Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTH®UKAT AHAJIM3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 33166 56001-02
www.drreddys.com

Produtct : /

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

Mpoaykr: Keropon® (keTopoJiak) pacTBOp Ansl BHYTPUBEHHOTO U BHYTPHMBIILEYHOro BBeAeHHUs, 30 Mr/mu
Batch No / . V251009 Batch Quantity / . 454545 ampules /
Cepuss Ne i O6bem cepuu " 454545 amnyn
Analytical Report No / Date of Analysis /

AHanATHYeCKHH oTyeT Ne : 890001854638 JlaTa ananm3za : 24.12.2025
Date of Manufacture / . 12/2025 Date of Expiry / . 11/2027
JlaTa rIpoM3BOACTBA I'onen 1o

Mfg. License No. /

Hpoun3roncTaennas : MNBY/05/263 D : JITI-Ne(008888)-(P-RU)
nuneH3ns Ne Homep PY

Analysis performed according ND / Ananns nposeaen no HJI: JITI-Ne(008888)-(PT'-RU)-170225

Pagelof 7/Crp. 1137

chromatogram of test solution corresponds
to the main peak in the chromatogram of
standard solution. / Bpems ynepxuBaHust
OCHOBHOrO IHMKa Ha XpoMaTorpamme
UCTIBITYEMOrO  pacTBopa COOTBETCTBYET
BPEMEHH YIEpPXHBAHHS OCHOBHOIO INHKa
Ha XpoMmarorpamme CTaHIAPTHOTO
pacTBopa.

Ne Test / [loxkasaTensn Results / PesyabTarhl Specification / Hopma
1 Description / Onucanue Clear colorless solution. / Ilpospaunbiii | Clear colorless to slightly yellow color
OecLBETHBIH PacTBOP. solution. / Tlpo3pausblii pactBOp OT
GECLIBETHOIO [0 CBETIIO-XKEJITOI0 LIBETA.
2 | Identification* / UaenTndpuxauns*
2a | HPLC*/BOXX* 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). / BpemMa  ydepxuBaHus
OCHOBHOTO TMTHKa Ha XpoMaTorpamme
HCIBITYEMOTO pacTBopa JOJDKHO

COOTBETCTBOBATb BPEMEHHU YIEepKHBAHHS
OCHOBHOIO TMHMKa Ha XpoMaTorpamme
CTAHIApPTHOTO pactBopa (pasnen
«KonuuecTBeHHOE OTpe/IENeHUEY).

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumedanue: IIpoaykT cooTBeTCTBYET TpeboBaHuAM H/I 3akniouenune: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[Togrotosnero: Shagun ||[Iposepeno: Pravesh  (|TIpoeepeno (AOK): person / Opobpeno: Obecnedyenue

-y Rana Amit Kumar kauecTBa/OTBETCTECHHOE JIMLO:

[ 4 5 ; JUN

) o [\ — SuNiL KM R

§ e W
Date / Date / Date / Date / ) g 12 .08
Hara: 24.12.2025 Hara: 24.12.2025 Jara: 24.12.2025 Hara:
REBISIEIEn UTTICE: B-2-537, "0aU NG, 5, Banjarg TS, MyUeTetat - SO00Ss, TCianparts, e

Tel: +91 40 4900 2900, Fax: +31 4C 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLLC004507
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 95166 56001-02

CEPTH®UKAT AHAJIM3A www.drreddys.com
|r Produsct ; / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpog¥kr: Keropon" (keToponak) pacTBop Ajs BHYTPUBEHHOTO H BHYTPHMBIIIEYHOro BBeAeHHs, 30 Mr/mn
Batch No / . V251009 Batch Quantity / . 454545 ampules /
Cepus Ne ) O6bem cepun © 454545 amnyn
Analytical Report No / Date of Analysis /
AuanTugyecknii oraer Ne : 890001854638 Jlata ananu3a : 24.12.2025
Date of Manufacture / . 12/2025 Date of Expiry / . 11/2027
JaTa mpoM3BOACTBA I'open no
Mfg. License No. /
Ipon3BocTBeHHasN : MNB/05/263 PO | : JITI-Ne(008888)~(PI'-RU)
nunessns Ne Homep PY

Analysiﬁerformed according ND / Ananu3 nposeaen mo HJI: J'IH-NQ(00888_8)-(PF-RU)-170225

Page2of 7/ Crp. 2 u3 7

Ne Test / MToka3aTens Results / PesynbTaThi Specification / Hopma
2b UV- spectrophotometry* / UV absorption spectra of the test solution | UV absorption spectra of the test solution
Ve and the solution of the standard sample of | and the solution of the standard sample of
P Memp 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®-cnekTpbl noriomeHys | maxima at 322 + 2 nm. / Y®-cnekTpsl
HCIILITYEMOI'O  pacTBOpa M pacTBOpa | MOIVIOLIEHHS MCHBITYEMOro pacTBopa U
cTaHmapTHOro  ofpasua  KeToposaka | pacTBOpa CTaHIAPTHOIO obpasua
TpoMeTamuHa B obsacti oT 200 1o 400 HM | keToponaka TpoMeTaMuHA B OOJACTH OT
HMEIT MaKCUMYMbl mornoumeHus npu | 200 mo 400 HM  HOMKHBI  UMETh
32242 HMm. MaKCUMYMBI TIOTJIOIIEHUs NPU 32242 HM.
3 Clarity / IIpo3payHocTb 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 npenapara
He MPEBLILIAET OMANIECLIEHIHIO CYCIEH3MH | He JAOJDKHA IPEBbIATh OllaleCLeHIHIO
cpaBHeHHs L. CYCNeH3MH cpaBHeHUA 1.
4 Color / [IBeTHOCTDB 0.04 Absorbance should be not more than 0.20
Abs at a wavelength of 430 nm. /
IornoueHue a0JKHO ObITh He Oonee 0,20
1pH JUIMHE BONHBI 430 HM.
5 pH | From6.9t07.9./0716,9 no7,9.
6 Particulate matter / Mexanuueckne BKJIIOYEHNs
6a | Visible particles / Complies / CooTBeTcTBYET Should be absent. /
BuauMele 9acTHIIBI JLoJKHBI OTCYTCTBOBATD.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Ipumeuanne: [IponykT coorBeTcTBYeT TpeboraHusM HJT Zaxmouenue: ONOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[Tozrotomneno: Shagun |[[Tposepetno: Pravesh  ||[IpoBepeno (AOK): person / OnobpeHo: ObecneueHue
Rana 4 Amit Kumar % kauecTBa/OTBETCTBEHHOE JIMLIO:
= R q N/- QUL Run R
. 2 o
| e
Date / Date / Date / Date / LTI T
Jara: 24.12.2025 Tara: 24.12.2025 Hata: 24.12.2025 Hara:
Registered Office: 8-2-33/, Road No. 3, Banjara milts, fryueialal = S0003%, 10aNgarts, maia

Tel: +91 40 4900 2900, Fax: +31 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, Nalagarih Road, Badd;,
Distt. Solan, H.P.,, 173 205, INDIA
CERTIFICATE OF ANALYSIS Tel:+91 53166 56001 02
CEPTUO®HUKAT AHAJIM3A www.drreddys.com

Produict : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoayKr: KeTopon" (keToposiak) pacTBOp [l BHYTPMBEHHOIO W BHYTPUMBIILEYHOTO BBEAEHHUs, 30 Mr/mn
Batch No / . V251009 Batch Quantity / . 454545 ampules /
Cepuss Ne ) O6beM cepun " 454545 amnyn
Analytical Report No / Date of Analysis /

Anandrudyeckuii oruer Ne : 890001854638 JlaTa aHa/H3a 1 24.12.2025

Date of Manufacture / . 12/2025 Date of Expiry / . 11/2027
Jara rIpoH3BOACTBa T'ogen g0

Mifg. License No. /

TIpou3soncTeenHan : MNB/05/263 S okl : JITI-Ne(008888)-(PT-RU)
JHneHsus Ne Homep PY

Analysis performed according ND / Anaans nposegen no HJI: JIT1-Ne(008888)-(PT-RU)-170225

Page3of 7/Crp.3m37

Ne Test / [lokazaTeJb Results / PesyabTaTsl Specification / Hopma
6b Invisible particles /

HeBunumeie yacTuipl:

i. Particles > 10 pm/ 4 not more than 6000 per ampoule; /

Yacrtun pasmepom >
10 Mxm

ii. particles > 25 pm/
YaCTHLl Pa3MEPOM >
25 MKM

He 6on1ee 6000 Ha aMITyJTy;

0 not more than 600 per ampoule. /
He Gonee 600 Ha ammyIy.

7 Impurities / Ilpumecn

Impurity A / Ilpumecs A

0.08 % not more than 0.20 % / He 6onee 0,20 %;

Impurity B / ITpumecs B

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

impurity / Exunudnas
HOIASHTH(IHLIIIPODAIIIAN

Impurity C / Ilpumecs C Below LOD (LOD = 0.010 %) / Huxe not more than 0.50 % / He 6omnee 0,50 %;
npeneia obHapyxenus (IO = 0.010 %)
Impurity D / Ilpumecs D Below LOD (LOD = 0.014 %) / Hmxe not more than 0.20 % / He 6onee 0,20 %.
npenena oonapyxenus ([10 = 0.014 %)
" Individual unidentified Not more than 0.20 % / He 6onee 0,20 %.

Below LOQ (LOQ = 0.050%) / Huxe
npeaena KOJIHUYECTBEHHOI'O onpeneneﬂuﬂ

TpHUMECh (TTIKO =0.050%)
Total impurities / Cymma 0.1% Not more than 1.50 % / He 6onee 1,50 %.
npuMecei
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Ipumeuanue: [IpoaykT cooTBETCTBYET TpeboBaHusIM H/J 3axmoyenne: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[Toarorosneno: Shagun  |[[TpoBepeHo: Pravesh IMposepeno (AOK): person / Ono6peno: Obecneuerue
« Rana F Amit Kugar ™ kauecTBa/OTBETCTBEHHOE JIHLO!
Sz ' ( Z\/ = Quwit Kvwrad_
P ikl \,4
Date / Date / Date / Date / PR PEVY/) R
Iarta: 24.12.2025 Hata: 24.12.2025 Hara: 24.12.2025 IlaTa:
REESIETEn OTTE: 02937, UG (10, 3, Carjara TS, TIyaeranet —oUthyos, reratrsotre oo

Tei: +91 40 4900 2900, Fax: +31 4C 4900 2999, Email: mall@drreddys com

CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s €3¢

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 58166 56001-02
CEPTUPUKAT AHAJIM3A www.drreddys.com

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

Hpoadkr: Keropon" (ketoponak) pacrsop /Uit BHYTPHBEHHOIO U BHYTPHMBILIEYHOTO BBEACHHUS, 30 mr/mi
Batch No / . V251009 Batch Quantity / _ 454545 ampules /
Cepusz Ne ’ Oo6nem cepun ' 454545 amryn
Analytical Report No / Date of Analysis /

AHaaUTHYecKHii oTyeTr Ne : 890001854638 Jara anaauza : 24.12.2025

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

JaTa ripon3soacrea Tonen mo

Mfg. License No. /

IpoussoacTBeHHas : MNB/05/263 WA nonibiers / : JIT-Ne(008888)-(P[-RU)

JuueHsus Ne

Homep PY

Analysis performed according ND / Anann3 nposenen mo HJL: JITT-Ne(008888)-(PI-RU)-170225

Page4of 7/ Crp. 4u3 7

Ne Test / Iloka3zaTenn

Results / PesynbTaTh!

Specification / Hopma

8 Extractable volume* /
H3Baexaembiii 00beM™

10.5ml/ 10.5 mn

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

He menee 10,0 Ma (06beM, H3MepeHHbIH
Ha OCHOBAaHUH 00bEIMHEHHOI'O
copepaumoro 10 ammyin).

9 Bacterial endotoxins / <=0.725 EU/mg Not more than 5.8 EU/mg of Ketorolac
baxrepuanbHbie /<=0.725 E3/mr Trometamol. / He 6onee 5,8 ED/mr
IHAOTOKCHHBI KeTopoJiaka TpOMETaMUHa.

10 | Sterility**/ NA Must be sterile. / omkeH GbITh
CrepuabHOCTL** CTEPWIbHBIM.

11 | Assay/ KoanuecTBeHHoe 30.38 mg / 30.38 mr From 27.0 mg to 33.0 mg of Ketorolac

onpeaeseHue Trometamol per 1 mL. / Ot 27,0 Mr 1o
33,0 Mr xeToponaka TpoMeTaMona B 1 mMi1.
12 Ethanol content / 3raHnon 11.83 % From 10.60 % (v/v) to 13.10 % (v/v)./
Ot 10,60 % (06/06) mno 13,10 % (06/006).
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuyanue: Ipoxykt cooTBeTcTBYET TpeboBanmsiM HJJ 3axmoyenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[MonrotopneHo: Shagun |[[Iposepeno: Pravesh [Tporepeno (AOK): person / Opobpeno: Obecneuenune
Rana ¥ r Amit Kumar N kayecTsa/OTBETCTBEHHOE JIMLIO:
e L — Qurs L Rumt R
Z— f \ /, y'vj
Date / Date / Date / Date / G5 L~ L1
Hara: 24.12.2025 Jara: 24.12.2025 JlaTa: 24.12.2025 JlaTa:

Regislered Omce: 8-2-337, hoad

— - — e
3, Balifala Tils, Nydsialidl = SUUUSRS, TTietigalia, 1TdTS

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

CIN: L85195AP1984PLC004507

www.drreddys.com




Dr.Reddy’s Q’:‘.

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

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 53166 56001-62
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHD®UKAT AHAJTU3A

| Produtct : /

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

AHanATHYeCKHH oTyeT No

: 890001854638

Hpoxykr: Ketopon" (keToposnak) pacTsop Ajis BHyTPUBEHHOIO M BHYTPHMBbILLIEYHOrO BBeAECHHUS, 30 Mr/mn
Batch No / . V251009 Batch Quantity / . 454545 ampules /
Cepust Ne ' O6Bem cepun " 454545 amnyn
Analytical Report No / Date of Analysis /

Jara anannza 1 24.12.2025

Date of Manufacture /

Date of Expiry /

: 12/2025 s 1172027
Jara npouisogcTsa I'onen no
Mfg. License No. /
IIpon3soacTBenHasn : MNB/05/263 SIA e / : JII-Ne(008888)~(PI-RU)
JiMeH3ast Ne Homep PY

Analysis performed according ND / Ananus nposeaen mo HJI: JII1-Ne(008888)-(PI"'-RU)-170225

PageSof 7/Crp. S5u3 7

Ne Test / Ilokazarennb

Results / PesyabTaThl Specification / Hopma

13
YIaKOBKH

Packaging / Onucanue

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 ms B aMmynbl W3 CBETO3ALIUTHOTO
CTEKJIa TEeMHO-KOPHYHEBOTO [IBETA Kjlacca
I. B BepxHeit 4acTH aMmy/ibl HaHECEHbBI
KOJIBLIO ¥ TOYKa /Ut paznoma. Ha amnyny
HaKJIEUBAIOT ITHKETKY.

Ilo 10 ammyn BMecTe ¢ JIMCTKOM-
BKIagpiieM B [IBX/anmoMuHHeBBIH
Omuctep. Ilo 16nucrepy 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.
/

ITo 1 MN B amMmynbl M3 CBETO3ALIUTHOIO
CTeKJ1a TEMHO-KOPUYHEBOTO 1{BETa K/acca
I. B BepxHell yacTU aMMyJibl HaHECEeHHI
KOJIbLIO U TOYKa AJ1s pasiioMa. Ha ammyny
HaKIEeUBAIOT 3TUKETKY.

I[To 10 aMmyn BMecTe C JIHCTKOM-
BiianpiueM B [IBX/amroMuHueBblit
omuctep. Ilo 1 6muctepy B mauky
KapTOHHYIO; 015 cmayuoHapog: no 2, 3, 5
OIMUCTEPOB B MAYKY KapTOHHYIO.

* Tests are not performed during the stahility investigation. / * McnibiTaHHA HE NIPOBOAAT B XO€ HCCIE[OBaHHS

CTaOMIBEHOCTH.

** Release quality control of the perfomance is carried out for every 15th batch. / ** [1pu Brinycke npenapara

KOHTPOJIb KaYeCTBA I10 N0KAa3aTeNI0 NPOBOJUTCS s KaXxkoi 15-oi cepun.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: IIpogykT cooTBeTcTBYET TpebOBaHMsIM H]J, 3axmouenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[Toarotosneno: Shagun ||[Iposepeno: Pravesh  [|TIposepeno (AOK): person / Ogobpeno: ObecnedeHne
Rana 4 Amit Kumar KauecTBa/OTBETCTBEHHOE JIHLO:

o I | N— QuNIL Ky R

— 2 I -
Date / Date / Date / Date / AN L 008
Nara: 24.12.2025 Mara: 24.12.2025 Marta: 24.12.2025 Hara:

Registered OfTice: 8-2-337, Road MO, 3, Barjard niis, FAyoeranat - SUu0ST, (Eagants, o

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

CIN: L85195AP1984PLC004507
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

Tet : +91 53166 56001 -02

CEPTUO®UKAT AHAJIU3A

www.drreddys.com

Produsct : /

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

JHueH3ng Ne

IMpoaykr: Keropon" (keroposnak) pacTBOp Ajisi BHYTPUBEHHOTO M BHYTPUMBILIEYHOrO BBeieH s, 30 mr/mn
Batch No / . V251009 Batch Quantity / _ 454545 ampules /

Cepusz Ne ) O6bem cepun " 454545 amryn N
Analytical Report No / Date of Analysis /

AnanATuyecknii oTuer Ne : 890001854638 Jara ananuza : 24.12.2025

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

JlaTa ppou3BoacTBa T'ogen no

Mfg. License No. /

Hpou3soacTeennas : MNB/05/263 o INEE : JIM-Ne(008888)-(PT-RU)

Homep PY

Analysis performed according ND / Ananu3s nposexen no HJI: JITT-No(008888)-(PI"™-RU)-170225

Page 6 of 7/ Crp. 6 13 7

API name / Hanmenopanue A®C:

Ketorolac Trometamol / Keropomnaka TpoMeramon

Homep cepum cyGcTaHLMH NPOU3BOAUTESA
IJi®:

INN / MHH: Ketorolac / Keroponak
API manufacturer batch number / TKTMO0440725
Homep cepun npoussoauteas APC:
FP Manufacturer API Batch number /

FESA00455

API Manufactured by & country /
Ilpoussoauteanr A®C, crpaHa:

Symed Labs Limited, India /
Caiimen Jla6c JIumuren, Manus

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

HaumeHoBaHue, agpec, JHLIEH3HS 151
IIpousBoacTBeHHas niomaaka / [lnowagka
KOHTpoJs kaudecTBa / [Inowaaka Beinmycka

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) /
J-p Pennw’c Jlaboparopuc JIta., Unnus, IlpousBoacTBeHHOE Toapa3aeneHne-6,
Bunn. Kxons, Hanarapx Poyn, Baanu, Quctpuxt Conau, X.I1., 173205, Uuaus

(nuuensus 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 qualily control al the above wentioned site(s) in full compliance with the GMD
requirements ot 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». /

3aksoueHle 0 cooTBeTcTBUH: «HacTosimum s MMOATBEPX a0, YTO MPHUBCIACHHAsA BBILIC I/IH(l)OpMaIII/Iﬂ ABIACTCA ﬂOCTOBepHOﬁ H

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Tpumeuanne: [IponykT cootBeTcTBYeT TpeboBanusiM HJJ 3axsmouenne: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[Mogrorosneno: Shagun ||[Tposepeno: Pravesh  [|TIposepeno (AOK): person / Onobpeno: ObecnedeHue
N Rana 7 Amit Kumar w kayecTra/OTBETCTBEHHOE JTHLO:
= 1 - QUAIL RUnRQ
/ — ,_< wN
Date / Date / Date / Date / AU
Hara: 24.12.2025 Jlara: 24.12.2025 ,I[a’ra 24.12.2025 Hara:
NERISETE TOTTE. o =997, v O, DT TS, Ty O At OO0 o, Te T T o T T TeiTer

Tel: +91 40 4900 7900 Fax -+31 40 4900 2999, Emall mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drraeddys.com




Dr.Reddy’s Q¢

CERTIFICATE OF ANALYSIS

CEPTUH®HUKAT AHAJIU3A

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

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

Ipoaykr: Ketopon™ (keToponak) pacTBop /sl BHYTPHBEHHOIO U BHYTPHMBILEYHOrO BeeaeHud, 30 mr/m

Batch No / . V251009 Batch Quantity / . 454545 ampules /

Cepus No ) O6bem cepun " 454545 amnyn n

Analytical Report No / Date of Analysis /

AnanATHyecKkHil oTueT Ne : 890001854638 Jara ananuza 1 24.12.2025

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

JlaTa rIPoH3BOACTBA Toaen xo

Mfg. License No. /

Hpou3toncTBermas : MNB/05/263 A mntbers : JIT-Ne(008888)-(PT-RU)
Homep PY

JuneH3usa Ne

Analysis performed according ND / Ananus nposenen no HJI: JIT1-Ne(008888)-(PT"-RU)-170225
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TOYHO!M. OJTa cepus MPONYKUMHM MpousBeneHa (BKJOYAs yNakoBKY (MapKUpOBKY) M KOHTPOJb KauyecTBa) Ha BbIIleyKa3aHHOM
NpOM3BOACTBEHHOM IUIOIAAKe (TUIOIUAaaKaxX) B MOJHOM COOTBETCTBUM ¢ TpeboBanuaMH [IpaBun Hamnexauieii npou3BoACTBEHHOM
NPpaKTUKH EBpa3Hl‘/IICKOl"O 3KOHOMHYECKOIo0 COK3a H Tpe6OBaHl/lﬂMH KOHTpPOJIA Ka4yeCcTBa JIEKAPCTBEHHBIX CPEACTB, a4 TAKXKE B
COOTBETCTBUH €O CHELMPHKALUAMU, COAEPKALINMACS B PETHCTPALIMOHHOM JOChE CTPaHBI-UMMOpTEpa. 3altCH N0 MPOU3BOACTBY,
YNakOBKE M aHalu3ly IPOBEPEHbI, U YCTAHOBJIEHO HX COOTBETCTBHE 'I'pC60BaHI/ISIM HpaBH.H HaJiexauie HpOHBBOJICTBeHHOﬁ
MpaKTUKH EBpa3HﬁCKOI‘0 3KOHOMHWYECKOI'0 COKO3an.

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Remarks : The Product confirms to ND/
IMpumedanue: [IpoaykT cooTBeTCTBYeT TpeboBanuam HJI
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