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Dr. Reddy's Laboratories Ltd.
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CERTIFICATE OF ANALYSIS Distt. Solan, H.P., 173 205, INDIA
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Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ilpoaykr: Ketopon® (xeTopoiiak) pactsop uisi BHyTPUBEHHOTO U BHYTPUMBILIEYHOrO BBeASHHs, 30 Mr/mi
Batch No / . V260047 Batch Quantity / . 454545 ampules /
Cepns Ne i O0beM cepuu " 454545 amnyn
Analytical Report No / Date of Analysis /
AHaJInTHYECKHiT oT4eT No : 890001857747 Jlata aHanu3a : 19.01.2026
Date of Manufacture / . 12/2025 Date of Expiry / . 11/2027
JlaTa npoH3BOJCTBA I'open 1o
Mfg. License No. /
Hpomssoncteennas : MNB/05/263 o : JIIT-No(008888)-(PT-RU)
aunensus Ne Homep PY

Analysis performed according ND / Anann3s nposenen no HJI: JITI-Ne(008888)-(PI"-RU)-170225

Page1of 7/Crp.1m37

Ne Test / IlokaszaTennb

Results / PesynsTaThl

Specification / Hopma

1 Description / Onucanue

Clear colorless solution. / Ilpozpaunblii
6ecLBETHBIH pacTBoOp.

Clear colorless to slightly yellow color
solution. / IIpo3paunblii pacTBOp OT
©€eCLIBETHOTO [0 CBETIIO-KENTOrO LBETa.

2 | Identification* / UnenTudpnkauns*

2a | HPLC*/B2XXX*

The retention time of the main peak in the
chromatogram of test solution corresponds
to the main peak in the chromatogram of
standard solution. / Bpemst yaepxuBaHus
OCHOBHOTO IIMKa Ha XpoMaTorpaMme
UCTIBITYEMOIr0 PacTBOpa COOTBETCTBYET
BpEMEHU YICPXKUBAHUS OCHOBHOTO TNHKa
Ha XpomaTorpamMmme CTaHIapTHOTO
pacTBopa.

The retention time of the main peak in the
chromatogram of test solution should
correspond to the main peak in the
chromatogram of standard solution (Assay
section). /  Bpems  ynepxuBaHus
OCHOBHOTO TIMKA Ha XpOMaTorpamme
HCIIBITYEMOTO pacTBopa JIOJIKHO
COOTBETCTBOBATb BPEMEHM YyIEPXKMBaHUA
OCHOBHOIO MHKa Ha XpoMarorpamme
CTaHIAPTHOTO pacTBopa (pasnmen
«KOonMueCTBEHHOE ONpeNIeNICHUEY).

Remarks : The Product confirms to ND/

Conclusion : APPROVED /

[Ipumeuanne: IIpoaykT cooTBeTcTBYET TpeboBaHuam H/J

3akawyvenne: OJIOGPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[Toarorosneno: Shivani |[IIpoBepeHo: Pravesh [Tposepeno (AOK): person / Onobpeno: ObecneyeHue
Devi )5/ Rana j Amit Kumpar kauecTBa/OTBETCTBEHHOE JINLLO:
] v J}LJ §
Daté / Date / Date / Date /
Jlata: 19.01.2026 Jlara: 19.01.2026 Jlara: 19.01.2026 Jlara: |9 —0) — 2024

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

CIN: L85195AP1984PLC0O04507

www.drreddys.com
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Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Ketopon® (xeToposak) pacTBOp [isi BHYTPHBEHHOTO U BHYTPHMBILLEYHOTO BBeACHHMs, 30 Mr/mn
Batch No / . V260047 Batch Quantity / . 454545 ampules /
Cepnsi Ne ) O6bem cepun " 454545 amnyn
Analytical Report No / Date of Analysis /
AHanuTHYecKH# oTyeT Ne : 890001857747 JlaTta ananuza : 19.01.2026
Date of Manufacture / . 12/2025 Date of Expiry / . 11/2027

aTa NPOH3BOACTBA I'onen no
Mfg. License No. /
HpoussoxcTaennas : MNB/05/263 LMD AR : JIT-Ne(008888)-(PT-RU)
JuueHzus Ne Homep PY

Analysis performed according ND / Ananns mposexen mo HJI: JITI-Ne(008888)-(PI"-RU)-170225

Page2 of 7/Crp.2 m37

No Test / [TokazaTenn

Results / Pe3yabTaThl

Specification / Hopma

2b | UV- spectrophotometry* /

Y®-cnekmpogpomomempusa*

UV absorption spectra of the test solution
and the solution of the standard sample of
Ketorolac Tromethamine in the range from
200 to 400 nm have absorption maxima at
322 + 2 nm. / Y®-crniekTpb! MOMIOLWIEHHUS
UCTIBITYEMOTO ~ pacTBopa MW pacTBOpa
cTaHmaptHoro  ofjpasua  KeTopoJaka
TpoMeTaMuHa B obsacTi oT 200 10 400 HM
MMEIOT MaKCUMYMbl [OIVIOLIEHUS TpH
32242 HMm.

UV absorption spectra of the test solution
and the solution of the standard sample of
Ketorolac Tromethamine in the range from
200 to 400 nm should have absorption
maxima at 322 + 2 nm. / Y®-cnexTpsl
TNOTJIOLIEHHS MCHBITYEMOrO pPacTBopa U
pacTBopa CTaHIApPTHOTO obpasLa
KeToposiaka TPOMETaMHHA B 00JacTH OT
200 no 400 HM [JOWKHBI  HUMETh
MaKCHUMYMbI MOMJIOILEHUS NTPpU 32242 HM.

3 Clarity / IIpospauHocTb

The opalescence of the sample does not
exceed  opalescence of  reference
suspension I. / OnanecueHuus npenapara
He MpPEBBIIAET ONANECUEHLMIO CYCIIEH3UH
cpaBHeHus L.

The opalescence of the sample should not
exceed opalescence of reference
suspension 1. / OnanecueHuus npenapara
He JI0JKHA MPEBRbILIATh ONalecLeHLIUIO
CyCIIEH3UH cpaBHEHUs 1.

4 Color / IIBeTHOCTDb 0.04 Absorbance should be not more than 0.20
Abs at a wavelength of 430 nm. /
[Tornomenue noMKHO OBITH He Oojee 0,20
NpH JUIMHE BOTHBI 430 HM.
5 pH 72 From 6.9t07.9./0T16,9 no 7,9.
6 Particulate matter / MexaHn4ecKkHe BKJIOYEHHS
6a | Visible particles / Complies / CooTBeTCTBYET Should be absent. /
BHAWMBIE 4aCTHLIB] JYOJKHBI OTCYTCTBOBATD.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanne: [poaykT coorsercTByeT Tpebosanusm HJL 3axnwdenue: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[Noarorosneno: Shivani ||[Tposepeno: Pravesh [Tporepeno (AOK): person / OnobpeHo: Obecneyenue
Devi /> ( Rana j Amit Kuma.r/, kauecTpa/OTBETCTBEHHOE JIULIO:
\,‘ . )
| e =
Date / Date / Date / Date / 20
Jlara: 19.01.2026 Jlara: 19.01.2026 Hara: 19.01.2026 Jara: \9 (O\‘— 0

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderahad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIM3A

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

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

v drreddys com

AHaguTHYecKHH oTueT Ne

: 890001857747

JaTa aHa/u3a

Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipoaykr: KeTopon® (keToposiak) pacTBOp Ajs BHYTPUBEHHOIO M BHYTPHMBILICUHOTO BBeJeHHs, 30 Mr/mn
Batch No / . V260047 Batch Quantity / : 454545 ampules /
Cepus Ne ) O6beM cepum 454545 amnyn
Analytical Report No / Date of Analysis /

: 19.01.2026

Date of Manufacture /

Date of Expiry /

: 12/2025 : 11/2027
JlaTa npousBoacTBa I'ogen o
Mfg. License No. /
IpousBoacTBeHHan . MNB/05/263 MA. mumbier: / : JITT-Ne(008888)-(PI-RU)
JnueH3ust Ne Homep PY

Analysis performed according ND / Ananu3 nposeaen no HJI: JIIT-Ne(008888)-(PI"-RU)-170225

Page3 of 7/ Crp.3 u3 7

Ne Test / [lokazaTesb

Results / PesyabTaTsi

Specification / Hopma

6b | Invisible particles /

HeBuauMble YaCTUIIBL:

i. Particles> 10 pm/
YacTHIil pasMepoM >

10 MxkM

ii. particles>25 pm/
YACTHI] pa3MepPoOM >
25 MKM

not more than 6000 per ampoule; /
He Gosiee 6000 Ha ammyny;

not more than 600 per ampoule. /
He 6onee 600 Ha ammyy.

7 Impurities / IIpumecu

Impurity A / [lpumecs A

Below LOQ (LOQ = 0.049%) / Hixe
npefena KoJHYeCTBEHHOTO ONpeaeeHus
(TIKO =0.049%)

not more than 0.20 % / ue 6onee 0,20 %;

Impurity B / Ilpumecs B

Below LOD (LOD = 0.014 %) / Huxe
npenena obuapyxenus (ITO = 0.014 %)

not more than 0.50 % / ne 6onee 0,50 %;

Impurity C / ITpumecs C

Below LOD (LOD = 0.010 %) / Huxe
npexaena obHapyxeHus (IT0 = 0.010 %)

not more than 0.50 % / ue 6onee 0,50 %;

Impurity D / [Tpumecs D

Below LOD (LOD = 0.014 %) / Hixe
npenena obHapyxenus (I10 = 0.014 %)

not more than 0.20 % / ne 6osee 0,20 %.

Individual unidentified
impurity / EnuamdaHas
HEeUAEHTU(HUIMPOBAHHASA
TIpUMECh

0.10 %

Not more than 0.20 % / He 6onee 0,20 %.

Remarks : The Product confirms to ND/

[Tpumeuanue: [Ipoaykt cooTBeTcTBYET TpebopaHuam HJL

Conclusion : APPROVED /
3aknwuenne: OJJOGPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
IToaroroeneno: Shivani ||[Iposepeno: Pravesh [Iposepeno (AOK): person / Ono6peHo: Obecneuenue
Devi : Rana Amit Kumar A kauecTBa/OTBETCTBEHHOE AHLO:
A7 — IV
- { \ m //
Date / Date / Date / Date / g
Tlata: 19.01.2026 Tara: 19.01.2026 Tara: 19.01.2026 Tara: \9-o)- 2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 23900, Fax: +91 40 49C0 2999, Emnail: mail@drreddys:com
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CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3A

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

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

Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipoaykr: KeTtopon® (keToposiak) pacTBOp /Jisi BHYTPUBEHHOTO W BHYTPUMBIILICYHOTO BBeAeHHs, 30 Mr/mi
Batch No / . V260047 Batch Quantity / . 454545 ampules /
Cepus Ne ’ O0beM cepun " 454545 amnyn
Analytical Report No / Date of Analysis /

AHaquTHYecKHi oTyeT No : 890001857747 JlaTa anajusa : 19.01.2026

Date of Manufacture / . 12/2025 Date of Expiry / . 11/2027
Jara npou3BoacTBa Tonen no

Mfg. License No. /

HpomssoacTaertas : MNB/05/263 R T : JIT-Ne(008888)-(PT-RU)
Jauuensus Ne Homep PY

Analysis performed according ND / Anasu3s nposegen nmo HJI: JITT-Ne(008888)-(PI'-RU)-170225

Paged4 of 7/Crp.4u3 7

No Test / [lokazaTeab Results / PesynbTaTst Specification / Hopma
Total impurities / Cymma 0.1% Not more than 1.50 % / He 6onee 1,50 %.
npumecei

8 Extractable volume* / 10.4 ml/ 10,4 mn Not less than 10.0 ml (céllectively
HspnekaeMblii 06bem™ measured volume of 10 ampoules). /

He menee 10,0 mn (06beM, u3MepeHHBIH
Ha OCHOBAHUU 0OBEANHEHHOTO
cozepxumoro 10 amrryn).

9 Bacterial endotoxins / <=0.725 EU/mg Not more than 5.8 EU/mg of Ketorolac
BakrepuanbHblie /<=0.725 ED3/Mr Trometamol. / He Gonee 5,8 ED/mr
IHAOTOKCUHBI KETOpoNaKa TPOMETaMHUHa.,

10 | Sterility**/ NA Must be sterile. / JlokeH ObITh
CTepHibHOCTE** CTEPHUIILHBIM.

11 | Assay/ KonuvecTBeHHoe 30.51 mg /30,51 mr From 27.0 mg to 33.0 mg of Ketorolac

onpeaeseHue Trometamol per 1 mL. / Ot 27,0 Mr o
33,0 Mr keToposiaka TpoMeTamosa B 1 M.
12 | Ethanol content / 3TaHon 11.94 % From 10.60 % (v/v) to 13.10 % (v/v)./
Ot 10,60 % (06/06) mo 13,10 % (06/06).

Remarks : The Product confirms to ND/

IMpumeuanue: [Iponyxt cooTBeTcTBYET Tpeboranusam HJJ

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[Toarorosneno: Shivani ||[Tposepeno: Pravesh INposepeno (AOK): person / Ono6peno: Obecneuenue
Devi Rana Amit Kumar kauecTsa/OTBETCTBEHHOE JIMLLO:
AT o e
Date / Date / Date / Date / ;
B
Hara: 19.01.2026 Hara: 19.01.2026 Hara: 19.01.2026 Hara: !9 \-e26

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 49C0 2999, Email: mail@drraddys.com
CIN: LR5195AP1984PLC0O04507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

CERTIFICATE OF ANALYSIS Distt. Solan, H.P., 173 205, INDIA

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

CEPTUDPUKAT AHAJIM3A

Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Ketopon® (keToposiak) pacTBOp /it BHyTPUBEHHOTO U BHYTPUMbILIEYHOrO BBeAeHH s, 30 Mr/mit
Batch No / . V260047 Batch Quantity / : 454545 ampules /
Cepus Ne ) O6bem cepun 454545 amnyn
Analytical Report No / Date of Analysis /

AnanutH4yeckui otuer Ne

: 890001857747

Jara ananusa : 19.01.2026

Date of Manufacture /

Date of Expiry /

: 12/2025 : 11/2027
Jara npou3BojacTsa Toxen po
Mfg. License No. /
TponssoncTBennas : MNB/05/263 LA nnmber: / : JITI-Ne(008888)-(PT-RU)
aunenzus Ne Howmep PY

Analysis performed according ND / Ananus nposeaen no HJI: JIIT-Ne(008888)-(PI'-RU)-170225

yNaKOBKH

glass ampoules. 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 blister in a carton pack. /

ITo 1 M B aMImynel U3 CBETO3AILUTHOTO
CTEeK/Ia TEMHO-KOPHYHEBOTO [[BETa KJlacca
1. B BepxHel 4acTu ammyJsibl HaHECEHEI
KOJIBLIO U TOUKa AJis pasnoma. Ha ammymy
HAKJIEHBAIOT 3TUKETKY.

Ilo 10 amnyn BMecTe C JIMCTKOM-
BKJajpimeM B [IBX/allOMHHHEBBDIi
6nucrep. Ilo 10nucrepy B mauky
KapTOHHYO.

PageSof 7/ Crp.S5mu3 7
No Test / IlokazaTeJb Results / PesynbTaTh! Specification / Hopma
13 | Packaging / Onucanue 1 mL in class I light-shielding dark amber | 1 mL in class I light-shielding dark amber

glass ampoules.

A cut ring and point are 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 blister in a carton pack; for in-patient
Jacilities: 2, 3, 5 blisters in a carton pack.
/

[To 1 M B amIy/ibl U3 CBETO3AIMTHOIO
CTEeKJIa TEMHO-KOPUYHEBOTO LBETA KJlacca
I. B BepxHel yacTH aMITyjibl HaHECEHBI
KOJIBIIO ¥ TOYKa JuIst pa3ioma. Ha amnyiy
HaKJIEUBAIOT ITHKETKY.

[Io 10 ammyn BMecTe ¢ JIMCTKOM-
BKiajpiieM B [IBX/antoMuHueBbIit
Omuctep. Ilo 1 6amcrepy B mauky
KapTOHHYIO; 014 cmayuoHapos: no 2,3, 5
GJIMCTEPOB B MTAYKY KAPTOHHYIO.

* Tests are not performed during the stability investigation. / * MicnibitaHus He NPOBOAST B X0JI€ UCCIIENOBAHMS
CcTabUIBHOCTH.

** Release quality control of the perfomance is carried out for every 15th batch. / ** ITpu Beimycke npenapara

KOHTPOJIb KayecTBa Mo Moka3aTeslio MPOBOJUTCS sl Kax0i 15-oif cepuu.,

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Tpumeyanue: [TponykT cooTBeTCTBYET TpeOoBanuaM HJI 3akmiouenune: OAJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[Toarorosneno: Shivani  (|IIposepeHo: Pravesh [Ipoeepeno (AOK): person / Onobpeno: Obecneyenue
Devi Rana Amit Kumar KaHECTBa/OTBCTCTB%l uo:
c o Via W

}> ) /\/ R )2
Date / Date / Date / Date / ; ,
Tata: 19.01.2026 Tara: 19.01.2026 Tata: 19.01.2026 Jara: |9 o\ 2026

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 49C0 2999, Email: mail@drraddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com
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Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Ketopon® (keToposiak) pacTBOp JUlsi BHYTPMBEHHOTO ¥ BHYTPUMBIILEYHOrO BBeeHHUs, 30 Mr/mn
Batch No / . V260047 Batch Quantity / . 454545 ampules /
Cepus Ne ) O6bem cepun 454545 ammyn
Analytical Report No / Date of Analysis /

Auanurnyeckuii oruer Ne : 890001857747 Jata anajiza : 19.01.2026

Date of Manufacture / . 12/2025 Date of Expiry / . 11/2027

JlaTa npon3BojacTBa I'open xo

Mfg. License No. /

IponssoncTaenas : MNB/05/263 eshbaeontd : JIIT-Ne(008888)-(PT-RU)
nuueH3us Ne Homep PY

Analysis performed according ND / Anann3 nposeaen o HJI: JIIT-Ne(008888)-(PT'-RU)-170225

Page 6 of 7/ Ctp. 6 m3 7

API name / HaumenoBanne A®C: Ketorolac Trometamol / KeToposaka TpomMeTamon
INN / MHH: Ketorolac / Ketoponak

API manufacturer batch number / YKTMO0540925

Howmep cepun npoussoautensa ADPC:

FP Manufacturer API Batch number /

Homep cepuu cyOcTaHIUH NPOU3BOAUTEIIA FESA00529

IJo:

API Manufactured by & country / Symed Labs Limited, India /
IIpousBoautean A®C, cTpaHa: Caiimen Jla6c Jlumuren, Uunus

Name, address, authorization No for FP
manufacturing site / Control site / Release
site /

HaumeHnoBaHue, aapec, TMLEH3HS AJA
IIpousBoacTBeHHast niowaaka / Ilnomanka
KOHTpOJs KayecTBa / [lnomaaka Beinycka

Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol, Nalagarh
Road, Baddi, Distt. Solan, H.P. 173205, India (license No No MNB/05/263) /
H-p Pennu’c Jlaboparopuc Jita., Uuausd, ITpousBoacTBeHHOE noapasiesieHue-6,
Buin. Kxoss, Hanarapx Poyx, Bapmu, Quctpukt Conan, X.I1., 173205, Uupus
(munensust Ne No MNB/05/263

Declaration of certification: «I hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packaging/labeling and quality control at the above mentioned site(s) in full compliance with the GMP
requirements of the Eurasian Economic Union and requirements to the medicinal quality and with the specifications in the Marketing
Authorization dossier of the importing country. Production, packaging and testing records are verified and their compliance with
Good Manufacturing Practice of the Eurasian Economic Union is established». /

3ak/4yeHHe 0 cOOTBETCTBHH: «HacTosIuM S NOATBEpKAal0, 4TO NMPUBEACHHAs Bbille MHGOpMaLMs ABIACTCA AOCTOBEPHOH M

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanne: [TpoaykT cooTBeTCTBYET TpeboBanuam HJJ 3akniouenue: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[Toarorosneno: Shivani |{IIposepeno: Pravesh [Tposepeno (AOK): person / Ono6peHo: Obecneuenne
Devi — Rana Amit Kumar kauectBa/OTBETCTBEHHOE Jmuo
\ Z \
Date / Date / Date / Date /
JMara: 19.01.2026 Jara: 19.01.2026 Jara: 19.01.2026 JaTa: ‘ 9 D ,.-1@ Z/é

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
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CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAJIM3A

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

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

Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipoaykr: Ketopon® (ketoposak) pacTEOp /Ul BHYTPMBEHHOIO H BHYTPUMBIILIEUHOrO BBeAeHH s, 30 Mr/mit
Batch No / . V260047 Batch Quantity / . 454545 ampules /
Cepus Ne ) Oo6nem cepun * 454545 amnyn
Analytical Report No / Date of Analysis /
Anajurnyeckuii oryer Ne : 890001857747 JlaTa ananausa : 19.01.2026
Date of Manufacture / . 12/2025 Date of Expiry / . 11/2027
JlaTa npoH3BOACTBA T'osen po
Mfg. License No. /
Hponssonctsennas : MNB/05/263 s MO : JITT-Ne(008888)-(PT-RU)
Jaumensus Ne Homep PY

Analysis performed according ND / Anaauz nposegen mo HJI: JITT-Ne(008888)-(PI'-RU)-170225

Page 7of 7/ Ctp. 7Tn3 7

TOYHOM. DTa cepus MPOAYKLMU TpOU3BefeHa (BKIOYAs yNakoBKY (MapKMpOBKY) W KOHTPONb KauecTBa) Ha BBHILICYKa3aHHOM
NpPOM3BOACTBEHHOW IUTolake (MIOlankax) B MOJHOM COOTBETCTBHU ¢ Tpeboranusimu [Ipasun Hamnexauieil Npon3BOACTBEHHOM
HpakTHKH EBpasHilckoro 3KOHOMHYECKOTO CO03a U TpeOOBaHUAMH KOHTPOJIA KAyeCTBa JIEKAPCTBEHHBIX CPEACTB, a TAKKE B
COOTBETCTBHHU CO CMeNU(pUKALUAMY, COASPKALIUMHICSA B PErHCTPALIMOHHOM AOCHE CTPaHbI-UMIIOPTEPA. 3aMUCH M0 NPOU3BOACTBY,
yNaKOBKE W aHaNW3y MpPOBEpPEHbI, U YCTAHOBJIEHO MX COOTBETCTBUE TpeboBanuAM IlpaBuy Hapnexalleld NpoHM3BOACTBEHHOMH
npakTuku EBpasMHCcKOro 3KOHOMHYECKOTO COKO3a».

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanue: [Iponykr cooTBeTcTBYeT TpeboBanusM HJI 3aknwyenue: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
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