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CERTIFICATE OF ANALYSIS 7¢|: +91 98166 56001-02
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Ketorol™ (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml

Iponykr: Keropon™ (keToposak) pacTBOp Ansi BHYTPUBEHHOIO H BHYTPMMBILIEUHOTO BBeACHHS, 30 Mr/mn
Batch No / . V260004 Batch Quantity / . 454545 ampules /

Cepust Ne ’ O6bem cepun " 454545 amnyn

Analytical Report No / Date of Analysis /

AnanutHyeckuii oTyer Ne : 890001856162 Jara ananuza : 05.01.2026

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

JdaTa npou3BoacTBa T'onen o ]
Mfg. License No. /

Hpoussoncreennas : MNB/05/263 L : JTTT-Ne(008888)-(PT-RU)
Aunenzus Ne Howmep PY

Analysis performed according ND / Ananns npoBexen mo H/I: JITT-Ne(008888)-(PI'-RU)-170225

Page 1 of 7/ Crp. 1u3 7

Ne

Test / [lokazaTens

Results / PesynbTaThi Specification / Hopma

1 Desc

ription / Onucanue

Clear slightly yellow color solution. /| Clear colorless to slightly yellow color
[Mpo3pauHblit pacTBOp CcBeTHo-xkentoro | solution. / IlpospauHblii pacteBop oOT

LIBETa.

6ecuBETHOTO 10 CBETJIO-KENTOrO LIBETA.

2 Identification* / UnenTudnkauus™

2a | HPLC* / BOXKX*

The retention time of the main peak in the | The retention time of ihe main peak in the
chromatogram of test solution corresponds | chromatogram of test solution should
to the main peak in the chromatogram of | correspond to the main peak in the
standard solution. / Bpems yaepxuBanusa | chromatogram of standard solution (Assay
OCHOBHOTO TIMKa Ha XpoMarorpamme | section). /  Bpema  y#epxuBaHus
HCTILITYEMOTO PacTBOpa COOTBETCTBYET | OCHOBHOTO IydKa Ha XpoOMarorpamme

BpEMEHH YACPXHUBAHUA OCHOBHOTO ITHKa HCTIBITYEMOTIO pacTBOpa HTOJIKHO
Ha XpoMaTtorpamMme CTaHJApPTHOTO COOTBCTCTBOBATh BPEMEHU YACPKHUBAHHA
pacrtBopa. OCHOBHOI'0 MMKa Ha XpOMaTorpamMme

CTaHOApTHOTIO pacTBOpa (pasz[en

«KonuuecTBeHHOE onpenenel-me»).

Remarks : The Product confirms (0 ND/ Conclusion : APPROVED /
IIpumeyanue: [Ipoaykt coorBeTcTBYET TpeboBanusm HJJ 3akmwuenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[Moarotosnexo: Shagun ||[Tposepeno: Pravesh Iposepeno (AOK): person / Onobpeno: O6ecneueHue
A
; Rana A Amit Kumar KaHCCEBa/OTBeTCTBCHHOC JIULO:
?\/ 1 A LuNle ym A
7 > il .»,——<"'\/\
Date / Date / Date / Date / (‘\, Col+orc
JlaTa: 05.01.2026 Hara: 05.01.2026 Hara: 05.01.2026 JNara: ‘
Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - SUUUS4, lelangana, Tndia

Tel: +91 40 4900 2900, Fax: +91 40 49C0 2999, Email: mail@drraddys.com

CIN: LR5195AP1984PLC004507
www.drreddys.com
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Product : /

Ketorol" (Ketorolac) solution for intravenous and intramuscular injecﬁons, 30 mg/ml

 Hpoxykr: ~ Keropon™ (keToponak) pacTsop Uit BHYTPHBEHHOIO M BHVTPHMBbILIEYHOrO BBeAeHMs, 30 Mr/mn
Batch No / . V260004 Batch Quantity / . 454545 ampules /
Cepus Ne ) O0bem cepun " 454545 amnyn
Analytical Report No / Date of Analysis /
AHanuTHYecKHH oTueT Ne : 890001856162 Jara ananuza : 05.01.2026
Date of Manufacture / . 12/2025 Date of Expiry / . 11/2027
Jara npon3BojcTea I"onen po
Mfg. License No. /
HpoussoacTaennas : MNB/05/263 it sl : JIIT-Ne(008888)-(PT"-RU)
Jaunensust Ne Homep PY

Analysis performed according ND / Anaaun3 nposenen mo HJL: JITT-No(008888)-(PI'-RU)-170225

Page2of 7/ Crp. 2 u3 7

Results / Pe3ynbTaThl

Specification / Hopma

Ne Test / TlokasaTenn
2b UV- spectrophotometry™® / UV absorption spectra of the test solution | UV absorption spectra of the test solution
T —— and the solution of the standard sample of | and the solution of the standard sample of
-enekmpogomomempui Ketorolac Tromethamine in the range from | Ketorolac Tromethamine in the range from
200 to 400 nm have absorption maxima at | 200 to 400 nm should have absorption
322 £ 2 nm. / Y®-cnekTpsl nornoileHus | maxima at 322 + 2 nm. / Y®-cnekTpsl
MCMBITYEMOr0  pacTBopa W  pacTBOpa | ITOMJIOLUIEHUS WCIMBITYEMOTO pacTBOpa M
cTaHgapTHoro  ofpasua  Keropolaka | pacTBopa CTaHIapTHOTO oOpasiia
TpomeTaMuHa B obnactu ot 200 10 400 HM | KeToposiaka TpoMETaMHHAa B 00NacTH OT
MUMEIOT MakCUMyMbl morsomeHuss npu | 200 mo 400 HM  JOMKHBI  MMETh
32242 um. MaKCUMYMBI MOTJIOLEHUA NIPU 322+2 HM.
3 Clarity / Ilpo3payHocTh The opalescence of the sample does not | The opalescence of the sample should not
exceed  opalescence of reference | exceed opalescence of reference
suspension I. / OnanecueHuus npenapara | suspension I. / OnanecueHuus npemnapara
HE MPEBBIIIAET OMNANEeCUECHUHIO CyCIICH3UH | He JOJDKHA MMPEBBINIATH OMaNeCCHLHIO
cpaBHenus 1. CycneH31H cpaBHeHus I.
4 Color / IIBeTHOCTD 0.04 Absorbance should be not more than 0.20
Abs at a wavelength of 430 nm. /
TMornoiueHie noJkHO 66T HE 6onee 0,20
IpHU JUTMHE BOJTHBI 430 HM.
5 pH 73 From 6.9t079./016,9 10 7,9.
6 Particulate matter / MexaHuuyeckHe BKJII0YeHUs
6a | Visible particles / Complies / CooTBeTCTBYET Should be absent. /
Buaumble 4acTHLBI JloJ1XKHB! OTCYTCTBOBATb.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: I[IpoxykT cooTBETCTBYET TpeboBanusiM H/T 3aknouyenne: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
IMonroroeneno: Shagun  (|[Tposepeno: Pravesh IMpoeepeno (AOK): person / Opobpeno: Obecneyenne
7 Rana A Amit Kumar KauecTBa/OTBETCTBEHHOE JINLO:
g // K2 QONIL v AR
% AAA
{ VW
Date / Date / Date / Date / JiGo) oLl
JHara: 05.01.2026 Mara: 05.01.2026 Jara: 05.01.2026 Hara:

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

CIN: L85195AP1984PLC0O04507
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CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIU3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel +91 58166 56001-02
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Product : /

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

AHaguTHYecKHH oTyeT Ne

Date of Manufacture /

: 890001856162

Jara ananusa

Tpogyxr: Keropon™ (keToponak) pacTBop Ajiss BHyTPHBEHHOTO W BHYTPHMBIILEYHOTO BReAeHUs, 30 Mr/mn
Batch No / . V260004 Batch Quantity / . 454545 ampules /
|Cepus Ne ) O0bem cepuu " 454545 amnyn
Analytical Report No / Date of Analysis /

: 05.01.2026

: 12/2025

Date of Expiry /

aunen3usa Ne

: 11/2027
JlaTa mpoH3BOACTBA I'onen 10
Mfg. License No. /
Ipou3BoACTEeHNAs . MNB/05/263 MAnumbes: # : JITI-Ne(008888)-(P-RU)
Homep PY

Analysis performed according ND / Ananus nposenen mo HJL: JITI-Ne(008888)-(PI'-RU)-170225

Page3 of 7/Crp.3m3 7

Results / Pe3yasTaTbi

npenena obHapyxenus (I10 = 0.014 %)

Ne Test / IlokazaTennb Specification / Hopma
6b | Invisible particles /
Hesunumeie yacTuib!:
i. Particles> 10 pm / 01 not more than 6000 per ampoule; /
YacTtun pasmMepoM > He 6onee 6000 Ha ammyny;
10 Mxm
1i. particles > 25 um/ 00 not more than 600 per ampoule. /
YacCTHUL| pa3MEPOM > He Gonee 600 Ha amIyny.
25 MKkM
7 Impurities / IIpumecu .
Impurity A / Ilpumecs A 0.09 % not more than 0.20 % / He 6o11ee 0,20 %);
Impurity B / Ilpumecs B Below LOD (LOD = 0.014 %) / Huxe not more than 0.50 % / ne 6omnee 0,50 %;
npenena obHapyxenus (110 = 0.014 %)
Impurity C / ITpumecs C Below LOD (LOD = 0.010 %) / Hike not more than 0.50 % / ve 6onee 0,50 %;
npenena odHapyaxenus (11O = 0.010 %)
Impurity D / [Tpumecs D Below LOD (LOD = 0.014 %) / Hike not more than 0.20 % / ue 6onee 0,20 %.

Individual unidentified
impurity / EnuHigHas

Below LOQ (LOQ = 0.050%) / Hixe

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

HEUJEHTUUIIHPOBAHHAS
—— npesiesia KOJTH4YECTBEHHOTO OIpeAeeH A
(ITKO =0.050%)
Total impurities / Cymma 0.1% Not more than 1.50 % / He 6oxee 1,50 %.
npuMecet
Remarks : The Product confirms to N/ Conclusion : APPROVED /
[Mpumeuanue: [IponykT cooTBeTCTBYET TpeboBanusaM HJ{ 3akmouenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[Tonrorosnero: Shagun ||[Iposepero: Pravesh I[Tposepero (AOK): person / Onobpeno: Obecnevenne
Rana ,[ Amit Kumar kadecTBa/OTBETCTBEHHOE JIMIIO:
- , [,
- N - g__“ V- ‘
Date / Date / Date / Date / GGl =40 2LL
Jara: 05.01.2026 Hara: 05.01.2026 Jara: 05.01.2026 Jara:

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

CIN: L85195AP1984PLC0O04507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS . 491 98166 56001-02

CEPTH®UKAT AHAJIN3A vww.drreddys.com

| Product : / Ketorol” (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Mpoaykr: Ketopon™ (keToponax) pacTeop Uit BHYTPHBEHHOTO H BHYTPHMBIIIEYHOTO BBEACH A, 30 Mr/Mi
Batch No / . V260004 Batch Quantity / . 454545 ampules /
Cepun Ne ) Obbem cepnn 454545 amnyn
Analytical Report No / Date of Analysis /
AHaMTHTHYECKHI oTYeT Ne : 890001856162 Jara ananau3a : 05.01.2026
Date of Manufacture / . 12/2025 Date of Expiry / . 11/2027
Jlara mpon3BojacTBA I'onen o
Mfg. License No. /
Hponssoncteenmuas : MNB/05/263 NS i | : JITI-Ne(008888)-(PT-RU)
auueH3us Ne Homep PY

Analysis performed according ND / Anaan3 nposemen mo HJI: JITT-Ne(008888)-(PI'-RU)-170225

Paged4of 7/Crp.4u37

Ne Test / [Toka3zaTtenn

Results / PesyabTaTst

Specification / Hopma

8 Extractable volume* /
HUsBnexaemplii 00bem™

10.5ml/ 10.5 mn

Not less than 10.0 ml (collectively
measured volume of 10 ampoules). /

He menee 10,0 M (06beM, U3MEpPEHHbIH
Ha OCHOBaHUH OOBEAHHEHHOTO
coaepxumoro 10 amy).

BakrepuanbHble
9HAOTOKCHHBI

9 Bacterial endotoxins /

<=0.725 EU/mg
/<=0.725 E3/mMr

Not more than 5.8 EU/mg of Ketorolac
Trometamol. / He 6onee 5,8 ED/Mr
KETOpOJiaKa TPOMEeTaMUHa.

10 | Sterility**/
CrepuiibHOCTB**

NA

Must be sterile. / JlomxeH  OBITh
CTEPWIbHBIM.

onpeesieHuHe

11 | Assay/ KoanyecTBeHHOe

30.01 mg/30.01 mr

From 27.0 mg to 33.0 mg of Ketorolac
Trometamol per 1 mL. / Ot 27,0 Mr no
33,0 Mr KeTopoJIaka TpoMeTaMosia B 1 mit.

12 Ethanol content /

JTaHon

11.80 %

From 10.60 % (v/v) to 13.10 % (v/v)./
Ot 10,60 % (06/06) no 13,10 % (06/006).

Remarks © The Praduct confirme to NLY Conclusivn . ATTROVED /
[Mpumexanue: [IponykT cooTBeTcTBYET TpeboBaHusM HJT 3axmouenne: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[Moarotoeneno: Shagun ||[Iposepeno: Pravesh [TpoBepeno (AOK): person / Opobpeno: Obecneyenue
e Rana 7 Amit Kumar kadecTBa/OTBRETCTBEHHOE JIMLIO:
9 j A CUNIT L CVwW A1
= .
3 /\ - i )
Date / Date / Date / Date / QC-0jrAlLs
Jara: 05.01.2026 Hara: 05.01.2026 Hara: 05.01.2026 Iara:
Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangane, India

Tel: +91 40 4500 2900, Fax: +91 40 49C0 2999, Email: mail@drraddys.com

CIN: LES1Y5APL1Y84PLLOU4SU/

www.drreddys.com
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Dr. Reddy's Laboratories itd.
Formuiation Unit-56

Vill. Khol, Nalagarh Road, Baddi,
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 Product : /

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

AnanuTHyeckui oruyer Ne

Date of Manufacture /

: 890001856162

Mara anannza

Date of ﬂpiry /

| IpoaykT: Keropon™ (keToponak) pacTBop /Uit BHYTPHBEHHOIO ¥ BHYTPUMBILIEYHOrO BBEAEHHS, 30 Mr/mit
Batch No / . V260004 Batch Quantity / . 454545 ampules /
Cepust Ne ’ O6bem cepin " 454545 amnyn
Analytical Report No / Date of Analysis /

: 05.01.2026

: 12/2025 : 11/2027
JaTa npou3BoacTBa Iopen g0
Mfg. License No. /
IpousBoncTBennas : MNB/05/263 e e . JITT-Ne(008888)-(PT-RU)
anuensus Ne Homep PY

Analysis performed according ND / Auasins nposeaen no HJT: JITT-Ne(008888)-(PI"'-RU)-170225

Ne Test / IToka3zatenn

Results / PesyabTaTsl

PageSof 7/ Crp. 5u3 7

Specification / Hopma

13 Packaging / Onucanue

YNaKoOBKH

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 PVC/aluminum blister.

1 blister in a carton pack. /

Ilo 1 Mn B ammynbsl U3 CBETO3ALLUTHOTO
CTeK/Ia TeMHO-KOPHUYHEBOro [BETa Kjlacca
I. B BepxHeil 4acTH aMnyjibl HaHECEHDI
KOJIBLIO M TOUKa 1Sl paszioMa. Ha ammysy
HAKJIEMBAIOT 3THKETKY.

I[lo 10 ammyn BMecTe C JIMCTKOM-
BkianabiieM B [IBX/amomuHueBslit
6nucrep. Ilo 1 6nuctepy B mnauky
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 Ilabel is attached to
ampoule. 10 ampoules and a patient
informatiion leafiet in a PVC/aluminum
blister.

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

ITo 1 M B aMITysibl U3 CBETO3AUIUTHOTO
CTEK1a TEMHO-KOPHYHEBOTO L{BETA Ki1acca
I. B BepxHel 4acTH aMIyJibl HaHECEHbI
KOJIBIIO U TOUKa AjIa pasnoma. Ha ammyny
HaKIJIEMBAIOT STHKETKY.

[To 10 ammyn BMecTeé C JIHCTKOM-
BkIagelieM B IIBX/antoMHHHEBBI
6aucrep. Ilo 1 Onucrepy B  mauky

KapTOHHYIO; 07 cmaiuoHapog: no 2, 3. 5
ONICTEPOB B Ma4Ky KapTOHHYIO.

* Tests are not performed during the stability investigation. / * MicnipiTaHHs He MPOBOAAT B XOJI€ HCCIIEA0BAHUA

CTaOUIIBHOCTH.

** Release quality control of the perfomance is carried out for every 15th batch. / ** ITpu Beinycke npenapata
KOHTpPOJIb Ka4ECTBA M0 MOKa3aTeIII0 MPOBOANTCS U1 Kax a0k 15-0i cepum.

Remarlks : The Product confirme to MDY Conclusion . ATTROVED /
Tpumeyanne: Ilpoaykt cootseTcTBYeET TpeboBanusaM HJJ 3akmouenne: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
MNoarorosneno: Shagun  |[[Iposepeno: Pravesh [Tposepeno (AOK): person / Onobpeno: ObecnieueHue

o Rana i Amit Kum A kauecTBa/OTBETCTBEHHOE JIUIIO:

\\, - / / P \T’J

/’// v ) / - ,4U ~N| L RNV P

g /'/' ( v '
Date / Date / Date / Date / O L0)-100-€
Hara: 05.01.2026 Jara: 05.01.2026 Jata: 05.01.2026 Jlata:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, ndia

Tel: +91 40 49C0 2900, Fax: +91 40 4900 2399, Email: mail@drraddys.com

CIN: LR5195AP1984PLC004507
www.drreddys.com
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Formulation Unit-6
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Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
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_P_rogu_ctA s

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

IIpoaykr: Keropon™ (keroposnak) pacTBop AJisi BHYTPHBEHHOTO H BHYTPUMbILLEUHOrO BBEeHHd, 30 mr/man
Batch No / . V260004 Batch Quantity / . 454545 ampules / o
Cepus Ne ) O6beM cepun 454545 amnyn
| Analytical Report No / Date of Analysis /
AdanaTH4ecKHi oTueT Ne : 890001856162 JlaTa ananuza : 05.01.2026
Date of Manufacture / . 12/2025 Date of Expiry / . 11/2027
JaTa npousBoacTBa I'ogen xo
Mfg. License No. /
HponssoacTeennas : MNB/05/263 S sl : JITI-Ne(008888)-(PT-RU)
aunensus Ne Homep PY

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

Page 6 of 7/ C1p. 6 u3 7

API name / HaumenoBanne ADPC:

Ketorolac Trometamol / KeToponaka TpoMeTamon

IJid:

INN / MHH: Ketorolac / Keroponak
API manufacturer batch number / IKTMO540925
Homep cepuu npoussoantens A®C:

FP Manufacturer API Batch number /

Homep cepun cydcTaHIUM NPOU3BOAUTEIS FESA00529

API Manufactured by & country /
Mpoussoautenn A®C, cTpana:

Symed Labs Limited, India /
Catimen Jla6c Jlumuren, Uunus

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

HaumeHoBaHue, aapec, TUOEH3US IJ1s1
IIpoussoacreennas niowmaaka / Inomanka
KOHTpoJIsI kayecTBa / Ilnomiaaka 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 Pequn’c Jlaboparopuc JIta., Uunus, IIpousBoacTeeHHoe NoapasaeieHue-6,
Bumn. Kxons, Hanarapx Poyn, Bapau, Quctpukt Conay, X.I1., 173205, Uanus
(muuenzus 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». /

3akodeHue 0 cooTBeTcTBUM: «HacTosmuMm 5 TNOATBEPXK a0, YTO NPpHUBEACHHAS BBIILE I/IH(l)OpMaLlI/Iﬂ ABJACTCA ZIOCTOBepHOﬁ )51

Conclusion : APPROVED /
3akmwoyenne: OJOBPEHO

IRemarks * The Praduct confirms tn NTV/
[Ipumeuanne: [IpoaykT cooTBETCTBYET TpeboBaHuAM H]J

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[Toxgrorosneno: Shagun ({[1posepeHo: Pravesh [Tposepeno (AOK): person / Onobpeno: ObecneyeHue
Rana Amit Kumar / KalleCTBg/OTBCTCTBCHHOC JIMLO:

S - | ~ WL KUNMAR

7'/ | i —

< ) ;r\ il ,/‘4\/‘/‘,
Date / Date / Date / Date / O¢o)- L1 £
Hara: 05.01.2026 Harta: 05.01.2026 Hata: 05.01.2026 Hara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india

Tel: +91 40 49C0 2900, Fax: +91 40 4900 2999, Email: mail@drraddys.com
CIN: LESLYSAP LY84PLLUUYESUY
www.drreddys.com



Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAJIN3A

Dr. Reddy's Laboratories Ltd,

Formulation Unit-6

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

Product : /

Ketorol" (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml_

Hpoaykr: Ketopon" (ketoposnak) pacTeop A5 BHYTPMBEHHOIO M BHYTPHUMBILIEYHOTO BECACHHS, 30 Mr/Mn |
Batch No / . V260004 Batch Quantity / . 454545 ampules /

Cepust Ne ) O6bem cepun " 454545 amnyn

Analytical Report No / Date of Analysis /

AnaguTuyeckHii oTyer Ne : 890001856162 Jarta ananusa : 05.01.2026

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

Jarta mpon3BoacTBa I'ogen 10

Mfg. License No. /

lponseoncTaennas : MNB/05/263 PRI : JITI-Ne(008888)-(PT-RU)
aunensust Ne Homep PY

Analysis performed according ND / Anann3 nposenen nmo HJI: JITI-Ne(008888)-(PI'-RU)-170225
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TOYHOM. DTa cepHs NMpPOAYKUMH TpousBeneHa (BKIIOYAs yNMakoBKY (MapKUPOBKY) M KOHTpPOJb KadecTBa) Ha BbIIUEYKa3aHHOM
NpOU3BOACTBEHHOM rnolajake (MIomankax) B MOJHOM COOTBETCTBUU ¢ TpeboBaHusmu [lpaBui Hamexaluei MpoOM3BOACTBEHHOM
npakTHku EBpa3zuiickoro 3KOHOMHMYECKOTO COI03a U TpeGOBaHMAMH KOHTPOJS KauyecTBa JIEKAPCTBEHHbIX CPEACTB, a TAKXKe B
COOTBETCTBUM CO crieUU(PUKALHAMY, COAEPKALIUMHUCA B PETUCTPAalMOHHOM A0ChE CTPaHbI-MMIOPTEpPA. 3aMUCH MO IIPOU3BOJCTRY,
YNaKOBKE W aHAM3y MPOBEPEHBbl, U YCTAHOBJIEHO MX COOTBETCTBHE TpeGoBaHuaM [IpaBun HaluiexalleH NPOU3BOACTBEHHOM
npakTHKH EBpa3uifckoro 3KOHOMHYECKOro CO3ay.

Nemarls ¢ The Product confirms to ND/ Cuncluslon : APPROVED /
IIpumeyanue: [Ipoaykt cooTBeTcTBYET TpeboBanusiM HJT 3axmoyenue: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[TogrotoBneno: Shagun |{[IpoBepeno: Pravesh [Tposepeno (AOK): person / Opnobpeno: ObecneueHue
< Rana Amit Kumar .. ||xauecTBa/OTBETCTBEHHOE MHLIO:
> > — / T QUL Kympp
, il &
Date / Date / Date / Date / OEv)rorl
JHata: 05.01.2026 Hara: 05.01.2026 Hara: 05.01.2026 Jlara:
Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - SUUUIE, Tefangans, Tnaia

Tei: +31 40 4900 2900, Fax: +91 40 49C0 2999, Email: mail@drraddys.com

CIN: L&5195AP1984PLCO0A507
www.drreddys.com



