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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 88166 56001-02
www.drieddys.com

Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS
CEPTUD®UKAT AHAJIU3A

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

Ipoaykr: Ketopon® (xeToponak) pacTBOp JUlsi BHYTPHBEHHOTO M BHYTPUMBILIEYHOTO BBeeHHs, 30 Mr/mn
Batch No / . V251008 Batch Quantity / . 454545 ampules /
Cepus Ne ) O6beM cepnn ' 454545 amnyn
Analytical Report No / Date of Analysis /

AHaMTUYecKHi oT4yeT No : 890001854031 JlaTa ananm3a : 24.12.2025

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

JlaTa npou3BoacTBa T'open oo

Mfg. License No. /

HpoussoncTaennas : MNB/05/263 AT DY) : JITT-Ne(008888)-(PT-RU)

JHneH3us Ne Homep PY

Analysis performed according ND / Ananu3 npoBeieH 1o H)I JITT-Ne(008888)~(PT-RU)-170225

Page 1 of 7/ Crp. 1 u37

chromatogram of test solution corresponds
to the main peak in the chromatogram of
standard solution. / BpeMs yzaepxuBaHus

Ne Test / IToka3zaTesb Results / PesyabTaThl Specification / Hopma
1 Description / Onucanue Clear colorless solution. / Ilpospaunsiit | Clear colorless to slightly yellow color
6ecLIBETHBIH pacTBOP. solution. / Tlpo3pauHblii pacTBOp OT
6eCIIBETHOTO A0 CBETIIO-KENTOTO LBETA.
2 | Identification* / UpenTudukauna*
2a | HPLC*/B3XXX* 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

OCHOBHOTO TNHKa Ha XpoMaTorpamme | section). /  DBpeMsa  ynepxuBaHus
NCHLU Ywrieie paciuvpa cuvida it ip il LU YRR Y DR R e n L }1] '1“ i el l"l‘"""l"
BPEMEHH YAEPKUBAHWA OCHOBHOTO TMHKA | UCMBITYEMOIO pacTBopa JIOJKHO
Ha XpoMaTorpaMme CTaHAApPTHOTO | COOTBETCTBOBATh BPEMEHH YIEPXHUBAHUA
pacTtBopa. OCHOBHOTO IIMKa Ha XpoMarorpamme
CTaHHAPTHOTO pacTBopa (pazzen
«Konu4ecTBeHHOE ONpEIesICHUEY).
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanne: [Tpoxykt cooTBeTCTBYET TpedopaHmwam HJI 3aknrouenue: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[oarorosneno: Yogesh |[TIposepero: Pravesh ITposepeno (AOK): person / Onobpeno: ObecnieueHue
Chauhan e ' Rana / Amit Kumar ' [|xadecTBa/OTBEeTCTBEHHOE MHLO:
yo . / f\ e UL IUM PR
r/ :/ < \ ./ ey
Date / Date / Date / Date / Q1 2-A0L8
Hara: 24.12.2025 Jara: 24.12.2025 Hara: 24.12.2025 Z[aTa
REPISLETEU L,H\.-...-"_ o .IUUU[ ( - Dilllll(lilil I'(L-IL! CTLTEI v .}—, Tt ST TI, TPTLITEY

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

CIN: L85195AP1984PLCO04507
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, INGIA
Tel : +91 63166 56001 02

CEPTHOHUKAT AHAJIH3A

www.drieddys.com

Product : /

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

Junensus Ne

Homep PY

| Ipoayxr: Keropon™ (keToponak) pacTBOp I BHYTPHBEHHOTO H BHYTPHMBIILCYHOIO BBCACH!A, 30 mr/mn
Batch No / . V251008 Batch Quantity / . 454545 ampules /
Cepusn Ne ) Oo0neM cepuu 454545 amnyn
Analytical Report No / Date of Analysis /

AHaTUTHYECKHH oTueT No : 890001854031 Jara aHaau3a 1 24.12.2025

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

|JlaTa npoM3BOACTBA I'osen no

Mfg. License No. /

IponsBoaCcTBeHHAN . MNB/05/263 MA number: / . JITI-No(008888)-(PT-RU)

Analysis performed according ND / Anaaus nposeaen mo HJI: JITT-Ne(008888)~(PT-RU)-170225

Page2 of 7/ Crp. 2 w37

Ne Test / [Toka3zaTeab

Results / Pe3yabTaTs!

Specification / Hopma

2b UV- spectrophotometry* /

Y®-cnekmpogomoriempusn®

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®-cnexTpbl NOINOWEHUA
WCTILITYEMOr0  pacTeopa M pacTBopa
cTaHmapTHoro  obpasla  KeTOponaka
TpomeTamuna B 061acTi oT 200 xo 400 am
HMEIOT MaKCUMYMBbl HOTIOLIEHHS INpH
32242 HM.

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®-cnekTpsl
HOIJIOIIEHMsST HCIBITYEMOrO pacTBopa H
pacTBOpa CTaHJapTHOTO obpaszua
KETOpOJaka TpOMeTaMHHa B o6nacTu OT
200 nmo 400 HM JODKHBI  HUMETH
MAKCHMYMBI TIODJIOLIEHUA TTpU 322+2 HM.

3 Clarity / I[Ipo3pauHocTb

The opalescence of the sample does not
exceed opalescence of  reference
suspension 1. / OnanecueHuys npenapaTa
HE MPEBBINIAET ONAJIECUEHLIHIO CYCIIEH3UH
cpapHenus L.

The opalescence of the sample should not
exceed opalescence of reference
suspension 1. / Onanecuesuus npenapara
He JI0JDKHA MPEBBILIATh ONATECLIEHIHUIO
CyCTeH3uu cpaBHeHus I.

4 Color / IlpeTHOCTH 0.04 Absorbance should be not more than 0.20
Abs at a wavelength of 430 nm. /
[Mornouenne JOXHO ObITh He Oonee 0,20
NpH AJKMHE BOJHBL 430 HM.
5 pH 7.1 From 6.9 t0 7.9./ 01 6,9 no 7,9,
6 Particulate matter / MexaHn4yeckre BKIOYEHHs
6a | Visible particles/ Complies / COOTBETCTBYET Should be absent. /
Buaumbie 4acTHBI JIOJIXKHBI OTCYTCTBOBATb.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Mpumedanue: [IpoayKT COOTBETCTBYET TpeboBaHmaM HJT Baxmodenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
Monroroeneno: Yogesh ||[Ipoepero: Pravesh  ||TIposepeno (AOK): person / Onobpeno: Obecrneuenne
Chauhan »’ o Rana 2 Amit Kumar A kauecTBa/OTBETCTBEHHOE JIULIO:
/ / \_,.- i QoL KU
/ P -
L / hes Y
Date / Date / Date / Date / pRUI DY) A
Hata: 24.12.2025 Hara: 24.12.2025 Hara: 24.12.2025 Hara:
TEERIETE0 UTCe 5-2357, RoaU N0, 3, Gamara s, Hydeaoss - SOOI ST, TeTeTIEaTTS, TS
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Dr. Reddy's Laboratorie
Formulation Unit-6

s Ltd.

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

AHaJTUTHYeCKHiT oTueT Ne

: 890001854031

JaTa ananu3a

CERTIFICATE OF ANALYSIS Tel:+91 38166 56001-02
CEPTUOPHKAT AHAJIM3A www.drreddys.com
Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoayxr: Ketopon” (keToposnak) pacTBop Ul BHYTPUBEHHOTO W BHYTPUMbIUIEYHOTO BBeAeH s, 30 mr/mn |
Batch No / . V251008 Batch Quantity / . 454545 ampules /
Cepust Ne ) O0bem cepun " 454545 amnyn
Analytical Report No / Date of Analysis /

1 24.12.2025

Date of Manufacture /

Date of Expiry /

Jguuensua Ne

: 12/2025 : 11/2027
Jara npou3BojacTBa I'ogen go
Mfg. License No. /
TIpou3BoACTBeHHAs . MNB/05/263 ﬁfw 'e‘l‘)”;,";,e“’ : JITI-Ne(008888)~(PT-RU)

Analysis performed according ND / Anann3 nposenen no HJI: JITT-Ne(008888)-(PT-RU)-170225

Page3of 7/Crp.3m37

No Test / [Toka3zaTennb

Results / Pe3yibTaThl

Specification / Hopma

6b | Invisible particles /
HeBuaumbie 4acTHLIBL:

i. Particles> 10 pm/ 5 not more than 6000 per ampoule; /
YacTui pa3MepoM > He 6onee 6000 Ha amITyIy;
10 mxM

ii. particles >25 pm/ 0 not more than 600 per ampoule. /
YacTUI] pa3sMepoM > He 6onee 600 Ha ammyiy.
25 Mxm

7 Impurities / ITpumecu
Liupuwity A/ Tlpumees A 0.08 % not moro than 0.20 44 / 110 6onoo 0,20 ¥4;

Impurity B / Ilpumecs B

Nout detecled / He uOnapymcra

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

Individual unidentified
impurity / EnusndHas

npexnena o6Hapyxenus (I10 = 0.014 %)

Impurity C / ITpumecs C Below LOD (LOD = 0.010 %) / Huxe not more than 0.50 % / ve 6onee 0,50 %;
npenena obHapyxenus (10 = 0.010 %)
Impurity D / [Ipumecs D Below LOD (LOD = 0.014 %) / Huxe not more than 0.20 % / e 6onee 0,20 %.

Below LOQ (LOQ = 0.050%) / Huxe

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

HeMIeHTHPULUPOBAHHAS
IpEMeCs npenesa KOJMYeCTBEHHOIO ONPEAENEHHA
(ITKO =0.050%)

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

npumecei
Remarks : The Product confirms to ND/ Conclusion ;: APPROVED /
Ipumeuanue: IIponykT cootBeTcTBYET TpeboBanusam HJT 3akouenne: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
HNoarorosnero: Yogesh [|[Tposepeno: Pravesh ITposepeno (AOK): person / Ono6peno: ObecneueHue
Chauhan J Rana / Amit Kumar A kauecTBa/OTBETCTBEHHOE JTHLO:

- ’ L =
Date / = Date / Date / Date / DEVE R NU A .
Mara: 24.12.2025 Hara: 24.12.2025 Tara: 24.12.2025 Hara:
P :-UU':J:-*-I-, TeteT TRal s, 1T

F:.-_‘_-'_gr_;t.jred OITICE: 8-2-33/, Road MG, 2, Ball]dla NG, I‘I\f-U‘;'n:E.‘nL

Tel: +91 40 4900 2900, Fax: +91 40 4900 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 Tel:+91 98166 56001-02

CEPTU®UKAT AHAJIU3A www.drreddys.com

JuueH3nsa Ne

Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Hpoaykr: Ketopon® (keTopoJiak) pacTBOp [Uisl BHYTPHBEHHOTO M BHYTPMMBILIEYHOTO BBEACHHUS, 30 Mr/ma
Batch No / . V251008 Batch Quantity / . 454545 ampules /
Cepus Ne ) O6nbem cepun * 454545 ammyn
Analytical Report No / Date of Analysis /

AHanuTHYecKHH oTder N2 : 890001854031 Jara anaamu3sa : 24.12.2025

Date of Manufacture / . 12/2025 Date of Expiry / . 11/2027
JlaTa npou3BoacTBa Togen po

Mfg. License No. /

IpouzeoncTeenmasn : MNB/05/263 VA nmber: / : JITT-Ne(008888)-(PT-RU)

Homep PY

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

H3Baekaemblii 00LeM*

Page40of 7/ Crp.4m37
Ne Test / IlokasaTenn 1 Results / PesyabTaThbl Specification / Hopma
8 Extractable volume* / 10.5ml/ 10.5 mn Not less than 10.0 ml (collectively

measured volume of 10 ampoules). /

He menee 10,0 mn (06beM, U3MeEpEHHBIH
Ha OCHOBAHHH 00bEJUHEHHOT' O
conepkumoro 10 amyam).

onpeaesicHue

9 Bacterial endotoxins / <=0.725 EU/mg Not more than 5.8 EU/mg of Ketorolac
BakTepuanabHble /<=0.725 E3/mr Trometamol. / He 6onee 5,8 ED/Mr
3HJ0TOKCHHBI KeTOopoJIaKka TpOMeTaMUHa.

10 | Sterility**/ NA Must be sterile. / J[lomkeH ObITh
ChrepuabHoc i p™* LrepuiLbIM,

11 | Assay/ KosnuecTBeHHOE 30.29 mg / 30.29 mr From 27.0 mg to 33.0 mg of Ketorolac

Trometamol per 1 mL. / Ot 27,0 Mr 1o
33,0 Mr keTopoiaka TpoMeTaMosa B 1 MiI.

12 Ethanol content / Tanon

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 /
Mpumeyanue: IIpoaykT cooTBeTcTBYET TpeboBanmsam HJI 3axmiouenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
IMoarotosneno: Yogesh ||[IpoBepeno: Pravesh ITporepeno (AOK): person / Ono6peHo: ObecneueHre
Chauhan Rana / Amit Kumar kanecTea/OTBEeTCTBEHHOE JTHLO:
V. o ] - QUL RUMRL

Vs £ i <%
Date / Date / Date / Date / WAL 008
Hara: 24.12.2025 Hara: 24,12.2025 Hara: 24.12.2025 Hara:

REpisIeTed ONTE: 6-2-037,; NOE TR O o, DA T iy ae TRt ot TT, T

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

CIN: L85195AP1984PLC004507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTU®HKAT 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
www.drreddys.com

| Product : /

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

AHaTHUTHYeCKHH oTUeT No

: 890001854031

Jara ananu3za

IMpoaykr: Keropon®™ (keToponak) pacTBOp /Uisl BHYTPUBEHHOIO M BHYTPHMBILEYHOO BBeACHHS, 30 Mr/mi1
Batch No / . V251008 Batch Quantity / _ 454545 ampules /
Cepust No ) O6beM cepun " 454545 amnyn
Analytical Report No / Date of Analysis /

: 24.12.2025

Date of Manufacture /

Date of Expiry /

: 12/2025 : 11/2027
JlaTa npou3BoacTBa T'oaen no
Mfg. License No. /
TpoussoacTBenHas : MNB/05/263 MA namber: / : JIIT-Ne(008888)-(PI-RU)
anueH3ns Ne Homep PY

[Analysis performed according ND / Anaans nposesen mo HJI: JIT-Ne(008888)-(PT-RU)-170225

PageS5of 7/ Crp.Suz 7

Ne Test / [loxa3zaTeb

Results / Pe3yabTaThl

Specification / Hopma

13 Packaging / Onucanne

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 PVC/aluminum blister.

1 blister in a carton pack. /

ITo 1 Mn B aMmyfbl U3 CBETO3AIIUTHOTO
CTEKJIa TEeMHO-KOPUYHEBOTO 1BETa KJIacca
1. B BepxHell 4acTu aMIyjbl HAHECEHBI
KOJIBIIO M TOYKa Ui pa3noMa. I1a ammymy
HaKJIEHBAIOT STHKETKY.

Ilo 10 amMmyn BMeCTe ¢ JIHCTKOM-
pkiafgeiiieM B [1BX/antoMHHHEBEIH
6nucrep. [lo 1 6iucrepy B HNauky
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
facilities: 2, 3, 5 blisters in a carton pack.
/

ITo 1 Mn b amMmynaLl H3 CDETO3AIMTIIOTO
CTeKJIa TEMHO-KOPMYHEBOIrO BETa Kjlacca
I. B BepXHPIl YacTH AMTYTRT HAHACAHR
KOJIBLO M TOYKa AN pa3noma. Ha ammyiy
HAKJIEHBAIOT 3TUKETKY.

[To 10 amnyn BMecTe C JHCTKOM-
piansiieM B [IBX/anromuHHeBbIH
6nucrep. Ilo 1 6Gnuctepy B mayky

KapTOHHYIO; 08 chmayloHapos: o 2, 3, 5

GJIMCTEPOB B 1TAYKY KAPTOHHYIO.

* Tests are not performed during the stability investigation. / * HcrbiTanus He MPOBOAAT B XOA© UCCIICAOBAHHUS

CTaOUIIBLHOCTH.

** Release quality control of the perfomance is carried out for every 15th batch. / ** Ilpu Bbimycke npenapara
KOHTPOJIb KA4eCTBa N0 0Ka3aTeJIo NIPOBOIUTCA AN KaKaok 15-0# cepuu.

Remarks : The Product confirms to ND/

Ipumeuanue: IIpoxykxT cooTBeTcTBYET TpeboBanuam HJL

Conclusion : APPROVED /
Zakmouenue: OJOBPEHO

Prepared by / Checked by /

[MonrotosneHo: Yogesh

[Iposepeno: Pravesh

Checked by (AQA) /
[Tposepero (AOK):

Approved by: Quality Assurance/Authorized
person / Ono6peno: Obecneuenue

Chauhan Rana Amit Kf{lar A kauecTBa/OTBETCTBEHHOE JIMLIO;
By - ¢ ;
;o t N~ QUL UM AR
Pl . { vy
Date / Date / Date / Date / o4~ L0
Jara: 24.12.2025 Hara: 24.12.2025 Mara: 24.12.2025 Tara:
Regisierad UITice: 6-2-337, ROGU N0, 3, Banjard s, FyUeTarat - oUW o, JeTeTgans, (Tors

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

CIN: L85195AP1984PLC0O04507
www.drreddys.com




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

Qe
Dl‘. Red dy,S ‘;. vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS Tel: +91 98166 56001-02
CEPTHO®HUKAT AHAJIN3A www.drreddys.com

rProduct 2/ Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml

| IIpoaykr: Ketopon® (keToposiak) pacTBop [ulsi BHYTPUMBEHHOTO U BHYTPUMBIIIEYHOro BBeAeH s, 30 mr/mi
Batch No / . V251008 Batch Quantity / _ 454545 ampules /
Cepust Ne ) O6nem cepuu 454545 amnyn
Analytical Report No / Date of Analysis /

AdanaTnyecKuii oTyeT Ne : 890001854031 Hara ananaunza : 24.12.2025

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

JaTa npounssoacTsea T'onen xo

Mfg. License No. /

IIpon3BoacTBeHHAsA . MNB/05/263 MA number: / . JITI-Ne(008888)~(PI-RU)
nHueH3us Ne Homep PY

Analysis_performed according ND / Auanu3 nposenen mo HJI: JITI-Ne(008888)-(PI'-RU)-170225 -
Page 60f7/Crp. 6 m37

API name / Haumenoranue A®C: Ketorolac Trometamol / Keroponaka TpomeTamont
INN / MHH: NN Ketorolac / Keroponak
API manufacturer batch number / SKTMO440725

Howmep cepuu npoussoauTtens APC:

FP Manufacturer API Batch number /

Homep cepun cyGcTaHLHU NPOM3BOAUTENSA FESA00455

IJid:

API Manufactured by & country / Symed Labs Limited, India /

MpoussoauTtenas APC, erpana: Calimey JTaGe JTumuren, Muana

izms;;c‘:ﬂiiess’ ;?:l;(z‘lznattlgln s?i: /f(l){ref:lse Nr Reddy's T.abhoratories T.td., India, Formulation Unit-6, Vill. Khol, Nalagarh

si ten/ g Road, Baddi, Distt. Solan, H.P. 173205, India (license No No MNB/05/263) /

HaumeHoBaHHe, aApec, JTUUEHsHs LTS H-p Peqnw’c JTaboparopuc JItn., Maaus, [Ipon3BoACTBEHHOE MoApasaecHue-6,

I Sr e Esheas oA Aloudaie Buin. Kxonb, Hanarapx Poyn, Bannu, Juctpuxt Conan, X.I1., 173205, Uuaus
p (muuensust Ne No MNB/05/263

KoHTpos KavyecTsa / [Inomaaka BelmycKa

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 Mamufacturing Practice of the Eurasian Economic Union is established». /

3ak/royeHue o coorBercTBuM: «Hactosmum s TNIOATBEPXKAAt0, YTO NPHUBEIEHHAs BBLIILIC I/IH(l)OpMa].[I/I}I ABIACTCS }.IOCTOBepHOﬁ H

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuyanue: ITpoaykt cooTBeTcTBYET TpebosanuaM HJL 3aknwuenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[oaroroeneHo: Yogesh ||[Ipoeepeno: Pravesh IMpoeepeno (AOK): person / Onpodpeno: ObecnieyeHne
Chauhan Rana Amit Kumar kauecTBa/OTBETCTBEHHOE JIHLO:

4 e 4 _//\ QUi IRy RE_

[ 7~ ¥ ,_":u"]
Date / Date / Date/ Date / 2 Y- =028
Hata: 24.12.2025 Jara: 24.12.2025 Jara: 24.12.2025 Harta:

Registered OTice: B-2-337, Road 0. 3, Banjara HiNs, Ayaeranad - SULUUSH, TeTengana, N

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLLC004507
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
CEPTUOPUKAT AHAJIM3A

Te!l : +91 68166 56001 02
www.drreddys.com

Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpopykr: KeTopon" (keToposnak) pacTBOp /Ui BHYTPHBEHHOIO M BHYTPHMBbILIEUHOr 0 BBe/ieH s, 30 Mr/mn
Batch No / . V251008 Batch Quantity / . 454545 ampules /
Cepus Ne ) O0neM cepuu ' 454545 amnyn
Analytical Report No / Date of Analysis /

AHanATHYeCKHH 0T4eT Ne : 890001854031 JlaTa ananunza : 24.12.2025

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

Mara npousBoiacTBa I'onen o

Mfg. License No. /

Iponseoncraennas : MNB/05/263 IR : JITI-Ne(008888)-(PT-RU)
aumeHzHsa Ne Homep PY

'Analysis performed according ND / Ananus ;lposenen mo HJI: JITT-Ne(008888)-(PI'-RU)-170225
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TouHOW. DTa cepusi MPOAYKUMM Mpow3BefeHa (BKIIOYas yNMakoBKY (MapKHpOBKY) M KOHTPONb Ka4€CTBa) Ha BbIIIEYKa3aHHOMH
NIPOM3BOACTBEHHOM Miomanke (MI0aakax) B NOJTHOM COOTBETCTBHHU ¢ TpeboBaHuaAMH [IpaBwn Hamexallei Mpor3BOACTBEHHON
TNpaKTUKH EBpa3HﬁCKOFO 3KOHOMHYECKOIo COor3a " TpC6OBaHHﬂMH KOHTPOJISI KayeCTBa JIEKAPCTBEHHBIX CPCACTB, 2 TAKXKE B
COOTBETCTBUU CO CEUUPUKANUAMH, COAEPKAILMMHUCS B PErCTPAMOHHOM [0Che CTPaHbl-MMIIOPTEpa. 3amucH 110 MPOH3BOJICTRY,
YNakoBKE M aHalu3y NPOBEPEHBI, U YCTAHOBJIEHO HX COOTBETCTBHE Tpe6OBaHPI$[M HpaBI/IJ'I HaJexaule HpOPl3BOI[CTBCHH0171
NPaKTUKH EBpa3HﬁCKOF0 3KOHOMHYECCKOI'0 COr3a».

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Hpumeuanne: [Iponyxr cootBeTcTBYeT TpebobanmsimM HJI Jakmouenune: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[MonroTonexo: Yogcsh [TposepeHo: Pravesh [Mposepero (AOK): person / Ono6peno: Obecneuenue
Chauhan & _ ||Rana [ / Amit Kumar \ kauecTra/OTBETCTBEHHOE JIMLIO;

f 2 9 \_, ) Suri L Ky R

| ; /—CV\-'
Date / Date / Date / Date / QL A])L025
Hara: 24.12.2025 }J,aT'r 24.12.2025 Hata: 24.12.2025 )j[aTa'
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