Dr.Reddy’s €¢

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Vill. Khot, Nalagarh Road, Baddi,

CERTIFICATE OF ANALYSIS
CEPTUDPHUKAT AHAJIM3A

Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 22166 56001-02
www.drreddys.com

‘ Produict : /

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

AHaJdHUATHYecKHIi oTueT Ne

: 890001850221

Hdara ananuza

Mpomykr: Keropon™ (keroponak) pacTBop ajist BHyTPHBEHHOTO M BHYTPMMBbILLEUHOTO BBeIeH s, 30 Mr/mn
Batch No / . V250948 Batch Quantity / . 454545 ampules /
Cepusa Ne ) O6beM cepun " 454545 amnyn
Analytical Report No / Date of Analysis /

1 22.12.2025

Date of Manufacture /

Date of Expiry /

JuueH3us No

Homep PY

: 11/2025 : 10/2027
Jara ripon3BoacTBa I'open no
Mfg. License No. /
TponssoncTBenmas : MNB/05/263 e . JIT-Ne(008888)-(PT-RU)

F}malysis performed according ND / Anann3s nposeaen no HJI: JII1-Ne(008888)-(PI'-RU)-170225

Pagelof 7/Crp. 1 u3 7

Ne Test / Iloka3aTesanb

Results / Pe3yibTaThl

Specification / Hopma

1 Description / Onucanue

Clear colorless solution. / TIlpo3pauHbiit
OecLIBETHBIH pacTBOP.

Clear colorless to slightly yellow color
solution. / TIpospauHblii pactBOop oOT
0ecLBETHOrO 10 CBETIO-)KEJNTOrO LIBETA.

2 | Identification* / UnenTudpnkanua*

HPLC*/ BOJKX*

The retention time of the main peak in the

chromatogram of test solution corresponds
to the main peak in the chromatogram of
standard solution. / Bpems ynepxusaHus
OCHOBHOIO IMKa Ha XpOMaTorpaMme
UCIBITYEMOr0 PacTBOpPa COOTBETCTBYET
BpPEMEHH YAEpXKHBaHUA OCHOBHOTO IHKa
Ha XpoMaTorpamMme CTaHOapPTHOTO
pacTsopa.

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). /  Bpemsa  yamepxuBaHus
OCHOBHOI'O INHKa Ha XpoOMarorpamme
UCTIBITYEMOTO pacTBopa JOJDKHO

COOTBETCTBOBAaTh BPEMEHU YAEpPKUBaHUs
OCHOBHOFO INMKa Ha XpoMarorpamme
CTaHAApPTHOTO pacTBopa (pazmen
«KonuuecTBeHHOE ONpENETICHHEY).

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Ipumeuanue: IIponykT cooTBeTCTRYET TpeboBaHusM HJT 3aknwuenne: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
HoarotosneHo: Pravesh ||[Tposepero: Pardeep [Mpoeepeno (AOK): person / OnobpeHo: ObecneueHue
Rana 4 Kumar Amit Kumar & xayecTBa/OTBETCTBEHHOE JIHLO:
7 I -7 LUt Kumar_
y. [N il
Date / Date / Date / Date / ' Pk RSB
I[HTG: 22.12.2025 I.[Z‘IT&E ggl.zc?gzjn— Nasl ’:[[a.‘:ﬂ: ?:12292?4- lagbad }lzpzll%'- ld_Talzngana Indis

CIN: L85195AP1984PLC004507
www.drreddys.com

Tel: +91 40 4900 2900, Fax; +91 40 4900 2999, Email: mail@drreddys.com
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CERTIFICATE OF ANALYSIS ¢
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Formutation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
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Product ; / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoavkr: Keropon" (xetoposiak) pacTBoOp /Uit BHYTPUBEHHOIO ¥ BHYTPUMBbILIEUHOrO BBeAeHHs, 30 Mr/Mi
Batch No / . V250948 Batch Quantity / _ 454545 ampules /
Cepus Ne ) O6bem cepuu " 454545 amnyn
Analytical Report No / Date of Analysis /

AnanuTnuyecknii oruer Ne : 890001850221 Hdara ananauza 1 22.12.2025

Date of Manufacture / . 11/2025 Date of Expiry / . 10/2027

Jara nmpousBoacTaa Topen xo

Mfg. License No. /

pouzsoxcTEenHAs : MNB/05/263 LT : JIT-Ne(008888)-(PT'-RU)
JAHIEH3ua Ne Homep PY

Analysis performed according ND / Ananu3s nposeaen mo HJI: JITT-Ne(008888)-(PI'-RU)-170225

Page2 of 7/Crp. 2 w3 7

Ne Test / [Toka3arennb

Results / Pe3ysibTaTsl

Specification / Hopma

2b

UV- spectrophotometry* /

Y®-cnexkmpogomomempus*

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®-cniexTpbl NOTIOLIEHHs
UCIBITYEMOTO  pacTBopa M pacTBopa
cTaHgapTHoro  ofpasua  KeToponaka
TpoMeTamuHa B obmactu ot 200 mo 400 HM
HMEIOT MAaKCUMYMbl IODJIOLUEHHS OpH

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. / YO-cnekTpsl
MOTNIOLIEHHS HWCIBITYEMOTO pacTBopa H
pactBopa CTaHIApPTHOTO o6pa3ua
KeTopoJiaka TPOMEeTaMHHa B OONacTH OT
200 mo 400 HM [OJDKHBI HMETh

Buaumbie yacTHLBI

32242 M. MaKCUMYMBI MOTTIOMIEHUS Npu 322+2 HM.
3 Clarity / IIpo3pauHocTb The opalescence of the sample does not | The opalescence of the sample should not
exceed opalescence of reference | exceed opalescence of reference
suspension I. / Onanecuexuus npenapata | suspension 1. / OnajecieHuus npenapara
HE MPEBBILIACT ONAIECLEHIHIO CYCIIEH3UH | He AOJDKHA MPEBBIIATh OManecleHHHIo
cpaBHeHwus . CYCIeH3UH cpaBHEeHHs L.
4 Color / IIBeTHOCTD 0.04 Absorbance should be not more than 0.20
Abs at a wavelength of 430 nm. /
TTarnomanuea nomknno ALITL ne Gonee (0,20
NpH ANUHE BOJHH 430 HM.
5 pH 7.4 From 6.9t07.9./0t16,9 no 7,9.
6 Particulate matter / Mexanu4yeckue BKJIOYEHHUS
6a | Visible particles / Complies / CooTBeTCTBYET Should be absent. /

JloMmKHEI OTCYTCTBOBATS.

Remarks : The Product confirms to ND/

Tpumeyanne: IIpoaykT cooTBeTCTBYET TpeboBanusm HJJ

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

megisToregoTrice

Tel: +91 40 4900 2900, Fax: +91 40 4900 7999 Emdll mall@drreddys com

CIN: L85195AP1984PLC0O04507
www.drreddys.com

Prepared by / Checked by / Checked by (AQA)/ Approved by: Quality Assurance/Authorized
[Monrotosnexo: Pravesh |[[Tposepeno: Pardeep  ||[TIpoBepeno (AOK): person / Ono6peHo: Obecneuenue
Rana Kumar Amit Kumar KauecTBa/OTBETCTBEHHOE JIULIO:

1 A~ \ LU KunAl

/- =
— oot 4y

Date / Date / Date / Date / 212401
Hara: 22.12.2025 Nata: 22.12.2025 Hara: 22.12. 2025 Hara:

m——— ==
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CERTIFICATE OF ANALYSIS ©

Dr. Reddy's Laboratories Ltd,

Formulation Unit-6
Vill. Khol, Naiagarh Road, Baddi,
Distt, Solan, H.P., 173 205, INDIA
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Product : /
Ipoay Kr:

Ketorol” (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ketopon" (keToposak) pacTBOp Ans BHYTPUBEHHOTO H BHYTPHMBILIEUHOTO BBEieH s, 30 Mr/mn

Batch ™o / . V250048 Batch Quantity / . 454545 ampules /
Cepus Ne ) O61em cepun " 454545 amnyn

Analyti cal Report No / Date of Analysis /

AHajauTu4eckmii oruer Ne : 890001850221 JlaTa ananusa : 22.12.2025

Date of Manufacture / . 11/2025 Date of Expiry / . 10/2027

Jdata npousBoacTBa I'ogen oo

Mfg. License No. /

Npouswoncreennan : MNB/05/263 MA number: / : JIM-No(008888)-(P["-RU)
JHUeH3HA No Homep PY

Analysis performed according ND / Ananns H[)CI_B;).IIEH o HJI: JITT-Ne(008888)-(PI'-RU)-170225

Page3 of 7/ Crp. 3mu3 7

Ne Test / IToxazaTenb Results / Pe3ysibTaThi Specification / Hopma
6b | Invisible particles /
HeBuanmele yacTULbI:
1. Particles> 10 pm/ 1 not more than 6000 per ampoule; /
YacTui, pazmepom > He Gonee 6000 Ha ammyiny;
10 Mxm
ii. particles > 25 pm/ 0 not more than 600 per ampoule. /
YacTHL, pa3sMEPOM > He 6osiee 600 Ha ammyny.
25 MKM
7 Impurities / Ilpumecu
Impurity A / [IpiuMecs A 0.09 % not more than 0.20 % / He 6osee 0,20 %);

Impurity B / Ilpumecs B

Below LOD (LOD = 0.014 %) / Huxe
npenena obHapy:kenus (110 = 0.014 %)

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

Impurity C / ITpumecs C Below LOD (LOD = 0.010 %) / Huxe not more than 0.50 % / e 6oiree 0,50 %;
npeaena oonapy#ens (IO = 0.010 %)
Impurity D / Tlpumech D Below LOD (LOD = 0.014 %) / Huxe not more than 0.20 % / ne 6osiee 0,20 %.

Individual unidentitied
impurity / Enunuunas
HeUAeHTHUIIMpOBaHHAS
MpUMeCh

npeaena obHapyxerus (ITO = 0.014 %)

Below LOQ (LOQ = 0.050%) / Huxe
npe/ena KOJIWYECTBEHHOTO OTpeIe/IeHUs
(ITKO =0.050%)

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

Total impurities / Cymma
npuMeceii

0.1%

Not more than 1.50 % / He 6onee 1,50 %.

Remarks : The Product confirms to ND/

Mpumeuanue: [Ipoaykt coorsercTBYeT TpebGoBanusM HJJ

Conclusion : APPROVED /
3akmouenue: OAOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[Noaroroeneno: Pravesh [Tposepeno: Pardeep IIpoeepero (AOK): person / Onobpeno: Obecneuenue
Rana . 'fl Kumar Amit Kumar N kauecTsa/OTBeTCTBEHHOE JINLO:
4 o ™ QUL Kv™RAg
_ _ L v
Date / Date / E’fm / Date / 2-1) 4061
Hata: 22.12.2025 ,.[l;lTa 22 17 ’;U}’Dw . ||flara: _""Hl?:(ll”:: T L T

Tel +91 40 4200 2900, Fax: +91 40 4900 2999, Email: maIIOdrreddyg com

CIN: L85195A4P1984PLCO04507
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Vill Khol, Nalagarh Road, Baddi,
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auuen3na Ne

Homep PY

CEPTU®UKAT AHAJIU3A

Product: / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
| IMpoay Kr: Ketopo" (keToposiak) pacTBOp st BHyTPMBEHHOTO M BHYTPMMBILIEUHOTO BBeeHuUs, 30 mr/mn
Batch Mo/ . V250948 Batch Quantity / . 454545 ampules /
Cepus Ne ) O6bem cepHH ' 454545 amnyn
Analytical Report No / Date of Analysis /

AHanurHyeckHii oTyer Ne : 890001850221 Jara ananuza 1 22.12.2025

Date of Manufacture / . 11/2025 Date of Expiry / . 10/2027

JaTta npou3BoacTBa Fopen o

Mfg. License No. /

HposssoxcTaennas : MNB/05/263 MA number: / : JITT-Ne(008888)-(PT-RU)

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

Paged of 7/ Crp. 4 n3 7

Ne Test / [lokasaTeanb Results / Pe3yabTaThl Specification / Hopma

8 Extractable volume* / 10.3 ml/ 10.3 mn Not less than 10.0 ml (collectively
H3siiexaemblii 06beM™ measured volume of 10 ampoules). /

He menee 10,0 ma (06beM, U3MepeHHBIH
Ha OCHOBaHUHW 00BEAUHEHHOT O
cogepxxumoro 10 ammyn).

9 Bacterial endotoxins / <=0.725 EU/mg Not more than 5.8 EU/mg of Ketorolac
BakTepuajabHble /<=0.725 E3/mMr Trometamol. / He 6omee 5,8 EQ/mMr
3HAOTOKCHHBI KETOpOJIaKa TpOMETaMH1Ha.

10 | Sterility**/ NA Must be sterile. / [lomxeH ObITb
CrepuabHoOCTL** CTEPIIbHbIM.

11 | Assay/ KoaunyecTBeHHOE 30.22 mg/30.22 mr From 27.0 mg to 33.0 mg of Ketorolac

omnpeaejieHHe Trometamol per 1 mL. / Ot 27,0 Mr 10
33,0 Mr keToposaka TpoMeTamosna B 1 M.
12 Ethanol content / ITaHoa 11.82%/11.82 % From 10.60 % (v/v) to 13.10 % (v/v)./

Ot 10,60 % (06/06) mo 13,10 % (06/00).

Remarks : The Product confirms to ND/
[Tpumeuanwue: IlponykT cooTBeTcTRYET TpeboBaHusM HJJ

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[Moarorosneno: Pravesh ||[Tposepeno: Pardeep ITposepeno (AOK): person / Onobpeno: Obecnieuenune
Rana Y/ Kumar Amit Kumar N kauecTBa/OTBETCTBEHHOE JIULIO!
rl F M

/,"f ‘:‘—‘-[—’__‘ 1l LumiL KurR

e <
Date / Date / Date / Date / 22122005
Hara: 22.12.2025 Hara: 22.12. 20”§ o ,E[aTa 22.12 "(T‘S _______ HJata. . .. s A

Fo T

= s

CIN: L85195/4P1934PLC0O04507
www.drreddys.com

Tel: +91 40 42G0 2900, Fax: +91 40 4900 2999 Emall mail@drreddys.com
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CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA
el v 497 38166 56001-02
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CEPTU®UKAT AHAJIU3A

Product : / Ketorol™ (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
| Mpoay kr: KeTopon™ (keToponak) pacTBop AJis BHYTPUBEHHOIO H BHYTPUMBILIEYHOrO BBEAEHH, 30 Mr/ma
Batch Mo / . V250048 Batch Quantity / _ 454545 ampules /
Cepus Ne ’ O0bem cepun " 454545 ammyn
Analytical Report No / Date of Analysis /

AnamnThyeckHii oTyer Ne : 890001850221 Hara anannsza 1 22.12.2025

Date of Manufacture / . 11/2025 Date of Expiry / . 10/2027

JaTta npou3BoacTBa I'open o

Mfg. License No. /

IponsBoacTBeHHas : MNB/05/263 e i . JIT-Ne(008888)~(PT-RU)
JHIEHn3us Ne Homep PY

Analysis performed according ND / Ananus n;_)ose_;(eﬂ mo HJI: JITT-Ne(008888)-(PI'-RU)-170225

PageS50f7/Crp. Snu3 7

Ne Test / [loxasarenanb

Results / PesysbTaThl

Specification / Hopma

13 Packaging / Onucanune

YNaKOBKH

1 mL in class I light-shielding dark amber
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 PV C/aluminum blister.

1 blister in a carton pack. /

Ilo 1 Mn B aMIlyJibl U3 CBETO3ALIUTHOIO
CTeKJ1a TEMHO-KOPUYHEBOTO LIBETA Kjlacca
I. B BepxHeH 4acTH amIlyjibl HaHECECHbI
KOJIbLIO M TOYKa /s paznoma. Ha ammymy
HaKJIEUBAIOT 3TUKETKY.

Ilo 10 ammyn BmecTe € JMCTKOM-
BiiIagpiieM B [IBX/antoMuHHEBBIH
6mucrep. Ilo 1 606nucrepy B nayky
KapTOHHYIO.

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 lcaflet in a PVC/aluminum
blister.

1 blister in a carton pack; for in-patient
Jacilities: 2, 3, 5 blisters 1n a carton pack.
/

ITo 1 M B aMnyJNbl U3 CBETO3AUTHOIO
cTeKJ1a TEeMHO-KOPUYHEBOTO LIBETa Kjlacca
I. B BepxHel 4HacTH amilylibl HAaHECEHBI
KOJIBLIO M TOYKa A/st pasiioma. Ha ammyny
HaKJICHBAIOT 3TUKETKY.

Ilo 10 amnyn BMecTe C JHCTKOM-
BknaapiieM B [IBX/anromMuHueBbIH
omucrep. Ilo 1 6nucTepy B nauky
KapTOHHYIO; 044 cmayuoHapos: no 2,3, 5
6IUCTEPOB B MAYKY KAPTOHHYIO.

* Tests are not performed during the stability investigation. / * McnblTaHus He IPOBOAAT B XOAE UCCIIENOBAHHUA

CTaOMIIBHOCTH.

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

KOHTPOJIb Ka4eCTBa IO MOKa3aTeIro MPOBOAUTCA A KaxaoH 15-oit CEpHH.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanue: I[poxykt cootBeTcTBYET TpeboBanuimM HJI Bakawuyenune: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[TonrorosieHo: Pravesh |{[Tposepeno: Pardeep  |{[Tposepeno (AOK): person / Opobpeno: Obecneyenue
Rana / Kumar Amit Kumar kadecTBa/OTBETCTBEHHOE JIMLO:
] A
‘] = = N~ || uNL RveAR
[ g W
Date / Date / Date / Date / L2200 )%
Hata: 22.12.2025 Hata: 22.12.2025 Hara:22.12.2025 ~ MMara: . ... .
£ -—;:‘f‘ o '*:' ?ﬁf _Rl—. ’\ '."n_«--—_\_»-—\ [NHIEERTIYR P S-10% | LERENRIATRY MY Trieite)

Tel: 491 40 4200

CIN: L85195A4P1984PLCO04507
www.drreddys.com

2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com




Dr. Reddy's Laboratories Ltd.

®e
Dl’. Reddy,s ‘... Formulation Unit-6

vill. Kho!, Nalagarh Road, Baddi,
Distt, Sotan, H.P,, 172 205, INDIA

CERTIFICATE OF ANALYSIS | " " £
CEPTUO®UKAT AHAJINU3A o o

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

HEOI!XRT: KeTopon““' (keToponak) pacTBOp 471 BHYTPUBEHHOIO U BHYTPUMBILIEYHOrO BBEJCHHS, 30 mr/mn
Batch Mo / . V250948 Batch Quantity / _ 454545 ampules /
Cepus N ) O6BeM cepHH © 454545 amnyn
Analytical Report No / Date of Analysis /

AHamuTnyeckuii oTueT Ne : 890001850221 Jarta ananuza : 22.12.2025

Date of Manufacture / . 11/2025 Date of Expiry / . 10/2027
Jara npousBojacTBa Toxen a0 _l
Mfg. License No. /

IponssoxcTBennas . MNB/05/263 e e . JIM-Ne(008888)-(PI-RU)
Junen3us Ne Howmep PY

Analysis performed according ND / Anannz nposened mo HJI: JITT-Ne(008888)-(PI"-RU)-170225
Page 6 of 7/ C1p. 6 u3 7
API name / Haumenosanue A®C: Ketorolac Trometamol / Keroponaka TpoMeTamon

INN/ MHH: Ketorolac / Ketoponak

API manufacturer batch number /

TM0440725
Homep cepun npoussoautens A®C: i
FP Manufacturer API Batch number /
Howmep cepuu cy6cTaHN Y DPON3BOAHTES FESA00455
IJ1d:
API Manufactured by & country / Symed Labs Limited, India /
IMpoussoautennr A®C, cTpana: Caiimen Jlabc Jlumuren, Munus

Names,adlduessyauthogizatlom NOHORHE Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol, Nalagarh

manufacturing site / Control site / Release | o 4 B 4di Distt. Solan, H.P. 173205, India (license No No MNB/05/263) /
site / )
I-p Pennw’c Jla6oparopuc JIta., HHaus, [IpousroacTBEHHOE NOApa3eneHHe-6,

H $) 9
Ha:r::s;c?:::lszzpzioﬂﬁ::::';’hinolanka Bunn. Kxone, Hanarapx Poyn, bamau, Quctpukt Conan, X.II., 173205, Unaua
. (muuensust Ne No MNB/05/263

KOHTpoJIA kavyecTtea / [liiomaaxa Beinycka

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». /

3akarodeHue 0 cooTrercTBUM: «Hactodamum s NOATBEPXKAAK), YTO NMPUBEACHHAA BBILIC I/IH(bOpMaI_H/I}l ABIAETCA JIOCTOBepHOﬁ )51

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Mpumeuanue: [ponykt cootBeTcTBYET TpeboBanHAM HJ 3akmwoyenue: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[oarorosneno: Pravesh ||TIpoeepeno: Pardeep  ||TIposepeno (AOK): person / Opobpeno: ObecrnedeHne
Rana , Kumar - Amit Kumar & kayecTBa/OTBETCTBEHHOE JIULIO!
* ' { e <M
Date / Date / Date / Date / 22-12-20)S
Jlara: 22.12.2025 N\ Hara: 22.12.2025  ||fata: 22.12.9005 o @820 telangans india

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com



Dr. Reddy's Laboratories Ltd.

Qe
Dr Reddy,s ‘.Q. Formulation Unit-6
’ ¢ Vill, Khol, Nalagarh Road, Baddi,
Distt, Sclan, H.P., 172 205, INDIA
c 01 SE166 56001-62

CERTIFICATE OF ANALYSIS ©°

wwyLdrreddys.com

CEPTUDPUKAT AHAJIM3A
Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml R
Ipoaykr: Keropon® (keToponak) pacTBOp /il BHYTPUBEHHOTO M BHYTPUMBILIECHHOTO BBEACHHS, 30 Mr/mn
Batch No / . V250048 Batch Quantity / . 454545 ampules /
Cepust Ne ) O6bem cepuu ' 454545 amnyn
Analytical Report No / Date of Analysis /
AnanuTuyeckuit oTuer Ne : 890001850221 JlaTa ananan3a 1 22.12.2025
Date of Manufacture / . 11/2025 Date of Expiry / . 10/2027
Jara npon3BoacTea I'omen go
Mfg. License No. / j
ITponsBoncTBeNHas . MNB/05/263 SRR : JINT-Ne(008888)-(PT-RU)
Juued3ua Ne Homep PY
|Analysis performed according ND / Ananu3z nposegen no H: JITT-Ne(008888)-(PI"-RU)-170225

Page 7of 7/ Ctp. 7137
TOYHOH. DTa cepus NpOAYKLWH NpOM3BeleHa (BKJHOYas YNaKOBKY (MapKUPOBKY) M KOHTPOJbL Kda4eCTBa) HA BbIlEYKa3aHHOU
l'lpOH3BO].1CTBCHHOl71 miomaake (nnomankax) B MMOJJHOM COOTBETCTBHH C Tpe6OBaHl/I${MP[ HpaBVU’[ HaJJIexamei HpOI’I3BOJICTBeHH0171
MNMpakTUKH EBpa3uﬁcxoro 3KOHOMHYECKOTO COH03a N Tp€6OBaHI/I§IMH KOHTPOJIsI KayeCTBa JICKApCTBEHHBIX CPEIACTB, a TaKXKE B
COOTBETCTBHH CO CﬂeLqu)I/lKaI_lI/IHMI/I, COICpXallMMUCS B PErUCTPaAUUOHHOM 0ChE CTPaHbl-UMIIOPTEDA. 3anucu no Mpou3BOACTBY,
YMNAKOBKE M aHalu3y IMPOBEPEHLI, U YCTAHOBJIIEHO HX COOTBETCTBHUC TpCGOBaHHS[M l'[panm Haanexauien l'IpOH3BO)J,CTBeHHOI7]
npakTUKH EBpa3uiickoro 3KOHOMHYECKOTO COK3a».
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