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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laborateries Ltd.

Formulation Unit-6

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

CEPTUDPHKAT AHAJIU3A

www.drreddys.com

Product : /

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

IIpoaykr: Ketopon" (keToposiak) pacTBOp /il BHyTPUBEHHOTO M BHYTPMMBIILEYHOTO BeeAeHus, 30 mr/mn
Batch No / . V251008 Batch Quantity / . 454545 ampules /
Cepust Ne ) O6bem ceprH * 454545 amnyn
Analytical Report No / Date of Analysis /

AHanuTHYecKHH oT4eT Ne : 890001854031 JaTta ananmsa 1 24.12.2025

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

JlaTta NpoH3BOACTBA TI'onen no

Mfg. License No. /

Hpon3soncTaennas : MNB/05/263 ekl : JITT-Ne(008888)-(PT-RU)

JauneH3ust Ne

Homep PY

Analysis performed according ND / Auanu3 nposeaen mo HJI: JITI-Ne(008888)-(PT'-RU)-170225

Page10of 7/ Cyp. 1 n37

chromatogram of test solution corresponds
to the main peak in the chromatogram of
standard solution. / BpeMs ynepxuBanus
OCHOBHOTO THKa Ha XpoMaTorpaMme
NG HILE Yerduiy pac uupa
BPEMEHH YAEpPXKHMBAHUS OCHOBHOTO MHKa
Ha XpoMarorpamme CTaHIapTHOTO
pacTBopa.

LRIV N TR R BT

Ne Test / [lokasaTe/b Results / Pe3yabTarsl Specification / Hopma
1 Description / Onucanue Clear colorless solution. / Ilpo3paunbiit | Clear colorless to slightly yellow color
6ecLIBETHBII pacTBOP. solution. / Tlpo3paunblii pacTBOp OT
0€CLIBETHOTO 0 CBETVIO-KENTOTO LBETA.
2 | Identification* / UnpenTudurauna*
2a | HPLC*/B3)XX* The retention time of the main peak in the | 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). /  DBpeMsa  ynepxuBaHUA
XN YUY R JITTULN] L 11] nln (IR TNRN]] llfnullnlo'
UCTILITYEMOTO pacTBOpa JAOJIKHO

COOTBETCTBOBATh BPEMEHH yHEpPKUBAHUA
OCHOBHOTO IIMKa Ha XpoMarorpamme
CTaHIAPTHOTO pacTBOpa (paznen
«KonnuecTBeHHOE OTpeseNIeHHeEY).

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Tpumeuanne: [Tpoxykt cooTBeTcTBYET Tpedopanusm HJL 3axuroyenune: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[oarorosneno: Yogesh (|Iposepero: Pravesh IMposepeno (AOK): person / OnobpeHo: Obecneuenne
Chauhan Rana Amit Kumar ' ||xagecTsa/OTBETCTREHHOE THUO;
&' - 4 / i QUL 1<y A
(=2 ‘ j\ il o
Date/ Date / Date / Date / Q120 L5
Hara: 24.12.2025 Jara: 24.12.2025 Hara: 24.12.2025 Hara:
RERLLCTEU UTNICE: &-2-527, NUEU TIUL 3, 0alijara TS, Ty Ui diiEy T, TCTO g, ety

Tel: +91 40 4900 2900, Fax: +31 4C 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIH3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INCIA
Tel : +91 63166 56001 02
www.drieddys.com

{_Product v/

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

| Hpoaykr: Keropon™ (xeToponak) pacTBop /AJis BHYTPHBEHHOTO H BHYTPHMBIILEYHOro BBeneHus, 30 mr/ma
Batch No / . V251008 Batch Quantity / . 454545 ampules /
Cepus Ne ) O6bem cepun 454545 amnyn
Analytical Report No / Date of Analysis /
Anandaruyeckuii oryer Ne : 890001854031 Jlara aHaauza : 24.12.2025
Date qf Manufacture / . 12/2025 Date of Expiry / . 11/2027

aTa MpoM3BOACTBA T'ozen no

Mfg. License No. /
IIpousBoacTBeHHAN
JHeH3ns Ne

: MNB/05/263

Howmep PY

MA number: /

+ JITT-Ne(008888)-(P[-RU)

Analysis performed according ND / Ananu3 npoBexen mo H/L: JIIT-Ne(008888)~(PT"-RU)-170225

Page2of 7/Crp.2 37

Bungumeie yacTHLBI

No Test / [loka3aTennb Results / PesyabTaThs Specification / Hopma
2b UV- spectrophotometry* / UV absorption spectra of the test solution | UV absorption spectra of the test solution
¥ib-enexmpdionuempin® and the solution of the standard sample of | and the solution of the standard sample of
“CHERpa onemp 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 nornoweHus | maxima at 322 + 2 nm. / Y®-cnekrpsl
MCIILITYEMOr0  pacTBopa M pacTBopa | NOIJIOLUEHHMS HCIBITYEMOro pacTBopa H
cTaHgapTHoro  obpaslla  keToponaka | pacTBopa CTaHAapPTHOTO obpasua
TpomeTamuHa B o6macTi oT 200 10 400 HM | KeToposJaka TpoMeTaMHHa B O0NacTu OT
HMEIOT MakcUMyMbl mnoriouieHus mpu | 200 mo 400 HM  [OMKHBI  UMETH
32242 umM. MaKCHMYMB! MOTJIOLIEHUS TIpU 32242 HM.
3 Clarity / [Ipo3pauHocTb The opalescence of the sample does not | The opalescence of the sample should not
exceed opalescence of reference | exceed opalescence of reference
suspension I. / Onanecuenuus npenapata | suspension l. / OnanecueHuusi npenapara
HE MPEeBbINIAeT ONaJIECUEHLUIO CYCIIEH3UH | HE JOJDKHA MPEBBIIATE ONAIECLEHIHIO
cpaBHeHus L. CyCIIeH3MHU cpaBHeHUs .
4 Color / IIBeTHOCTD 0.04 Absorbance should be not more than 0.20
Abs at a wavelength of 430 nm. /
[Tornoienue A0mKHO ObITH He Oosee 0,20
NpH JyiMHe BOJIHBI 430 HM.
5 pH 7.1 From 6.9 t0 7.9./ 0t 6,9 5o 7,9.
6 Particulate matter / MexaHuuyecKHe BKIIOYEHHSI
6a | Visible particles / Complies / CooTBETCTBYET Should be absent. /

Z[OJ'DKHI:I OTCYTCTBOBATE.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumedanue: [IpoaykT coorBeTcTBYET TpeboBaHuaM HJJ 3akmoyenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[Toxgrotosneno: Yogesh ||[Iposepeno: Pravesh [Tposepeno (AOK): person / Onobpero: ObecneueHue
Chauhan A -||Rana ? Amit Kumar N kauecTBa/OTBETCTBEHHOE JIULO:

4 / i LomnL KU

/ / =l (-4\/ ./l
Date / Date / Date / Date / Y U0t
Hara: 24.12.2025 Hara: 24.12.2025 Hara; 24.12.2025 Hara:

RERISteTed OIIte: a-Z 337, ROt 190, 3, Garjard fiis; Nydea0ad - SuuuSsrTerargarta, e

Tel: +91 40 4900 2900, Fax: +91 4C 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
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
CEPTUDPUKAT AHAJIM3A

Tel : +91 58166 56001-02
www.drieddys.com

Product : /

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

JuneHs3Ha Ne

IIpoaykr: Keropon" (keToposnak) pacTBOp /1 BHYyTPUBEHHOTO M BHYTPHMBiLIEYHOTO BBeJeHHUs!, 30 mr/ma
Batch No / . V251008 Batch Quantity / . 454545 ampules /
Cepust Ne ) O6beM cepun 454545 amnyn
Analytical Report No / Date of Analysis /

AHanUTHYeCKHH oTueT Ne : 890001854031 Jara ananuza 1 24.12.2025

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

Jarta nponsBoacTaa T'ogen no

Mfg. License No. /

Tpoussoncraennas : MNB/05/263 B : JIT1-Ne(008888)~(PI-RU)

Homep PY

Analysis performed according ND / Anann3s nposeaen no H/I: HH-N9(008888')—('I’F-RU)—170225

Page3of 7/ Crp.3m37

No Test / [Toka3zaTenanb

Results / PesynbTaThl

Specification / Hopma

6b | Invisible particles /
HeBuaumMsie yacTHLEI:

i. Particles> 10 pm/ 5 not more than 6000 per ampoule; /
YacTtun pasmMepoM > He Gonee 6000 Ha ammyny;
10 mxm

ii. particles > 25 pm/ 0 not more than 600 per ampoule. /
4acTHIl pa3MepoM > He 6onee 600 Ha ammyy.
25 MkM

7 Impurities / ITpumecu
Luupuwity A/ Tlpumees A 0.08 %% not moro than 0.20 44 / 110 6on00 0,20 %;

Impurity B / Ilpumecs B

Not detecled / He uGnapy mena

not moic than 0.50 %% / He 6onece 0,50 %4;

Individual unidentified
impurity / EnuandHas

Impurity C / ITpumecs C Below LOD (LOD = 0.010 %) / Himxe not more than 0.50 % / He 6onee 0,50 %;
npenena obHapyxenus (IO = 0.010 %)
Impurity D / I[Ipumecs D Below LOD (LOD = 0.014 %) / Huxe not more than 0.20 % / He 6onee 0,20 %.

npenena obHapyxxenus (I1O = 0.014 %)

Below LOQ (LOQ = 0.050%) / Hixe

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

HEeUJEeHTHPULUPOBAHHAS
—— npejena KoJMYeCTBEHHOTO ONpeaeeH s
(ITKO =0.050%)

Total impurities / Cymma 0.1% Not more than 1.50 % / He 6onee 1,50 %.

NpuMecen
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: [IponykT coorBeTcTBYET TpeboBanusiM HJT 3akmroyenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[oarorosneno: Yogesh [|[Iposepeno: Pravesh Iposepeno (AOK): person / Ono6peno: Obecneuenue
Chauhan d Rana / Amit Kumar A kayecTBa/OTBETCTBEHHOE JIHIIO:

Y ¢
/) { N LUl R R
L 4 L <
Date/ Date / Date / Date / Q Y=L S
Jara: 24.12.2025 Hara: 24.12.2025 Tara: 24.12.2025 Hara:
T=000ST, TClenEaTTs, e

Registered ONIce: B-2-337, Road Mo, 3, Banara s, FyneTanat

Tel: +91 40 4900 2900, Fax: +91 4C 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984P1LC004507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTUDPHUKAT AHAJIM3A

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

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

| Product : /

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

JIHNEeH3Husa Ne

Hpoaykr: Keropon® (keToposnak) pacTBOp it BHyTPUBEHHOTO H BHYTPHMBIIIEYHOTO BBeACHHUS, 30 Mr/mn
Batch No / . V251008 Batch Quantity / . 454545 ampules /
Cepus Ne ) O6Bbem cepHH * 454545 ammyn
Analytical Report No / Date of Analysis /
AHanuTHYecKH# oTyeT N2 : 890001854031 Hdarta anannsa : 24.12.2025
Date of Manufacture / . 12/2025 Date of Expiry / . 11/2027

aTa NPOH3BOACTBA T'open no
Mfg. License No. /
Ipoussoncraennas : MNB/05/263 SLATer : JITI-Ne(008888)-(PT-RU)

Homep PY

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

Paged4 of 7/ Crp. 4m3 7

Ne Test / IlokasaTens Results / PesynbTaThl Specification / Hopma

8 Extractable volume* / 10.5ml/ 10.5 mn Not less than 10.0 ml (collectively
H3Baekaemslii 06bemM™ measured volume of 10 ampoules). /

He menee 10,0 mn (06beM, U3MepeHHbIH
Ha OCHOBAHUH 00bEeJUHEHHOTO
conepxxumoro 10 ammyn).

9 Bacterial endotoxins / <=0.725 EU/mg Not more than 5.8 EU/mg of Ketorolac
bakTepuanbHble /<=0.725 E3/mMr Trometamol. / He 6onee 5,8 ED/mMr
3H0TOKCHHBI KeTOopoJjlaKka TpOMeTaMMHa.

10 | Sterility**/ NA Must be sterile. / JomkeH ObITh
ChirepnasHo i p™ LrepiLBLIM.

11 | Assay/ KosnuecTBeHHOE 30.29 mg / 30.29 mr From 27.0 mg to 33.0 mg of Ketorolac
onpeaeneHue Trometamol per 1 mL. / Ot 27,0 Mr mo

33,0 Mr keToponaka TpoMeTaMosia B 1 M.

12 Ethanol content / 3Tanon 11.70 % From 10.60 % (v/v) to 13.10 % (v/v)./

Ot 10,60 % (06/06) o 13,10 % (06/06).
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Mpumedyanue: Ipomykt cooTBeTcTBYET TpeboBanusm HJI 3axmouenne: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
INoarotosneHo: Yogesh [|[IpoBepeno: Pravesh Iposepeno (AOK): person / OnobpeHo: ObecneueHue
Chavhan Rana /' Amit Kumar  » kauectsa/OTBETCTBEHHOE JIULIO:
/ “
Date / Date / Date / Date / WAL 0085
Jara: 24.12.2025 Hara: 24.12.2025 Hara: 24.12. "0"5 HaTa'
REESETed ONie: 6 2257, ROaU O 5, DAn AT S, Hyaernont s T e L o

Tel: +91 40 4900 2900, Fax: +31 40 4900 2999, Email: mall@drreddys com

CiN: LB5195AP1984PLC004507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,

CERTIFICATE OF ANALYSIS
CEPTUDPHKAT AHAJIM3A

Distt. Solan, H.P., 173 205, INDIA
Tel : +91 58166 56001-02
www.drieddys.com

FProduct af

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

| Mpoxyxr: Keropon® (keToponak) pacTBOp [UIsl BHYTPHBEHHOTO M BHYTPHMBIWEYHOrO BEeACHH, 30 mr/mn
Batch No / . V251008 Batch Quantity / . 454545 ampules /
|Cepust Ne ) O6bem cepui " 454545 amnyn |
Analytical Report No / Date of Analysis /
AnamuTH4ecKHH oTyeT No : 890001854031 Jdara anannza : 24.12.2025
Date of Manufacture / . 12/2025 Date of Expiry / . 11/2027
Jarta npou3BoacTBa I'oaen oo
Mfg. License No. /
HpoussoncTeennan : MNB/05/263 PA M : JITT-Ne(008888)-(PI'-RU)
auneHsus Ne Homep PY

Analysis performed according ND / Auann3 nposenen mo HJI: JIIT-Ne(008888)-(PI -RU)-170225

Page50f7/Crp. S5m3 7

Ne Test / [loxa3zaTeanb

Results / PesyabTaThl

Specification / Hopma

13 | Packaging / Onucanue

yHaKoBKH

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. /

ITo 1 Mn B amMny/bl U3 CBETO3AIUTHOTO
CTEKIa TEeMHO-KOPUYHEBOTO BETa KJlacca
I. B BepxHeit yacTu ammyJibl HaHECEHBI
KOJIbIIO Ml TOUKa JUisA pasnomMa. [la ammymny
HaKJIEHBAIOT STHKETKY.

ITo 10 amMmyn BMecTe ¢ JIMCTKOM-
BiagpiieM B [1IBX/antoMuHHEBBIH
6nucrep. [lo 1 6nucrepy B mauxy
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 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 M7 D aMmysLl H3 CBETO3AIMTIIONO
CTeKJIa TEMHO-KOPUUYHEBOro [1BeTa Kjlacca
I. B BepXHPIl 4acTW aMITynhi HAHACAHRI
KOJIBLIO ¥ TOUKa Jis pasnoma. Ha ammysmy
HaKJIEUBAIOT STUKETKY.

[To 10 amMnyn BMecTeé C JIUCTKOM-
pknageiieM B [IBX/antomuHHeBblH
6nucrep. Ilo 1O6nuctepy B mnayky

KapTOHHYIO; 04 cmayuoHapos: 1o 2, 3, 5

GJIMCTEPOB B ITAYKY KAPTOHHYIO.

* Tests are not performed during the stability investigation. / * McripiTaHus He MPOBOAAT B XOJi€ UCCIEAOBAHHUA

CcTaOUIIBHOCTH.

** Release quality control of the perfomance is carried out for every 15th batch. / ** [Ipu Beimycke npenapara
KOHTPOJIb Ka4eCTBa M0 I0Ka3aTeJIi0 NPOBOAUTCS ISl KaXkaoi 15-0# cepuu.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanue: IlpoaykxT cooTBeTcTBYET TpebOBaHMIM H/J 3akmouenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
IToarotorneno: Yogesh ||[Iposepeno: Pravesh [Tposepeno (AOK): person / Ono6peno: Obecneuenue
Chauhan Rana p 4 Amit Kymar A kauecTBa/OTBETCTBEHHOE JIUILIO:

’,«;')" e [ > L QUi L KumM RK—

( ‘//j - " : /’i\"%
Date / Date / Date / Date / o L) )L 0X T
Jlara: 24.12.2025 Hara: 24.12.2025 Hara: 24.12.2025 Jara:

ReEgistered Oince: 8-2-337, Roau N0, 3, Barjard mis, AydeTetat - Su002H, Telengans, Tors

Tel: +91 40 4900 2900, Fax: +31 40 4900 2999, Email: maii@drreddys.com

CIN: L85195AP1984PLC0O04507
www.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

Tel : +91 98166 56001-02

CEPTUOUKAT AHAJIN3A

www.drreddys.com

| Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoayxr: Keropon® (keToposnak) pacTBop /1 BHYTPUBEHHOIO U BHYTPUMBILIEYHOrO BBeAeHUs, 30 mMr/mu
Batch No / . V251008 Batch Quantity / . 454545 ampules /
Cepust Ne i Oo6bem cepun 454545 amnyn
Analytical Report No / Date of Analysis /
AnandTH4ecKHiH oT4eT Ne : 890001854031 Jara anajau3a : 24.12.2025
Date of Manufacture / - 12/2025 Date of Expiry / . 11/2027
JarTa npoH3BoaCcTBa T'open no
Mfg. License No. /
Hponzeoncreentas : MNBY/05/263 e : JITI-Ne(008888)-(PI-RU)
auneHsus Ne Homep PY

|Analysis performed according ND / Ananu3 nposenen mo HJI: JIII-Ne(008888)-(PI"-RU)-170225

Page 6 of 7/ Crp. 6us7

API name / HaumeHosanue ADPC:

Ketorolac Trometamol / Ketoponaxa TpomeTamon

I'Jid:

INN / MHH: Ketorolac / Ketoponak
API manufacturer batch number / KTMO440725
Homep cepuu npoussoautessi AQC:

FP Manufacturer API Batch number /

Homep cepuu cy6cTaHLHU NPOM3BOAUTESA FESA00455

API Manufactured by & country /
IMpouseoanTtean ADC, erpana:

Symed Labs Limited, India /
Cutimen JIabe JTumuren, Muoua

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

HaumeHoBaHue, agpec, JUUEH3US I
IIpousBoacTBeHHas miomaaka / [nowagka
KOHTpOJIsl KayecTBa / [Inomaaka Beimycka

Nr Reddy's T.aharatories T.td., India, Formulation Unit-6, Vill. Khol, Nalagarh
Road, Baddi, Distt. Solan, H.P. 173205, India (license No No MNB/05/263) /
J-p Pennu’c Jlabopatopuc JItn., Muaus, [IpousBoacTBeHHOE oapa3aeneHue-6,
Buwmn. Kxons, Hanarapx Poya, banau, Juctpukt Conan, X.I1., 173205, Uanus

(muuenszus 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 Manmufacturing Practice of the Eurasian Economic Union is established». /

3aksoyeHue o coorBercTBuM: «HacToswuM s IIOATBEPXKAAK0, YTO NPUBEAECHHAsA BBIILIE I/IHq)OpMa].[I/ISI ABJIACTCS lIOCTOBepHOﬁ H

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: ITpoaykt cooTBeTcTBYET TpebOoBanusM HJ[ 3aknwuenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
Ioaroroeneno: Yogesh [|[Iposepeno: Pravesh  ||[IpoBepeno (AOK): person / Ono6peHo: ObecneueHue
Chauhan Rana / Amit Kumar KauecTBa/OTBETCTBEHHOE JTHLO:
V5 /// \/\/ QUL IRy R
([~ § il LW
Date / Date / Date / Date / 2 Y025
Hara: 24.12.2025 Jara: 24.12.2025 Jlata: 24.12.2025 JlaTa:
Registered OTfice: B-2-337, Road NE. 3, Banjara HINS, Ayderanad - SUo0ss, jeengana, oS

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

CIN: L85195AP1984PLC004507
www.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
Tel : +91 68166 56001 02

CEPTUPUKAT AHAJIN3A

www.drreddys.com

Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Iponyxr: Ketopon™ (keToposak) pacTBop [Uisi BHYTPUBEHHOIO M BHYTPUMBILIEYHOTO BBeIeHHs, 30 Mr/mi
Batch No / . V251008 Batch Quantity / . 454545 ampules /
Cepus Ne ) O0beM cepun " 454545 amnyn
Analytical Report No / Date of Analysis /

AHaTATHYECKHH 0TUeT No : 890001854031 JlaTa anaau3a : 24.12.2025

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

Mata npou3BoacTea I'onen o

Mfg. License No. /

Hpon3eoncTaennas : MNB/05/263 el : JITI-Ne(008888)-(PT-RU)
aunenzua Ne Howmep PY

Analysis performed according ND / Ananus nposexen no HJI: JII-Ne(008888)-(PI-RU)-170225
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TOUHOM. DTa cepus NPOAYKLHM Npou3BefieHa (BKIOYAs YNMaKoBKY (MapKMPOBKY) W KOHTPONB Ka4yecTBa) Ha BBIIIeyKa3aHHOMN
NPOU3BOACTBEHHOMN IIolajKe (MI0MaaKax) B IOJIHOM COOTBETCTBUM C TpeboBaHUsAMH [IpaBun Hamexalleil MpOU3BOACTBEHHOI
npakTUKH EBpa3sHiiCKOro 3KOHOMMYECKOro COr3a M TpeOOBaHHSIMU KOHTPOJNIS KayecTBa JIeKAPCTBEHHBIX CPEINCTB, a TAKKE B
COOTBETCTBHU CO CNEUMPUKALNAMH, CONEPXKAIIMMHACS B PErUCTPAIMOHHOM [0ChE CTPaHbI-MMMOpPTEpa. 3alucH Mo MPOH3BOCTRBY,
yNaKoOBKE M aHANM3y NPOBEPEHbI, H YCTAHOBIEHO HX COOTBETCTBHE TpeGoBaHmsM [IpaBun Hamnexalied IPOW3BOACTBEHHOMN

npakTUKYU EBpaznicKkoro 3kOHOMHUYECKOTO COHO3a.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanme: Ilpoaykr cootBercTByeT TpeboBanusm HJI 3akmouenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[TonroTosneno: Yogesh ||IIpoBepeHo: Pravesh [TpoBepeno (AOK): person / Ono6peHo: ObecnieueHue
Chauhan & __ ||Rana y y Amit Kumar N xauecTra/OTBETCTBEHHOE JIHLIO:
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Date / Date / Date / Date / QLA )-4025
Hara: 24.12.2025 Jara: 24.12.2025 Jara: 24.12.2025 JHara:
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