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

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

CERTIFICATE OF ANALYSIS — '
CEPTHOUKAT AHAJTHA3A \“"Jun‘vlwAdr‘rrzdd‘/z,com
Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml -
IIpoaykr: Ketopon™ (keTopoak) pacTBop i1l BHYTPUBEHHOTO U BHYTPUMBbILLIEYHOTO BBeAeHHs, 30 Mr/mn
Batch No / . V250931 Batch Quantity / . 454545 ampules /
Cepus Ne ) Oobem cepHH © 454545 amnyn
Analytical Report No / Date of Analysis /

AuanuTHuyecKHit oTueT Ne

: 890001849768

Jlata anann3za

:29.11.2025

Date of Manufacture /

Date of Expiry /

. 11/2025 : 10/2027
Jata mpou3BoacTBa T'ogen a0
| Mfg. License No. /
IIpon3BoacTBennas . MNB/05/263 i : JITI-Ne(008888)-(PT"-RU)
aunen3usa Ne Homep PY

Analysis performed according ND / Ananu3 nposenen no HJL: JITI-Ne(008888)-(PI'-RU)-170225

Page1of 7/ Crp. 1u3 7

Ne Test / IToxa3zaTenn

Results / PesyabTaTsl

Specification / Hopma

1 Description / Onucanue

Clear colorless solution. / Ilpo3paunbiii
OeclBeTHBII pacTBOp.

Clear colorless to slightly yellow color
solution. / TIIpo3pauHbiii pactBOop oOT
6eCLIBETHOTO [I0 CBETJIO-XKENTOTO LBETA.

2 | Identification* / UpenTudnkauuns*

2a | HPLC*/BIXX*

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 ynaepxuBaHus
OCHOBHOIO NMKa Ha XpoMaTorpamme
UCIBITYEMOTO pacTBOpa COOTBETCTBYET
BPEMEHH YIESpPXHBAHUSI OCHOBHOTO IMHKa
Ha  XpoMaTorpamme CTaHJapTHOrO
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). /  Bpema  ynepxuBaHusA
OCHOBHOrO IMUKa Ha XpoMarorpamme
UCIILITYEMOTO pactBopa JOJDKHO

COOTBETCTBOBATb BPEMEHU YIEPXKUBaHUS
OCHOBHOTO TNHMKa Ha XpomaTorpamme
CTaHAAPTHOrO pacTBopa (pasmen
«KonuyecTBeHHOE onpenesieHUE).

Remarks : The Product confirms to ND/

Conclusion : APPROVED /

ITpumedanue: IIponyxt cooTBeTcTBYET TpeboBaHusaM HJI

3aknwuyeHue: OJOBPEHO

Prepared by /
[Toarortosieso: Ashish
Kumar

D

Checked by /
[Tposepeno: Pravesh

Checked by (AQA) /
[Tposepeno (AOK):
Amit Kumar A

E

Approved by: Quality Assurance/Authorized
person / OnobpeHo: Obecnieyenre
kayecTBa/OTBETCTBEHHOE JIULIO:
_ LRI KRUMAIL—
il

Date /
Hara: 29.11.2025

Rana i
Date /

Jlara: 29.11.2025

Date /
Jlara: 29.11.2025

Date /
Jara:

Q04 )0y

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.
Formulation Unit-6

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

 Product : / Ke?(;roﬁKétorolac) solution for intravenous and intramuscular injections, 30 mg/ml

IHponykr: Ketopon" (keroponak) pacTsop uis BHyTPHBEHHOTO W BHYTPHMBbIIIEUHOTO BBeleHHs, 30 mr/ma
Batch No / . V250931 Batch Quantity / . 454545 ampules /

Cepust Ne ) OGbem cepuH " 454545 amnyn
Analytical Report No / Date of Analysis /

AnayuTHyeckHit oTyeT Ne : 890001849768 JMara ananu3a 5 29.11.:2025

Date of Manufacture / . Date of Expiry / .

JaTta mpousBoacTBa # 11023 Topen go i |
Mfg. License No. /

HpoussoacTaennas : MNB/05/263 eI e : JITT-Ne(008888)-(PI-RU)
JAnneH3us Ne Homep PY

Analysiigerformed according ND / Ananns nposeaen mo HJI: JITT-Ne(008888)-(PT'-RU)-170225

Page20f7/CTFZu37 r

No Test / [Tokazarenn

Results / PesyabTaThbl Specification / Hopma

2b

UV- spectrophotometry* /

Y@-cnexmpogpomontempus*

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®-cneKTpsl MOrIoMLEeHus
HCIILITYEMOro  pacTBopa M pacTBopa
cTaHAapTHOro  ofpasua  KeToposaka
TpoMeTaMuHa B obnactu ot 200 1o 400 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®-cnexrps!
MOTJIOLEHUST MCIBITYEMOTO pacTBopa #
pacTBopa CTaHAApPTHOTO o6pasua
KeTopoJiaka TpOMeTaMHHa B 061acTu OT

BuaumMele 4acTHIIBI

UMEIOT MakcuMyMmbl roriomieHus mpu | 200 mo 400 HM  JOKHBI  UMETh
32242 um. MaKCUMYMbI MOTJIOIIEHUA NpH 32242 HM.
3 Clarity / Ilpo3pauHocTh 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 . / OnanecueHuus npenapara
He MNpEeBbIIaeT ONAJeCUECHIMIO CYCIEH3UN | He A0JDKHA NPEBbIIIATh ONajeCLEeHLHIO
cpaBHeHus 1. CYCIEH3UH cpaBHeHMs I.
4 Color / llBeTHOCTD 0.04 Absorbance should be not more than 0.20
Abs at a wavelength 0f 430 nm. /
[TornomeHue nomKHO ObITE He 6onee 0,20
NpY AJIMHE BOJIHGI 430 HM.
5 pH 7.4 From 6.9 to 7.9./ Ot 6,9 10 7.9.
0 Particulate matter / MexaHnyecKue BRAIOYECHHUS
6a | Visible particles / Complies / CooTBeTCTBYET Should be absent. /

HOJ’I)KHLI OTCYTCTBOBATL.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanue: IIponykT cooTBeTCTBYET TpebopanmsaM HJJ 3aknwuenue: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[MoaroromneHo: Ashish ||[Iposepeno: Pravesh [Mposepetio (AOK): person / Onobpeno: Obecneuenue
Kumar Rana Amit Kumar A kadecTBa/OTBETCTBEHHOE JIULIO:
<
[Date / Date / Date / Date / 01 )4 0L
Hara: 29.11.2025 Mara: 29.11.2025 Hara: 29.11.2025 JlaTa:

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: L851S5AP1984PLC004507
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

CEPTU®UKAT AHAJIM3A =~
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www.drieddys.com

AHanuTHyecKkHui oTyeT Ne

: 890001849768

Jlara ananusa

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

Ipoaykr: Keropoa™ (keToposnak) pacTBop A/ BHYTPHBEHHOTO U BHYTPHUMBILIEUHOTO BBeAeHHs, 30 mr/mn
Batch No / . V250931 Batch Quantity / . 454545 ampules /
Cepun Ne ’ O6bem cepun " 454545 ammyn
Analytical Report No / Date of Analysis /

: 29.11.2025

Date of Manufacture /

Date of Expiry /

: 11/2025 : 10/2027
Jata mpousBoacTea I'onen 10
Mfg. License No. /
IpousBoncTBennas . MNB/05/263 =it . JIT1-Ne(008888)~(PI-RU)
anneHsHs Ne Homep PY

Analysis performed according ND / Anann3 nposeaen mo HJI: HH—N9(008888)—(_PF-RU)-f70225

Page3 of 7/ C’rF.E w7

Ne

Test / ITloxazarenb

Results / PeayabTaThl

Specification / Hopma

6b

Invisible particles /
HeBuanMbre 4acTHLBI:

1. Particles> 10 pm / 15 not more than 6000 per ampoule; /
YacTuy, pasMepom > He 6osee 6000 Ha ammyiny;
10 mxMm

ii. particles>25 um/ 0 not more than 600 per ampoule. /
YacTHLL pa3MEPOM > He 6onee 600 Ha ammyy.
25 MKkM

7 Impurities / [Ipumecu
Impurity A / [lpumecs A 0.09 % not more than 0.20 % / He 6onee 0,20 %;

Impurity B / [lpumecs B

Below LOD (LOD = 0.014 %) / Huxe
npenesna o6Hapyxenus (I10 = 0.014 %)

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

Impurity C / ITpumecs C

Below LOD (LOD = 0.010 %) / Huxe
npenena ooHapyxenus ([0 = 0.010 %)

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

Impurity D / IIpumecs D

Below LOD (LOD = 0.014 %) / Huxe
npezena obHapyxenus (I10 = 0.014 %)

not more than 0.20 % / ve 6omnee 0,20 %.

Individual unidentified
impurity / ExnHuunas

Below LOQ (LOQ = 0.050%) / Huxe

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

HeUJAEeHTUHUUMPOBAHHAS i
—— npejena KOnM4eCTBEHHOIO ONpeaAeieHus
: (ITKO =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 /
ITpumeuanue: [IpoayKT cooTBeTCTBYET TpeboBanusam HT 3aknrouenue: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[MogrotoBneno: Ashish  ||TIposepeno: Pravesh [Tposepeno (AOK): person / Onobpeno: ObecneueHne
Kumar Rana Amit Kumar A kauecTBa/OTBETCTBEHHOE JIUIO:
/@/ i _Cunit XUMRAR
Date / Date / Date / Date / \2 04) L0
Hara: 29.11.2025 Hata: 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: L85195AP1984PLCO04507
www.drreddys.com
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| Product : /

CERTIFICATE OF ANALYSIS

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

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

ACdFe T rANG O
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CEPTHDPHKAT AHAJIM3A
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www.direddys.com

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

Iponykr: Keropon" (keToponak) pacTop mjis BHYTPHEEHHOTO W BHYTPHMBIILEYHOro BBeaeHHs, 30 mr/mn
Batch No / . V250931 Batch Quantity / . 454545 ampules /
|Cepust Ne ) O0bem cepun " 454545 amnyn
Analytical Report No / Date of Analysis /

AHanUTHYECKHH oTHeT Ne : 890001849768 Jara anannza : 29.11.2025
Date of Manufacture / . 11/2025 Date of Expiry / . 10/2027
JlaTa mpou3BoAcTBa Tomen go

Mfg. License No. /

Hpouseoacracnnas : MNB/05/263 D lieys o : JITI-Ne(008888)-(PT-RU)
auneHsust Ne Homep PY

Analysis performed according ND / Ananuz nposeaen o HJL: JITT-Ne(008888)-(PI'-RU)-170225

Paged4 of 7/ Crp. 4 u3 7

Test / ITokaszarennb

Results / Pe3yabTaThl

No Specification / Hopma

8 Extractable volume* / 10.4 ml/ 10.4 mn Not less than 10.0 ml (collectively
H3Bnexaemblii 06eM* measured volume of 10 ampoules). /

He menee 10,0 mn (06BeM, U3MepeHHbIH
Ha OCHOBAHUM 00BEAHHEHHOT'O
copepxxumoro 10 amiryn).

9 Bacterial endotoxins / <=0.725 EU/mg Not more than 5.8 EU/mg of Ketorolac
bakrepnanbHbie /<=0.725 E3/mr Trometamol. / He O6onee 5,8 ED/Mr
3HIA0TOKCHHBI KETOpOJaka TPOMEeTaMUHa.

10 Sterilﬁ{**/ NA Must be sterile. / JlomkeH ObITh
CrepunbHoCTb** CTEPUNbHBIM.

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

onpeneneHue Trometamol per 1 mL. / Ot 27,0 Mr 1o
33,0 mMr keToponaka TpoMeramona B 1 M.
12 Ethanol content / 9Tanon 11.83%/11.83 % From 10.60 % (v/v) to 13.10 % (v/v)./

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

Remarks : The Product confirms to ND/
IMpumeuanue: [Ipoayxr cooTreTcTBYET TpeboBanusM HJJ

Conclusion : APPROVED /
3akmouenune: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[Monrotoneno: Ashish  [|TIposepero: Pravesh [Tposepeno (AOK): person / Onobpeno: ObecneyeHne
Kumar Rana | Amit Kumar KauecTBa/OTBETCTBEHHOE JIUIIO:

P ‘ “ A bir e O
Date / Date / Date / Date / J0A)L02
Jarta: 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: mail@drreddys.com

CIN: L85155AP1984PLC0O04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIN3A

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

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

Produgt_: /

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

AnaguTHYeckHii oTueT Ne

: 890001849768

dara ananusa

¢ 29.11.2025

Date of Manufacture /

Date of Expiry / 7

| Mponykr: Keropon®™ (keToposak) pacTBop A/l BHYTPHBEHHOIO M BHYTPUMbIILIEUHOro BefeHus, 30 mr/mn
Batch No / . V250931 Batch Quantity / . 454545 ampules /

Cepusi Ne ) O6bem cepun " 454545 amnyn

Analytical Report No / Date of Analysis /

: 11/2025 : 10/2027
JlaTta mpou3BoaCTBA T'omen no
Mfg. License No. /
pou3soncraennan : MNB/05/263 e . JITI-Ne(008888)-(PT-RU)
JHuen3us Ne Homep PY

Analysis performed according ND / Anann3 nposeaen no H/: JIIT-Ne(008888)-(PI"-RU)-170225

PageSof 7/ Crp. Sus 7

Ne Test / Iloxa3zaTens

Results / PesyabTaTsi

Specification / Hopma

13 Packaging / Onucanue
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. /

[To 1 mn B ammynel U3 CBETO3AIUUTHOTO
CTeKJ1a TEMHO-KOPHYHEBOTO L[BETA KJjlacca
I. B BepxHeil yacTH aMmyJjibl HaHECEHbI
KOJIBLIO M TOYKa [1s pasznoma. Ha amnymy
HaKJIEUBAIOT 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
facilities: 2, 3, 5 blisters in a carton pack.
/

ITo 1 Mn B amMmyJibl U3 CBETO3ALUTHOIO
CTeKJ1a TEeMHO-KOPHUYHEBOTO [1BeTa Kiacca

Ilo 10 ammyn Bmecte ¢ JuctkoMm- | 1. B BepxHe#l wacTu aMIlyJjibl HaHECEHbI

BKIaabiiem B [IBX/amomMuHueBbIH | KOJBLO M TOYKa Ui pasfioMa. Ha ammymy

6nucrep. [lo 1 Gnucrepy B Hayky | HAKJICHBAIOT ITHKETKY.

KapTOHHYIO. I[To 10 amMnyn BMecTe C JMCTKOM-
BKnafpimem B [IBX/anmromuHueBbli
O6aucrep. I[lo 1 6nucrepy B nauky

KapTOHHYIO; 01 cmayuoHapos: 1o 2,3, 5

OJIMCTEePOB B Na4YKy KAPTOHHYIO.

* Tests are not performed during the stability investigation. / * McnsiTaHus He NPOBOIAT B X0O/1€ HCCIIeJOBaHUA

CTaOUIBHOCTH.

** Release quality control of the perfomance is carried out for every 15th batch. / ¥* I1pu Beinycke nperapara
KOHTPOJb Ka4eCTBa 110 [0KA3aTeIHO MPOBOAMUTCS Jisl KaxioH 15-oif cepumu.

Remarks : The Product confirms to ND/

IIpumeuanue: [Ipoaykr cooTBeTcTBYET TpeGoanusM HJT

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[Moarorosneno: Ashish  [[[Tposepeno: Pravesh [Tpogrepeno (AOK): person / Ongobpeno: ObecneueHne
Kumar Rana y Amit Kumar 5 kagecTBa/OTBETCTBEHHOE JIULO:
/@m/ " [\—/"/ _CyriC Rywag__
Date / Date / Date / ||Date / R04)402C
Jara: 29.11.2025 JHara: 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: mail@drreddys.com

CIN: L85155AP1984PLC004507
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

CEPTUPHUKAT AHAJIN3A

Tel : +61 28166 56001-02

www.drreddys.com

ABanuTHyeckHuii orger Ne : 890001849768

Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml o
IIponykr: Kertopon® (xeroposnak) pacTsop [ BHYTPHBEHHOTO ¥ BHYTPUMBILIEYHOrO BBeieHus, 30 mr/mMn
Batch No / . V250931 Batch Quantity / . 454545 ampules /

Cepust Ne ) OGbem cepun " 454545 ammyn

Analytical Report No / Date of Analysis /

JlaTa aHau3a : 29.11.2025

Date of Manufacture /

Date of Expiry /

. 11/2025 . 10/2027
JlaTa DpoH3BOACTBA Topen no
Mfg. License No. /
TpoussoncTaenHas : MNB/05/263 DA zivimibers . JITI-Ne(008888)-(PT"-RU)
JuneH3ust Ne Howmep PY

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

Page 6 of 7/ Crp. 6 u3 7

API name / HaumeHoBanue ADC:

Ketorolac Trometamol / Keroponaka Tpomeramon

INN / MHH:

Ketorolac / Ketoponax

API manufacturer batch number /

| ) (O

Homep cepun npouseogutens ADC: HELARIADTES
FP Manufacturer API Batch number /
Homep cepnu cy6cTaHUMH IPOU3BOAMTE/IS FESAQ00455

API Manufactured by & country /
Ipouszeoautenn ADC, crpana:

Symed Labs Limited, India /
Caiimen JIa6c JIumuren, Munus

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

HaunmeHoBanue, agpec, JTMUEH3UA AJIst
IIpousBoacTBeHHas naowanaka / [nomanka
KOHTpoJs kayecTBa / [lnomaaka Bpinycka

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 Pexau’c Jlaboparopuc JIta., Unnus, IlpousBoacteeHHoe noapaspencHue-6,
Bunn. Kxone, Hanarapx Poyn, Bagau, {ucrpukt Conan, X.I1., 173205, Unnus

(ymuuensust 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 Manufacturing Practice of the Eurasian Economic Union is established». /

3akiioueHne 0 cooTBeTCcTBUM: «HacTosimuM s MOATBEPXAAK0, YTO NPUBEAEHHAS BBIIIE HH(bOpMaLl[/ISI ABIACTCA )IOCTOBCpHOﬁ u

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanne: IIpogykT cooTBeTCTBYET TpeboBanmsiM HJJ 3axmodenue: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[Monrorosnerno: Ashish  [|[Tposepeno: Pravesh  |[[Tposepeno (AOK): person / OnobpeHno: ObecneueHue
Kumar Rana Amit Kumar A kadecTBa/OTBETCTBEHHOE JIULIO:
b - TS e
: i —<1
Date / Date / Date / Date / NI
Jara: 29.11.2025 Hara: 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: mail@drreddys.com

CIN: L85155AP1984PLC0O04507
www.drreddys.com
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Formulation Unit-6
? @
DI'. Reddy S ‘o. Vill. Khol, Nalagarh Road, Baddi,
’ Distt. Solan, H.P,, 173 205, INDIA
CERTIFICATE OF ANALYSIS _ g Hoaie

wd . sy = g 4 )
12 . TZ2L 2OL00 JUUULTU

CEPTUDUKAT AHAJTA3A oo 20

 Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Mpoxvkr: Ketopon" (keToponak) pacTBop JUis BHYTPHBEHHOTO H BHYTPHMBILIEYHOro spejienns, 30 mr/mn |
Batch No / . V250931 Batch Quantity / . 454545 ampules /
Cepust Ne ' O6nem cepun " 454545 amnyn
Analytical Report No / Date of Analysis /
AHaaHTHIeCKHH oT4yeT Ne : 890001849768 Jara ananmuza : 29.11.2025
Date of Manufacture / . 11/2025 Date of Expiry / . 10/2027
JaTa nmpousBoacTBa I'oaen xo -
Mfg. License No. /
Hpouseoncrsenmas : MNB/05/263 B : JIM-Ne(008888)~(PT-RU)
JuneH3usa Ne Homep PY
Analysis performed according ND / Anann3 nposegen mo HT: JITT-Ne(008888)-(PT"-RU)-170225
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TOYHOM. DTa cepus NpOAYKLUMHM NpOW3BEAEHa (BKJIOUAs YMaKORKY (MapKWpOBKY) M KOHTPOJb KauyeCTBa) Ha BbILUEYKa3aHHOM
HpOH3BO,I[CTBCHHOﬁ TUTOILIAIKE (l'UIOl.IlaZ[KaX) B IIOJJTHOM COOTBETCTBHH C Tpe6OBaHI/I5[M[/1 HpaBym Haaaexalen Hp0H3B0ﬂCTBeHHOﬁ
TNIPaKTHKH EBpaSHﬁCKOFO 3KOHOMHYECKOTIO COro3a H Tp660BaHI/lﬂM]/I KOHTpPOJIs1 Kade€CTBa JIEKAPCTBEHHBIX CPEACTB, a TaKXKe B
COOTBETCTBHU CO CHeI_lHq)HKaL[PIﬂMH, COACPXKALLKMMHUCA B PETUCTPALIMOHHOM IJOCBE CTpaHBI-UMIIOPTEPA. 3anucu no NpoU3BOACTBY,
YODaKOBKE M aHaJU3y MNPOBEPEHBI, H YCTAHOBJICHO HX COOTBETCTBHEC Tpe6OBaHHﬂM HpaBHJ'I Haaexauieu HpOPI?;BO)I[CTBCHHOﬁ
NPaKTUKH EBpazm‘f{cxoro 3KOHOMHYECKOTO COKO3a».

|{Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[pumeuanue: IIpoaykT cootBeTcTBYET TpeboBanusaM HJT 3akmouenne: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[Moarotoeneno: Ashish  ||TIposepeno: Pravesh Mpoepero (AOK): person / Omo6peHo: Obecneuerue
Kumar Rana Amit Kumar \ kauecTBa/OTBETCTBEHHOE JIUIIO:
@)// / - _ Ly Kum R
Date / Date / Date / Date / \204 Jr A0 LS
Jara: 29.11.2025 Hata: 29.11.2025 Jara: 29.11.2025 Nara: ‘
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