2-337, Road No. 3, Barijara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fox: +91 40 4300 2999, Email: maii@drreddys.com
CIN: L85195AP1884PLCO04507

www.drreddys.comn
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Dr. Reddy's Laboratories Ltd.
Formulaticn Unit-6

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

CERTIFICATE OF ANALYSIS
CEPTH®HKAT AHAJIA3A

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

IpoayxT: Keropon™ (keToponak) pactsop Juisi BHYTPHBEHHOTO 11 BHYTPHMBILICYHOTO BRCACHUA, 30 Mr/mur
Batch No / : V240558 Batch Quantity / : 272727 ampules /
Cepnis Ne Oo6nem cepun 272727 amnyn
Analytical Report No / : 890001756589 Date of Analysis / : 24.08.2024
AuaaurHyecknii oryer Ne Jara anaausa - S
Date of Manufacture / : 07/2024 Date of Expiry / : 06/2027 '
Jara npou3BoICTBA IopeH 10

Analysis performed according ND / Auaans nposeaen no HIL: JIT1-001365-170222
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No

N Test / [TokazaTenn

Results / Pe3ynbTaThl

Specification / Hopma

11 Assay / KonngecTBennoc
onpenchenne

29.68 mg/ 29.68 mr

From 27.0mg to 33.0mg of
C1sH;3sNO3<CaHj NO» (ketorolac
tromethamine) per 1 mL. / Ot 27,0 mr
o 33,0 mr CisHiaNOy C4H ) INO»
(xeToponaka TpoMeramuH) B 1 mMiL.

12 Alcohol content / ITanon

12.08 %

From 10.60 % to 12.60 %. /
Ot 10,60 % a0 12,60 %.

Remarks ;: The Product confirms to ND/

Conclusion : APPROVED /
3axirouense: OJJOBPEHO

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

ITonrotoeneno: Santost TIpoBepero: Pardeep Kumar | Onobpexo: Menemxep / Pykososmrens

Kumar Maurya @ C)f/" Manoj Kumar g\‘ -
e [ M_{{F&____

Reprint Date / Reprint Date / Reprint Date /

Hara: 24.08.2024 Hara: 24.08.2024 JHara: 24.08.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +81 40 4900 2999, Email: maii@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr. Reddy's Laboratories Ltd.
D R dd . ‘..o Formulation Unit-6
e Vill. Khol, Nalagarh Road, Baddi,
r.xe YS Ne Distt. Solan, H.P, 173 205, INDIA
Tel : +91 98166 56001-02

www.drreddys.com
CERTIFICATE OF ANALYSIS

CEPTHO®HUKAT AHATA3A

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

Ipoaykr: Ketopon™ (keroposiak) pacrBop Ajif BHYTPHBCHHOIO H BHYTPHMBIICHHOr0 BECACHHS, 30 mMr/mn
BatchNo / : V240558 Batch Quantity / : 272727 ampules /

Cepua Ne O06Bem cepun 272727 amnyh
Analytical Report No / : 890001756589 Date of Analysis / : 24.08.2024 R
AHaJINTHICCKHI 0THET Ne ~ |HMara anansza

Date of Manufacture / : 07/2024 Date of Expiry / : 06/2027
IaTa npon3BOACTBA Tonen o

Analysis performed according ND / Ananns nposexen mo HJI: JITI-001365-170222
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i‘? Test / [TokxasaTenn Results / PesynbeTaThbl Specification / Hopma
13 Packaging / Ynakoska 1 mL in class 1 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 cutring 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 ampoulesand a patient information
information leaflet in 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
Ilo 1 ™Mo B amoyls w3 | inacarton pack./
CBETO3ALINTHOI'O cTeKIa ITo 1 M B amIyJibl H3
kopuyHeporo knacca I (USP). B | t¢BeiosalwmTHOIO CTEKNA KOPUYHEBOTO
BEpXHel uacTH aMIyllbl HAHECGHBl | MIM  TEMHO-KOPHHHEBOTO  LBETA
KOJBLO M Touka ans pasnoma. Ha | wnacca I (USP). B mepxmeii wacTu
aMNyJIy HaKJeHBaAIOT STUKETKY. aMIynbsl HAaHECEHBI KOJBUO H TOMKA
flo 10 ammyn ¢ HHCTpykuueidl mo | Wi pasnoma. Ha ammyny HaKeWBaroT
UpPHMEHEHUIO OMEWAIOT | 3THKETKY. '
B [IBX/anoMunuerblii 6nucrep. [To 10 aMmmyn ¢ MHCTpYKUMeH ™o
[To 1 6nucTepy B MayKy KapTOHHYIO. | NPHMEHEHHIO NOMEIAOT
B [IBX/antomuxueBblit 6mucrep.
o 1 GaMcTepy B Nauky KapTOHHYIO;
A craumoHapos: no 2, 3, 5
61MCTEPOB B Na4Ky KapTOHHYIO.
14 Labelling / Mapkupoeka According to ND / B cootBeTcTeuu ¢ HJI
15 Storage conditions / In a place protected from light below 25 °C. Do not freeze. / B 3amumensom
XpaHenne OT CBETa MECTE NIPH TEMMEPATYPE HE BhiLle 25 *L. He 3aMOPAKHUBLLD.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanue: TlpoaykTt cooTBeTcTBYET Tpebosanuam HJI Zakmioyenne: OMOBPEHO
Prepared by / Checked by / : Approved by: Manager/Executive /
Toarorosnero: Santosh Nposepero: Pardeep Kumar | Ono6peno: Menemkep / Pykosoantent
Kumar Maurya @I—- C>E—/—‘ Manoj Kumar W ]
Reprint Date / Reprint Date / Reprint Date /
Jara: 24.08.2024 IlaTa: 24.08.2024 Jlara: 24.08.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: mail@drreddys.con
CIN: L85195AP1984PLCO04507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulaticn Unit-6

Vili. Khol, Nalagarh Road, Baddi,
Distt. Sclan, H.P, 173 205, INDIA
Tel : +91 98166 56001-02’
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIH3A

e

Product : /

Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ketopon™ (keroponak) pacTeop sl BHYTPHBEHHOTO W BHYTPHMBILICHHOTO BBEACHHA, 30 Mr/'mn
——d

Ananunravuecknil oryer Ne

Dpoayxr:

Batch No / 1 V240558 Batch Quantity / : 272727 ampules /
Cepsn Ne Obnem cepun 272727 amnyi
Analytical Report No / : 890001756589 Date of Analysis / : 24.08.2024

JlaTa auajiH3a

Date of Manufacture /
Jlara npon3sojicTsa

: 07/2024

Date of Expiry /
Tomen 10

: 06/2027

Analysis performed according ND / Anaans nposcaes no HJL: JIT1-001365-170222

Page 60of 6/ Crp. 6 H3 6

i:’ Test / [TokasaTean Results / Pe3yabTaThl Specification / Hopma
16 Shelf-life / Cpok roaHocTH 3 years. / 3 roza.

API name / HanmenoBanue ADC:

Ketorolac tromethamine / Ketopoiaka TpoMeTamMnH

Ketorolac / Keroposnak

Homep cepuu cyGerannnu npoussognrena FJI®:

INN / MHH:

API manufacturer batch number / .

Homep cepiin npou3soairrens AQC: ABQH007113, ABQH006959
FP Manufacturer API Batch number / FERA00030, FERAQ0154

IMpouseognutens APC, erpana:

APT Manunfactured by & country/

Nr. Reddy's T.aharatories 1.td., India /
J-p Penau'c JlaGoparopuc Jita., MHans

Remarks : The Product confirms to ND/
Ipumeuanue: IIpoaykr cooTBeTcTBYET Tpebopaduam HJL

Conclusion : APPROVED /
Zaxmouerane: OJJOBPEHO

Prepared by /

Moarororiexno: Santosh »
Kumar Maurya @_

Checked by /
[Tpogepeno: Pardeep Kumar

Approved by: Manager/Execntive /
Onobpeno: Metepxep / Pykosozurens

Manoj Kumar \1 b '
Aha s I8

Reprint Date /
Hara: 24.08.2024

Reprint Date /
Hara: 24.08.2024

Reprint Date /
Jara: 24.08.2024

Registered Office: 8-2-337, Road No. 3, Banjara tills, Hyderabad - 500034, Telangana, India
Tel: +91 43 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1384PLC004507
www.drreddys.com




