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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

Tal: +01 98165 56001-02

_ P CEPTH_(DHKAT SRR viww.drreddys.com
Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
TIpoavkr: Ketopon™ (ketoposak) pacTBOp julsi BHYTPUBEHHOTO H BHYTPUMBILIEYHOTO BBeAeHUs, 30 Mr/mMn |
Batch No / . V250931 Batch Quantity / . 454545 ampules /
Cepus Ne ) O0nem cepun © 454545 amnyn
Analytical Report No / Date of Analysis /
AHanHTHYECKHIH oTYeT N2 : 890001849768 Jata anaiau3a : 29.11.2025
Date of Manufacture / . 11/2025 Date of Expiry / . 10/2027
JlaTra mpon3BoacTBa I'osen no
Mfg. License No. /
Ipousroncteenmas : MNB/05/263 MA number: / : JITI-Ne(008888)-(PI-RU)
anueH3ns Ne Homep PY
Analysis performed according ND / Ananus nposeaen mo HJI: JI[T-Ne(008888)-(PT-RU)-170225 N

Pagelof 7/Crp. 137

Ne Test / [ToxasaTens |

Results / PeayabTaThbl

Specification / Hopma

1 Description / Onucanue

Clear colorless solution. / Ilpo3pauHblii
OecLBeTHBII pacTBOP.

Clear colorless to slightly yellow color
solution. / IlpospauHblii pacTtBOp OT
GECLBETHOTO [0 CBETII0-KENTOTO 1IBETA.

2 Identification* / Hnentudukauus*

2a | HPLC*/ BOJKX*

The retention time of the main peak in the
chromatogram of test solution corresponds
to the main peak in the chromatogram of
standard solution. / Bpems yaepxuBaHHA
OCHOBHOTO TNMKa Ha XpoMarorpamme
UCMBITYEMOTO PacTBOpa COOTBETCTBYET
BpPEMEHU YyIepXHBaHHUsI OCHOBHOTO THKa
Ha XpoMaTorpamMmMe CTaHJapTHOrO
pacTBoOpa.

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). /  Bpemsa  ynepxuBarus
OCHOBHOrO IMHKa Ha XpoMarorpaMmme
UCIIBITYEMOTO pacteopa IOJDKHO

COOTBETCTBOBATL BPEMEHU YIEPKHUBAHUS
OCHOBHOIO INHK4 Ha XpoMaTorpaMme
CTaHZApTHOTO pacTtBopa (pasmen
«KonuuecTBeHHOE ONpeNicNiCHUED).

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanue: [Ipooyxr cootBeTcTBYeT TpeGoaHmaM HJI 3aknwuenue: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[MoprotosieHo: Ashish  |{[Tposepeno: Pravesh [Mpoeepero (AOK): person / OnobpeHo: Obecnieyenre
Kumar Rana AmitKumar A kagectBa/OTBETCTBEHHOE JIUILIO:
<
Date / Date / Date / Date / Q04 )0y
Hara: 29.11.2025 Jara: 29.11.2025 Hara: 29.11.2025 Jara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L851S5AP1984PLC0O04507
www.drreddys.com
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Product : / Keto_rol—“"_(Ketorolac) solution for intravenous and intramuscular inject_ions, 30 mg/ml
IIpoaykr: KeTtopon" (keToponak) pacTsop AJiss BHYTPHBEHHOTO M BHYTPUMbILLEUHOTO BBeAeHH, 30 mr/mu
Batch No / . V250931 Batch Quantity / . 454545 ampules /
Cepust Ne ) O6nem cepHu " 454545 amnyn
Analytical Report No / Date of Analysis /

AHanuTnyeckuii oryer Ne : 890001849768 Jara anann3a : 29.11.2025

Date of Manufacture / . 11/2025 Date of Expiry / . 10/2027
\laTa MpoH3BOACTBA I'ogen xo

Mfg. License No. /

Hpou3soacreennasn . MNB/05/263 MA number: / . JITI-Ne(008888)-(PT-RU)
JHUEH3HsA Ne Homep PY

Analysis performed according ND / Anasu3s nposegen mo HJI: JITT-Ne(008888)-(PI'-RU)-170225

PageZof7/C'r[_1.2|£7 -

No Test / [TokazaTeanb

Results / PesyabTaThbl

Specification / Hopma

2b UV- spectrophotometry* /

Y@-cnexkmpogomosempus*

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. / YO-cnekTpsl NOIOMWEHNs
HCTIBITYEMOr0  pacTBopa M pacTBoOpa
cTaHmapTHoro  ofpazua  KeTOpoNakKa
TpoMeTaMuHa B obmactu ot 200 10 400 HM
WMEIOT MAaKCHMYyMbl HOLJIOLIEHHA @pH
32242 uMm.

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. / YV®-cnexrpbl
MOTJIOUIEHHsT MCTIBITYEMOT0 pactBopa |
pacTBOpa CTaHAapTHOTO obpazua
KeTopoJiaka TpOMeTaMHHA B 06nacTu oOT
200 pmo 400 HM JOKHBL HMETH
MaKCUMYMBI NOTJIOMIEHUA NPU 32242 HM.

3 Clarity / IlpozpauHocThb

The opalescence of the sample does not
exceed  opalescence of  reference
suspension I. / OnanecueHuys npenaparta
HE TMPEeBBILIAET ONATIECUEHIHIO CYCIIEH3UH
cpaBHeHus L.

The opalescence of the sample should not
exceed opalescence of reference
suspension I. / OnanecueHuus npenapara
He [I0JDKHa MPEBBIIATh ONaIeCLEHLHIO
CYCIIEH3UU cpaBHeHus 1.

4 Color / lleTHOCTB 0.04 Absorbance should be not more than 0.20
Abs at a wavelength 0of 430 nm. /
[TornomeHue n0DKHO ObITH HE 6onee 0,20
MpU 1JIMHe BOMHSI 430 HM.
5 pH 7.4 From 6.9 to 7.9./ Ot 6,9 10 7.9.
0 Farticulate matter / MexaHn4ecKue BRIYECHU
6a | Visible particles / Complies / CoOoTBETCTBYET Should be absent. /
Buanmble yacTHLBI JIOJDKHBI OTCYTCTBOBATb.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanmue: IIpoaykT cootBeTcTBYET TpeOoBanuAM HJI 3akmioyenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
oxarororieno: Ashish  ||TIpoBepeHo: Pravesh [Mpoeepero (AOK): person / Onobpeno: Obecneuenue
Kumar Rana Amit Kumar A kadecTBa/OTBETCTBEHHOE JIULIO:
/%/ ‘4 /\ﬂ"’_/ IR VISTE G O R SO
<A
Date / Date / Date / Date / O )40
Hara: 2Y.11.2025 Mara: 29.11.2025 Mara: 29.11.2025 Mara:

Registered Office: 8-2-337, Road No. 3, Banjara Hilis, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85155AP1984PLCO04507
www.drreddys.com
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Product : / Ketorol” (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Hpoaykr: Keropon™ (keToponak) pacTeop AJisi BHYTPHBEHHOTO U BHYTPUMBIILEUHOTO BBeeH s, 30 Mr/man
Batch No / . V250931 Batch Quantity / _ 454545 ampules /
Cepusn Ne ) O6bem cepun 454545 amnyn
Analytical Report No / Date of Analysis /
AHanHTHYECKHI 0TYeT No : 890001849768 Jlara anasusa : 29.11.2025
Date of Manufacture / . 11/2025 Date of Expiry / . 10/2027
JlaTa mpou3BoacTBA I'onen no
Mfg. License No. /
Hpouseoacreennas : MNB/05/263 PLA number: / : JIT1-Ne(008888)-(PI-RU)
JuneHsHsa Ne Homep PY

"Analysis performed according ND / Anann3 npoBeaen no HJI JITT-Ne(008888)-(PI'-RU)-170225

Page3of 7/ Crp. 3 w3 7

No

Test / [Toka3zarenn Results / PesyasTaThl Specification / Hopma
6b Invisible particles /
HeBuarmMbie yacTHLIbI:
i. Particles> 10 pm / 15 not more than 6000 per ampoule; /
YacTtuy pasMepom > He 6onee 6000 Ha aMmmyny;
10 mxm
ii. particles >25 um/ 0 not more than 600 per ampoule. /
YaCTHLI pa3MEPOM > He 6onee 600 Ha amIyy.
25 MKM
7 Impurities / [Ipumecu
Impurity A / Ilpumecs A 0.09 % not more than 0.20 % / He 6omee 0,20 %;

Impurity B / ITpumecs B

Below LOD (LOD = 0.014 %) / Huxe
npenena ooHapyxenusa (ITO = 0.014 %)

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

Impurity C/ Ilpumecs C

Below LOD (LOD = 0.010 %) / Huxe
npenena obHapyxenus (IO = 0.010 %)

not more than 0.50 % / ue 6omnee 0,50 %;

Impurity D / TIpumecs D

Below LOD (LOD = 0.014 %) / Huxe
npeaena ooHapyxenus (ITO = 0.014 %)

not more than 0.20 % / ue 6omee 0,20 %.

Individual unidentified
impurity / Enunvgnas

Below LOQ (LOQ = 0.050%) / Husxe

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

HeuAeHTHOUIMPOBAHHAS
HPUTERE npenea KoJHieCTBEHHOIO ONpeaeieH s
(ITKO =0.050%)

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

npuMeced
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanue: [IponykT cooTBeTCTBYET TpeboBaHusAM H/I 3akmoyenue: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[MoprotorneHo: Ashish  |[[Iposepeno: Pravesh [Tposepeno (AOK): person / Onobpeno: ObecneueHne
Kumar Rana Amit Kumar A kauecTBa/OTBETCTBEHHOE JIUIO:

/@/ % _ QUi KunmAR
e / /_<v~/’

Date / Date / Date / Date / & 04) —L0LS
Hara: 29.11.2025 Hata: 29.11.2025 Hata: 29.11.2025 Hara:

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

CIN: L85195AP1984PLCO04507
www.drreddys.com
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Produ& +/

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

auneH3us Ne

Homep PY

IIpoaykr: Keropon" (keToponak) pacTBop isl BHYTPHBEHHOTO W BHYTPHMBILICHHOIO BBENICHNA, 30 mr/man
Batch No / . V250931 Batch Quantity / _ 454545 ampules /

Cepus Ne ) O6bem cepus " 454545 amnyn

Analytical Report No / Date of Analysis /

AnayuTHUeCKHil oTHeT Ne : 890001849768 Jara anaausa 2 29.11.2025

Date of Manufacture / . 11/2025 Date of Expiry / . 10/2027

JlaTa mpou3BOACTBA I'onen no -
Mfg. License No. /

TIponssoacTBeHHas : MNB/05/263 bkl : JITI-Ne(008888)-(PT-RU)

Analysis performed according ND / Anann3s nposeaen o HJL: JI [T-Ne(008888)-(PI'-R1U)-170225

Page40f 7/ Crp. 4u3 7

No Test / IToka3zareib Results / Pe3yabraThl Specification / Hopma

8 Extractable volume?* / 10.4 ml/ 10.4 Ma Not less than 10.0 ml (collectively
N3Bnexaemblii 06bem* measured volume of 10 ampoules). /

He menee 10,0 Mn (06beM, U3MepeHHBIH
Ha OCHOBAHHM 00BEUHEHHOT'O
conepxxumoro 10 amimyn).

9 Bacterial endotoxins / <=0.725 EU/mg Not more than 5.8 EU/mg of Ketorolac
BakrepuanbHble /<=0.725 E3/mMr Trometamol. / He o6onee 5,8 ED/Mr
3HI0TOKCHHBI KeTopoJaKka TPOMEeTaMHHA.

10 | Sterility**/ NA Must be sterile. / JlomxeH ObITH
CTepuiabHOCTB** CTEpUNBHBIM.

11 | Assay/KoindecTBennoe 30.29 mg / 30.29 mr From 27.0 mg to 33.0 mg of Ketorolac
onpeneeHHe Trometamol per 1 mL. / Ot 27,0 Mr no

33,0 Mr KeTOpoNnaka TpoMeramona B 1 ML

12 Ethanol content / ITanon 11.83 %/ 11.83 % From 10.60 % (v/v) to 13.10 % (v/v)./

Ot 10,60 % (06/06) mo 13,10 % (06/06).

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: [IpoaykT cooTBETCTBYET TpeboBanuam HJJ 3aknwuenue: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[Moarotosneno: Ashish [[TIposepero: Pravesh  ||[Tposepeno (AOK): person / OnobpeHo: O0ecneueHue
Kumar Rana Amit Kumar kauecTBa/OTBETCTBEHHOE JIUIO:
/M/ ‘ ) _uriL Ky~ A
Date / Date / Date / Date / 804 )r—,(DJ,('
Hara: 29.11.2025 Hara: 29.11.2025 Harta: 29.11.2025 Hara:

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

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
CEPTH®UKAT AHAJIU3A

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vill. Kho!, Nalagarh Road, Baddi,
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_I’rodué_t_: /

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

 Ipoxykr: Ketopon™ (keToponax) pacTBop Aist BHYTPHBEHHOIO M BHYTPHUMBILIEUHOrO BBeACHHS, 30 mr/mn
Batch No / . V250931 Batch Quantity / _ 454545 ampules /
Cepust Ne ) O6bem cepHH " 454545 amnyn
Analytical Report No / Date of Analysis /
AHaTHTHYeCKHH oT4YeT No : 890001849768 Hara ananmnza : 29.11.2025
Date of Manufacture / . 11/2025 Date of Expiry / . 10/2027
JlaTa mpoM3BOACTBA T'onen no
Mfg. License No. /
poussonctaennan : MNB/05/263 S RUnIer: / : JITT-No(008888)~(PT"-RU)
auuensusa Ne Homep PY

Analysis performed according ND / Anain3 npoenen no HJI: JIT1-Ne(008888)-(PT-RU)-170225

PageSof 7/Crp. Su3z 7

No Test / [loxa3zaTeas

Results / PesyabTaThi

Specification / Hopma

13 Packaging / Onucanue

yIIaKOBKH

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 aMIynbl U3 CBETO3ALIUTHOIO
CTeKJia TEMHO-KOPUYHEBOTO LIBETA KJlacca
1. B BepxHel 4yacTH aMITyJibl HAHECEHBI
KOJBLO M TOYKa st pazinoma. Ha amnyny
HaKJEUBAIOT ITHKETKY.

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.
/

Tlo 1 Mn B amIiyyibl U3 CBETO3AIUTHOIO
CTeKJ1a TEMHO-KOPUYHEBOTO LIBeTa Kiacca

I[lo 10 ammyn BMecTe ¢ JuctkoM- | 1. B BepxHel wacTh aMIlyJibl HaHECEHBI

BKaagsiniem B [IBX/amomMuHHeBBIH | KONBLO M TOYKa AN pasnoMa. Ha ammyny

6nucrep. Ilo 16mucTepy B mMadyky | HakJIEUBAIOT ITHKETKY.

KapTOHHYIO. I[To 10 amMmyn BMecTe C JIMCTKOM-
BknageiieM B [IBX/anomMuHueBbii
G6nucrep. I[lo 1 6nuctepy B mauky

KapTOHHYIO; 4715 cmayuonapoe: 1o 2,3, 5
OGIHCTEPOB B NAaYKy KapTOHHYIO.

* Tests are not performed during the stability investigation. / * McnelTanus He IpoOBOIAT B XOJI€ UCCIIEAOBAHUsA

CTaOUJIBHOCTH.

** Release quality control of the perfomance is carried out for every 15th batch. / ** Ilpu Beinycke nperapara

KOHTPOJb Ka4eCTBa M0 oKa3aTesko POBOAUTCS Ul Kaxaoi 15-0i1 cepuu.

Remarks : The Product confirms to ND/

[Mpumeuyanue: [Ipoaykt coorBeTcTBYeT TpeboBanusimM HJL

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[MoarorosnexHo: Ashish  [|[Tposepeno: Pravesh [Tposepeno (AOK): person / Ono6peno: ObecneueHne
Kumar Rana Amit Kumar 5 kayecTBa/OTBETCTBEHHOE JIMIO:
/@/ /\-—//- _CuriIL RywAg__
_<v
Date / Date / Date / Date / 30 1) ~L0rC
Hara: 29.11.2025 Jara: 29.11.2025 Hara: 29.11.2025 Hara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maill@drreddys.com

CIN: L85155AP1984PLC0O04507
www.drreddys.com
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AnanuTuueckHii orger Ne : 890001849768

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

Iponykr: Kertopon® (keToposak) pacTBop A BHyTPHBEHHOTO ¥ BHYTPHMBILIEYHOrO BBeieHNs, 30 mr/mn
Batch No / . V250931 Batch Quantity / . 454545 ampules /

Cepust Ne ) O6beM cepun " 454545 amnyn

Analytical Report No / Date of Analysis /

JlaTa aHajuza + 29.11.2025

Date of Manufacture /

Date of Expiry /

: 11/2025 : 10/2027
Jara npon3BoacTBa T'ogen no
Mfg. License No. /
Tpou3soxcTaenuas : MNB/05/263 MA number: / . JITI-Ne(008888)~(PT-RU)
auueH3ns Ne Homep PY

Analysis performed according ND / Anann3 nposenen mo HJI: JITI-Ne(008888)-(PI'-RU)-170225

Page 6of 7/ Cip. 6 uz 7

API name / HaumenoBanue ADC:

Ketorolac Trometamol / KeTroponaka TpomeTamon

INN / MHH:

Ketorolac / Keroponax

API manufacturer batch number /

|9 (O

Homep cepun npoussoautens ADC: Ll iy
FP Manufacturer API Batch number /
Homep cepnu cybcTaHIHH IPOU3BOAUTEIA FESAQ00455

API Manufactured by & country /
Npousroautean ADC, crpana:

Symed Labs Limited, India /
Caiimen Jla6c JIumuren, Uuaus

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

HaumeHoBaHUe, afpec, THLICH3US [Jif
[Ipon3BoacTBeHHas niowajaka / Ilnomaaka
KoHTpOJIA KadyecTBa / Ilomaaka BeImycka

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) /
I-p Pequ’c Jla6oparopuc JIta., Unnus, TIpousBoacTBeHHOE NOApa3aeNeHHe-6,
Bunn. Kxons, Hanarapx Poyn, Bagau, Quctpukt Conan, X.I1., 173205, Munus

(muuenzus Ne No MNB/05/263

Declaration of certification: « 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». /

3akiioueHHe 0 cOOTBeTCTBUM: «HacToAlUM A MOATBEPX A0, YTO NPUBEACHHASA BBIIIE PIH(I)OpMaLl[/ISI ABIACTCA )IOCTOBCpHOfI Hu

Remarks : The Product confirms to ND/
Ipumeuanue: IIpoaykr cooTBeTcTBYET TpeboBanmam HJJ

Conclusion : APPROVED /
3aksuenue: OJJOBPEHO

Prepared by /
onroroBaeHo: Ashish
Kumar

Checked by /
ITpoBsepeno: Pravesh
Rana

Checked by (AQA) /
INposepeno (AOK):
Amit Kumar A

~

Approved by: Quality Assurance/Authorized
person / Opobpeno: ObecneueHue
kayecTBa/OTBETCTBEHHOE JIMLIO:
QUi MR
<

N
Date /

Hara: 29.11.2025

Date /
Hara: 29.11.2025

Date /
Hara: 29.11.2025

Date /
Jara:

N{Zlis U

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

CIN: L85155AP1984PLC004507

www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
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Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
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_Prodda 2/

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

AHaauTHYecKHH oTueT Ne

: 890001849768

| Mpoxykr: Ketopon” (KeTopoiak) pacTBOp JUIS BHYTPHBEHHOTO U BHYTPHMBILIEYHOrO esefiennd, 30 mr/mn
Batch No / . V250931 Batch Quantity / _ 454545 ampules /

Cepus Ne ) Oo0bem cepin © 454545 amnyn

Analytical Report No / Date of Analysis /

JaTa ananusa

: 29.11.2025

Date of Manufacture /

Date of Expiry /

JuneH3us Ne

: 11/2025 : 10/2027
JdaTta npousBoacTBA I'ogen g0
Mfg. License No. /
Ipou3seoncTBennas : MNB/05/263 e . JIM-Ne(008888)-(PT'-RU)

Homep PY

Analysis performed according ND / Auanus nposeaen o HJT: JIT-Ne(O08RK/R)-(PI'-R1I)-170225
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TouHOM. DTa cepus MPOLYKUMH TPOM3BENEHA (BKIIIOUAs YNAakoRKY (MapkUpOBKY) M KOHTPOJNb KauecTBa) Ha BbILLICYKa3aHHOM
NMPOM3BOJCTBEHHO! TUIOWaKe (IIOWAAKaX) B MIOJHOM COOTBETCTBUMM ¢ TpeGosanuamu [IpaBuil HaanexKalel NnpOM3BOACTBEHHOH
npakTuky EBpasHilckoro 3KOHOMUYECKOTO COM3a M TPeOOBAHUAMM KOHTDOJS KayecTBa JIEKAPCTBEHHBIX CPEACTB, & TAKKE B
COOTBETCTBHH CO CHeLH(HKALUMAMH, COAEPKAIMUMHUCS B PETHCTPALIMOHHOM JOChE CTPaHbl-UMIIOpTepa. 3alicH No MPOU3BOACTRY,
YIIaKOBKE M AHANH3Y TPOBEPEHEI, M YCTAHOBIEHO HX COOTBETCTBME TpeGosamusam IlpaBun Hautexalledl MPOU3BONCTBEHHOH
npakTHKH EBpa3uiickoro 3kOHOMHYECKOTO COI3a».

Remarks : The Product confirms to ND/

Mpumeuanne: [poaykT cooTseTCTBYET TpeGoBanusM HJL

Conclusion : APPROVED /
3akmwyenne: OJOBPEHO

Checked by /
[posepeno: Pravesh

Prepared by /
[MoarotorieHo: Ashish

Checked by (AQA) /
Mposepero (AOK):

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

Kumar Rana Amit Kumar \ kauecTBa/OTBETCTBEHHOE JIUIIO:

/th,_/ / = _LymL K RN
Date / Date / Date / Date / 04V AILS
Tata: 29.11.2025 Iata: 29.11.2025 Nata: 29.11.2025 Dara: ‘
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