Dr.Reddy’s ":‘.

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

CEPTUDPHKAT AHAJIU3A

www.drreddys.com

Product : /

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

auneHzus Ne

IIpoaykr: Ketopon" (keToposiak) pacTBOp /sl BHYTPUBEHHOTO M BHYTPMMBIILEYHOTO BeeAeHus, 30 mr/mn
Batch No / . V251008 Batch Quantity / . 454545 ampules /
Cepus Ne ) O6nem cepuu " 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'open no

Mfg. License No. /

Tpon3BoncTBeHHas : MNB/05/263 PAA e 4 . JITT-Ne(008888)-(PT-RU)

Homep PY

Analysis performed according ND / Ananu3 nposeaen mo HJI: JITI-Ne(008888)-(PT'-RU)-170225

Page 1 of 7/ Cyp. 1 u37

Ne Test / [TokasaTe/b Results / Pe3yabTaThl Specification / Hopma
1 Description / Onucanue Clear colorless solution. / Ilpospaunbiit | Clear colorless to slightly yellow color
6ecLIBETHBIH pacTBOP. solution. / Tlpo3paunslii pacTBOp OT
0€CLIBETHOTO 10 CBETVIO-KENTOTO LBETA.
2 | Identification* / UnpenTudurauna*

2a

HPLC* / BOXKX*

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 yzaepxuBanus
OCHOBHOTO THMKa Ha XpoMaTorpaMme
I AN A A RV p.u.luupa LNV N LD RS B TULS
BPEMEHH YIEPXKHBAHUS OCHOBHOTO MHKa
Ha  XpoMmarorpamme CTaHJapTHOTO
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). /  DBpeMa  yaepxuBaHUA
XN TO Y R Hite (111 » ln [LIRTREN] lll'nmlnlo'
HCMBLITYEMOTO pacTBOpa JOJIXKHO

COOTBETCTBOBATh BPEMEHH yAEpKUBAHUA
OCHOBHOTO IIMKa Ha XpoMarorpamme
CTaHIAPTHOTO pacTBOpa (paznen
«KonnuecTBeHHOE OTIpelieNIeHUEY).

Remarks : The Product confirms to ND/

[Tpumeuanne: [TpoxykTt cooTBeTcTBYET Tpedopanusm HJ

Conclusion : APPROVED /
3akarwuenue: OJJOGPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[Moarorosneno: Yogesh [|[IposepeHo: Pravesh Iposepeno (AOK): person / OnobpeHo: Obecneuenne
Chauhan 7l Rana / Amit Kumar ' ||xadecTBa/OTBETCTREHHOE MHUO;

Y, . / - QUrIT L U pR_

[ = # j\ - g
Date / Date / Date / Date / Q12408
Hara: 24.12.2025 Hara: 24.12.2025 Iara: 24.12.2025 Hara:
NEBISLCICU UTNICE: G- 207, NOdU 1900 I, Canana T Ty e aiau A 5, T TR E T s

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

CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s ":‘

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.drireddys.com

Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
| Ipoaykr: Keropon” (xeToponak) pacTBop /AJis BHYTPHBEHHOTO H BHYTPHMBIILIEYHOro BBeneHus, 30 mr/ma
Batch No / . V251008 Batch Quantity / . 454545 ampules /
Cepus Ne ) O6bem cepun 454545 amnyn
Analytical Report No / Date of Analysis /

Anandruyeckuii oruer Ne : 890001854031 Jara aHaauza 2 24.12.2025

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

aTa HPOM3BOACTBA Tosen xo

Mfg. License No. /
IIpon3BoacTBeHHas
JHeH3us Ne

: MNB/05/263

Howmep PY

MA number: /

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

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

Page2of 7/Crp.2 37

No Test / [loka3aTennb Results / PesyabTaThs Specification / Hopma
2b | UV-spectrophotometry* / UV absorption spectra of the test solution | UV absorption spectra of the test solution
V- aorersnpigh , « | and the solution of the standard sample of | and the solution of the standard sample of
~CHERHPOPOMONMEmPHR 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
HCIIBITYEMOr0  PacTBOpa W pacTBOpa | MOIJIOIEHHs HCIBITYEMOIo pacTBopa H
CTaHAapTHOro  ofpaslla  KeToponaka | pacTBopa CTaHAAPTHOTO obpasua
TpomeTaMuHa B 00sacTtu o1 200 10 400 HM | KeTopoJiaka TpOMETaMHHa B 0O0IacTu OT
HMEIOT MakcUMyMbl mnorniouieHuns mpu | 200 mo 400 HM  [OMKHBI  UMETH
32242 um. MaKCHMYMBI MOTJIOLWIEHUS TIpU 32242 HM.
3 Clarity / IIpo3pauHocTh 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. / OnanecueHnuusi npenapara
He MPEBBINIAST ONAJIECLUEHLMIO CYCIEH3UN | He JOJDKHA NPEBBILIATh ONATEeCLIEHLHIO
cpaBHeHus L. CyCIIeH3MHU cpaBHeHUS .
4 Color / IIBeTHOCTD 0.04 Absorbance should be not more than 0.20
Abs at a wavelength of 430 nm. /
[Tornoumenue J0JKHO ObITh HE osiee 0,20
NMpH OJMHE BOIHBI 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. /
Bunumbie acTuibt JIoMmXKHBI OTCYTCTBOBATb.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumevanue: [IpoaykT cooreTcTBYET TpebopaHuam HJJ 3akmoyenue: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[TonroroeneHo: Yogesh |[IIpoepeno: Pravesh [Tpoeepeno (AOK): person / Opobpeno: OfecneueHue
Chauhan A - ||Rana 4 Amit Kumar N kauecTBa/OTBETCTBEHHOE JIUIO:
P A Lom L IV
f g // ¥ V]
Date / Date / Date / Date / D UAi 220
Hara: 24.12.2025 Hara: 24.12.2025 Hara; 24.12.2025 Hara:
T337, ROt MO, 3, Ganjard (s, tyuerauay - SaU0SH, Terengarta,; mes

Reglatered UTTeeT &=

Tei: +91 40 4900 2300, Fax: +31 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s “:’.

CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAJIM3A

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
www.drieddys.com

Product : /

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

JuneHsHa Ne

Homep PY

| ITpoayxr: Keropon" (keToposnak) pacTBOp /1 BHYTPUBEHHOTO 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 oo

Mfg. License No. /

Tpoussoncteennas : MNB/05/263 el : JIT1-Ne(008888)-(PT-RU)

Analysis performed according ND / Anann3 nposeaen no H/I: JIH—NQ(OOSSSS')-( PI-RU)-170225

Page3of 7/ Crp.3m37

No Test / [Toka3zaTenanb

Results / PesynbTaThl

Specification / Hopma

6b | Invisible particles /
HeBunyumsie yacTHLIEBL:

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 pa3sMepoM > He Gonee 600 Ha amnyny.
25 MKkM

7 Impurities / ITpumecu
Lupuwity A/ Tlpumees A 0.08 %% not more than 0.20 9% / 1o 60500 0,20 %;

Impurity B / Ilpumecs B

Nout detecled / He uGnapy meona

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

Individual unidentified
impurity / EnusndHas

npenena obHapyxenus (I10 = 0.014 %)

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

Below LOQ (LOQ = 0.050%) / Huxe

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

HEeHAEHTUPULUPOBAHHAS
B npejesa KOJIM4eCTBEHHOTO ONpeNeeHHs
(ITKO =0.050%)

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

NpuMeceH
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: [IponykT coorBeTcTBYET TpeboBanusM HJT 3akmoyenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[oarorosneno: Yogesh ||[Iposepeno: Pravesh Iposepeno (AOK): person / Ono6peno: Obecneuenue
Chauhan 7 Rana Amit Kumar ka4decTBa/OTBETCTBEHHOE JTHIO:

P . y,
i { N CUsIL Run R
A s : 4 —=<v/
Date/ — Date / Date / Date / Q YA
Hara: 24.12.2025 Hara: 24.12.2025 Hara: 24.12.2025 Hara:
TEOUOST, TeleTIEarTa, e

Registered OMIce: B-2-337, Roag NC. 3, BANATa [ils, Aygeranac

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

CIN: L85195AP1984P1LC004507
www.drreddys.com



Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTUPHUKAT 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

JIHNeH3usa Ne

Hpoaykr: Ketopon® (keToposnak) pacTBOp isi BHyTPUBEHHOTO W BHYTPHMBIIIEYHOTO BBeAeHHUS, 30 mr/mn
Batch No / . V251008 Batch Quantity / . 454545 ampules /
Cepus Ne ) O6Bbem cepHH * 454545 ammyn
Analytical Report No / Date of Analysis /
AHanUTHYECKHH oTUeT No : 890001854031 Jara anaan3a : 24.12.2025
Date of Manufacture / . 12/2025 Date of Expiry / . 11/2027

aTa MPOH3BOACTBA T'open no
Mfg. License No. /
Ipoussoncraennas : MNB/05/263 o : JITI-Ne(008888)-(PT-RU)

Homep PY

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

Paged4 of 7/ Crp. 4m37

Ne Test / IToka3zaTenn

Results / PesynbTaThl

Specification / Hopma

8 Extractable volume* /
H3BnekaeMblii 06LeM*

10.5ml/ 10.5 mn

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

He menee 10,0 mn (06beM, U3MepeHHbIH
Ha OCHOBaHUH 00beJTHHEHHOTO
coaepxxumoro 10 ammy).

9 Bacterial endotoxins /

<=0.725 EU/mg

Not more than 5.8 EU/mg of Ketorolac

Bakrepuanbubie /<=0.725 E3/mr Trometamol. / He 6onee 5,8 ED/Mr
3HAOTOKCHHBI KeTOopoJjiaka TpOMeTaMMHa.
10 | Sterility**/ NA Must be sterile. / JomkeH O6bITh
ChrepuibHog 1™ LrEPIILBIM.
11 | Assay/ KoanuecTBenHoe 30.29 mg / 30.29 mr From 27.0 mg to 33.0 mg of Ketorolac
‘ onpeaeseHUe Trometamol per 1 mL. / Ot 27,0 Mr mo
33,0 Mr keTopoJiaka TpoMeTaMosia B 1 M.
12 | Ethanol content / 3Tanoun 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 /
[Mpumeuanue: IIpogyxt coorBeTcTBYeT Tpeboranmam HJT 3armiouenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[NoarotosneHo: Yogesh [|[IpoBepeno: Pravesh ITporepero (AOK): person / OnobpeHo: ObecneueHue
Chavhan Rana Amit Kumar  » kauectsa/OTBETCTBEHHOE JIULIO:
. = / p
v~ } e - &U ML RUMR
| s 3 - <1
Date / Date / Date / Date / WAL 0085
Hara: 24.12.2025 Hara: 24.12.2025 Hara: 24.12.2025 Jlata:
REESIETET ONitE. 6 =257, ROzt NO o, DA S, Y Oe RO — o CoTo, TOIRN R o, et

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

CiN: L85195AP1584PLLC0O04507

www.drreddys.com




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS
CEPTUDPHKAT AHAJIM3A

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
www.drieddys.com

rProduct s

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

AnanuTHyeckui order No

: 890001854031

JaTa ananusa

Ipoaykr: Ketopon® (keToponak) pacTBOp AJIsi BHYTPHBEHHOIO M BHYTPHMBILIEYHOro BBeeHNs, 30 mr/mn
Batch No / . V251008 Batch Quantity / . 454545 ampules /
Cepust Ne ) O6bem cepun " 454545 amnyn
Analytical Report No / Date of Analysis /

: 24.12.2025

Date of Manufacture /

Date of Expiry /

¢ 12/2025 : 11/2027
Hara npousBoacTBa I'oaen oo
Mfg. License No. /
IIpon3BoicTEeHHAS . MNB/05/263 i : JITT-Ne(008888)-(PT-RU)
JuneH3us Ne Homep PY

Analysis performed according ND / Auanu3 nposenen mo HJI: JIIT-Ne(008888)-(PI -RU)-170225

Page50f7/Crp. S5m3 7

Ne Test / [loxazaTenp

Results / Pe3yabTaThbl

Specification / Hopma

13 | Packaging / Onucanne

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. /

Ilo 1 Ma B amnynibl U3 CBETO3ALIUTHOIO
CTCKJIa TEMHO-KOPUYHEBOTO LIBETA Kjlacca
I. B BepxHe# uyacTu aMIlyJibl HaHECEHBI
KOJIbLIO M TOUKa Ui pasiomMa. [la ammyny
HaKJIEHBAIOT ITUKETKY.

ITo 10 ammyn BMecTE€ ¢ JIMCTEOM-
BiylagpieM B [IBX/antoMuHHEBbIH
6nucrep. [lo 1 6uucrepy B nauky
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 M D aMmyJLl H3 CDETO3ALIMTIIONO
CTEKJIa TEMHO-KOPUUYHEBOIo LIBeTa Kjlacca
I. B BepxHRIi 4acTH AMITYNRI HAHACAHR
KOJIBLIO M TOUKa JUis pa3noma. Ha ammymny
HaKJIEHBaIOT STUKETKY.

[To 10 amnyn BMecTe C JIICTKOM-
pkiaaaeimeM B [IBX/antoMmuHUEBbIM
6nucrep. Ilo 1 6Gnuctepy B mnayky

KapTOHHYIO; Onf cmayuoHupos: no 2, 3, 5

GJIHCTEPOB B ITAYKY KAPTOHHYIO.

* Tests are not performed during the stability investigation. / * McripiTaHus He MPOBOAST B XOJ1€ UCCIEAOBAHHUS

CTabUJIBHOCTH.

** Release quality control of the perfomance is carried out for every 15th batch. / ** IIpu Beimycke npenapara
KOHTpPOJIb KayecTBa N0 II0Ka3aTeJlio IIPOBOAUTCS sl Kaxaoi 15-0# cepuu.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeyanue: IlpogyxT cooTBeTcTBYET TpebOBaHmIM H/J 3akmouenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
ITonrotorneno: Yogesh [|/[Iposepeno: Pravesh [Tposepeno (AOK): person / Opo6peno: ObecneveHue
Chauhan / Rana & 4 Amit Kymar A kauecTBa/OTBETCTBEHHOE JIULIO:

¥ = [ 7\/ QUL U™ AR

rﬂ //-" # ‘ o vV
Date / Date / Date / Date / O L)) L0
JlaTa: 24.12.2025 Jara: 24.12.2025 Tara; 24.12.2025 TaTa:

ReEgistierad Oimice: 8-2-357, Roau N0, 9, Batfjara nins, nyaeratad - SWJUSH, Teleligarie, Hula

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

CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s ":’.

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
IMpoaykr: Keropon® (keToposnak) pacTBop /1 BHYTPUBEHHOIO U BHYTPUMBILIEYHOrO BBeAeHUs, 30 mMr/mu
Batch No / . V251008 Batch Quantity / . 454545 ampules /
Cepus Ne ) Oo0bem cepun * 454545 amnyn
Analytical Report No / Date of Analysis /
AnandTnyecKuii oT4yeT Ne : 890001854031 Jdara anaau3a : 24.12.2025
Date of Manufacture / - 12/2025 Date of Expiry / . 11/2027
Jara npousBoJcTBa T'onen xo
Mfg. License No. /
Hponssoncreennas : MNB/05/263 S gt : JITI-Ne(008888)-(PI-RU)
auneHsus Ne Homep PY

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

Page 60f 7/ Crp. 6 m3 7

API name / HaumeHosanue A®C:

Ketorolac Trometamol / Ketoponaxa TpomeTamon

LJad:

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

FP Manufacturer API Batch number /

Homep cepnu cyGcTaHIIHU NPOM3BOANTES FESA00455

API Manufactured by & country /
IMpoussoanTteas A®C, erpana:

Symed Labs Limited, India /
Caiimen JIaGe Jinmuren, Huoua

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

HaumenoBaHue, agpec, THLEH3US JJIs1
IIpousBoacTBenHas muoinaaka / [nowagka
KOHTpoJIA KayecTBa / [Inowmaaka Beimycka

Dr 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) /
I-p Penan’c Jlabopatopuc JItn., Maaus, [IpousBocTBeHHOE oapa3aenexue-6,
Bumn. Kxons, Hanarapx Poya, Banau, Juctpukt Conan, X.I1., 173205, Uugus

(muuenszus Ne No MNB/05/263

Declaration of certiﬁcatior?«ﬁe—relﬁy 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». /

3aksroyeHue o coorBercTBuM: «HacToswuMm s IIOATBEPXKAAKO, YTO NPUBEAECHHASA BBIIIEC HH(l)OpMa].[I/DI ABJIACTCS lIOCTOBepHOﬁ H

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeyanue: ITpoxykt cooTBeTcTBYET TpeGOBaHUsIM HJ 3aknwuenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[MoaroroBneHo: Yogesh ||[Iposepeno: Pravesh  |[[IpoBepeno (AOK): person / Ono6peHo: ObecneueHue
Chauhan Rana / Amit Kumar kauecTBa/OTBETCTBEHHOE JIHLO:
Y = /// \/\ QUL IRym R

|t~ : g o)
Date / Date / Date / Date / 2 Y025
Hara: 24.12.2025 Jara: 24.12.2025 Jara: 24.12.2025 JaTa:

Registered OTCE: B-2-337, Road NG, 3, Banjara AIlS, Ayderdbad - SGo0ss, erengans, (i

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

CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s ":‘

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
IIponpykr: Ketopon™ (keToposak) pacTBop [Uisi BHYTPUBEHHOIO M BHYTPUMBILIEYHOrO BBeIeHHs, 30 Mr/m
Batch No / . V251008 Batch Quantity / . 454545 ampules /
Cepus Ne ) O0beM cepun " 454545 amnyn
Analytical Report No / Date of Analysis /

AHaTHTHYECKHH 0TUeT No : 890001854031 Jara anaanza : 24.12.2025
Date of Manufacture / . 12/2025 Date of Expiry / . 11/2027
Mara npou3BoacTea I'onen no

Mfg. License No. /

Hpon3eoncTaentas : MNB/05/263 e : JITI-Ne(008888)-(PT-RU)
aunensua 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 Npou3BefeHa (BKIOYAs YNMaKoBKY (MapKHPOBKY) W KOHTPONB Ka4yecTBa) Ha BhIIIeyKa3aHHOMN
NpOU3BOACTBEHHON IUIolaKe (MI0MaaKax) B OJHOM COOTBETCTBUM C TpeboBaHusaMHU [IpaBmi Haanexallei MPOU3BOACTBEHHON
NpakTuky EBpa3suiCKOro 3KOHOMHYECKOTO COH03a M TpeOOBAHHAMHU KOHTPOJIS KayecTBa JIEKApPCTBEHHBIX CPEACTB, a TaKKe B
COOTBETCTBUM CO CNEeUMPUKALNAMH, CONEP)KAIMMHACS B PErUCTPAlIHOHHOM [0ChE CTPaHbI-MMMOpPTepa. 3altcH Mo MPOH3BOJICTRBY,
YNaKoOBKE M aHANM3y NPOBEPEHbI, H YCTAHOBJIEHO HX COOTBETCTBHE TpeGoBaHmaM IIpaBun Hamgnexalied IPOW3BOACTBEHHOMN

NpakTUKU EBpaznickoro 3kOHOMHUYECKOTO COHO3a.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanme: Ilpoaykr cootBercTByeT TpeboBanusm HJI 3axmouyenne: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[Tonrorosneno: Yogesh [[[IpoBepeno: Pravesh [Tposepeno (AOK): person / Opobpeno: ObecneueHue
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