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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
Tel : +91 98166 56001-02

CEPTUO®UKAT AHAJIM3A www.drreddys.com
Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Kertopon™ (ketoponak) pacTBop 1jis BHYTPHBEHHOIO U BHYTPUMBILIEYHOIO BBEACHHS, 30 mr/mn
Batch No / . V260503 Batch Quantity / . 454545 ampules /
Cepus Ne ) O6BbeM cepun ' 454545 amnyn
Analytical Report No / Date of Analysis /
AHanuTHuecKuii oTuer Ne : 890001895089 Jara aHanmnsa : 14.07.2026
Date of Manufacture / . 06/2026 Date of Expiry / . 05/2028
Jlata npou3BocTBA I'open 1o
Mfg. License No. /
Mponssonctentas : MB/05/264 ey : JITT-Ne(008888)-(PT-RU)
Jauuensus Ne Homep PY

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

Artworks of primary package approved: / MakeTsl nepBHYHON YNAaKOBKH yTBepxaenbl: 17.02.2025
Artworks of intermediate package approved: / MakeTbl IpoMeKyTOYHOH yNakoBKH yTBepxaensr: 17.02.2025
Artworks of secondary package approved: / MakeTbl BTOpU4HO# ynakoBKH yTBepxkaenbl: 09.06.2025

PL approved: / JIB yrsepaaen: 17.02.2025

Page10of9/Crp.1u39

Ne Test / IToka3zaTennb

Results / PesyabTaThi

Specification / Hopma

1 Description / Onucanue

Clear colorless solution. / ITpo3paunsiii
OecUBETHBIA PacTBOP.

Clear colorless to slightly yellow color
solution. / Tlpo3paunbiii pacTBOp OT
OECHBETHOTO /10 CBETJIO-XKEJITOro LBETA.

2 | Identification* / UnenTnduxauua*

2a | HPLC*/BOXXX*

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 ynepxuBaHus
OCHOBHOrO IMHKa Ha XpoMarorpaMmme
UCOBITYEMOrO PacTBOpPa COOTBETCTBYET
BpPEMEHH YIep>KMBaHUS OCHOBHOTO IHKa
Ha  XpoMaTorpamme CTAaHIAPTHOTO
pacTeopa.

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  ymepxuBaHus
OCHOBHOIO MMKa Ha Xpomarorpamme
UCTILITYEMOTrO pacTBopa JIOJDKHO
COOTBETCTBOBATh BPEMEHU YyIEPKMBaHMs
OCHOBHOIO MMKa Ha XpoMarorpamme
CTaHAapPTHOTO pacTBopa (paznen
«KonuuecTpeHHOE ONpeeneHUeY).

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanune: [Nponyxr coorsercrByer TpedoBanusm HJJ 3akstouenue: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[ToarorosneHo: [TpoBepeHo: Pardeep | IIpoeepenol(AOK): person / Onobpeno: Obecneuenue
Ramakant \}3& Kumar Abhishek (fhauhan Kaueg a/OTBt‘.TCTBEl-IH%e JULO;

wd [ g IR )
Date / Date / Date / Date / \ \ e V\/!SA‘]’
Jara: 14.07.2026 Jara: 14.07.2026 Jara: 14.07.2026 Jlara: \A,o’l’

&

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




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS
CEPTU®UKAT 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

Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Ketopon® (keToposiak) pacTBop st BHYTPHBEHHOTO M BHYTPUMBILIEYHOTO BBEAEHUs, 30 MI/MIT
Batch No / . V260503 Batch Quantity / . 454545 ampules /
Cepusi Ne ) O6bem cepun " 454545 amnyn
Analytical Report No / Date of Analysis / .
AHaguTHYecknii oTaer Ne : 890001895089 JaTa aHanu3a : 14.07.2026

Date of Manufacture / . 06/2026 Date of Expiry / . 05/2028
JlaTa npou3BojcTBa I'ogen no

Mfg. License No. /

TpoussoacTBennas : MB/05/264 MA number: / : JITT-No(008888)-(PI-RU)
Junen3us Ne Howmep PY

Analysis performed according to ND / Ananus nposenen mo HJ/L: JIII-Ne(008888)-(PI'-RU)-170225
Artworks of primary package approved: / MakeTnl nepBHYHOI yIaKOBKH yrBep:xkaensi: 17.02,.2025
Artworks of intermediate package approved: / Maxerbl NpoMeKyTOUHOH yIakoBKH yTBep:kaeHbl: 17.02.2025

Artworks of secondary package approved: / MakeTsl BTOpuuHO#H yIakoBKH yrBep:kaenbl: 09.06.2025
PL approved: / JIB yrBepxkaen: 17.02.2025

Page2 of 9/ Crp.2 u3 9
No Test / I[lokazaTensn Results / PeayabTaThl Specification / Hopma
2b UV- spectrophotometry™® / UV absorption spectra of the test solution | UV absorption spectra of the test solution
3N . and the solution of the?, sta-ndard sample of | and the solution of theT stgndard sample of
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. / YO-cnekTps! mornollieHus | maxima at 322 + 2 nm. / Y®-cuekTpsl
UCIBITYEMOr0  pacTBopa M pacTBOpa | NOIJIOIIEHHS HUCHBITYEMOTO pacTBopa U
cTaHjapTHoro  ofpasla  KeToposiaka | pacTBopa CTaHAAPTHOTO obpazua
TpoMmeTamuHa B obnactu ot 200 HM 10 400 | keToponaka TpoMeTaMHMHa B OOJNAcTH OT
HM MMEIOT MakcuMyMbl mornomenust mpu | 200 uam go 400 HM JOMKHBI UMETH
322+2 HMm. MaKCHMYMBbl NOTNOIIEHHA NIpH 322+2 HM.
3 Clarity / IlpospauHocTts 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 npenaparta | suspension I. / OnmanecueHuus npenapara
He MPEBbILIAET ONAJECUEHLMIO CyCTIEH3UN | HE NOJKHA NpEBbILIATh ONaIeCLEHIHIO
cpaBHeHu 1. CyCIIEH3UM cpaBHeHUA L.
4 Color / IBeTHOCTH 0.04 Absorbance should be not more than 0.20
Abs at a wavelength of 430 nm. /
TMornomenue nomxHO 6bITL He Gonee 0,20
MpH JUTMHE BOJTHBI 430 HM.
5 pH 7.2 From 6.9t07.9./016,9 no 7,9.

Remarks : The Product confirms to ND/
Ipumeuanne: IIpoAYKT COOTBETCTBYET

Tpebosanuam HJ{

Conclusion : APPROVED /
3axmwouenne: OJOBPEHO

Prepared by / Checked by / Checked b (AQA)/ Approved by: Quality Assurance/Authorized
IToaroToBneHo: [Iposepeno: Pardeep | Ilpoeepend (AOK): person / Ono6peno: Obecrieyenue
Ramakant Kumar Abhishek Kau TBa/OTIECTCTBCHl-[OC JULO:
¢ L0 LConlmn
/ QL{ r i\
Date / Date / Date / Date / ( [ W .
Hara: 14.07.2026 Hata: 14.07.2026 Hara: 14.07.2026 Hata: : \V&,‘Al
=

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: L85195AP1984PLC0O04507

www.drreddys.com




Dr.Reddy’s ":‘.

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

CEPTUO®HUKAT AHAJIM3A www.drreddys.com
Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Ketopon® (keroposak) pacTBOp /siss BHYTPMBEHHOTO H BHYTPHMbILIEYHOTO BBeAeHH, 30 Mr/MJ1
Batch No / . V260503 Batch Quantity / . 454545 ampules /
Cepus Ne ) O0bem cepun " 454545 amnyn
Analytical Report No / Date of Analysis /

AnajquTu4yeckui oryer Ne : 890001895089

Jlara ananuza : 14.07.2026

Date of Manufacture / . 06/2026 Date of Expiry / . 05/2028

JlaTa npou3BoACTBA Toaen go

Mfg. License No. /

TpnsBoasmetuma : MBJ/05/264 i : JITT-Ne(008888)-(PT-RU)
aunenzus Ne Howmep PY

PL approved: / JIB yrsepxkaen: 17.02.2025

Analysis performed according to ND / Ananuz nposegen mo HJI: JITI-Ne(008888)-(PT'-RU)-170225

Artworks of primary package approved: / MakeTbl nepBHYHON YIAKOBKH yTBep:kaeHbl: 17.02.2025
Artworks of intermediate package approved: / MakeThbl npomMe:KyTOYHOIH YNaKOBKH yTBepKaeHbl: 17.02.2025
Artworks of secondary package approved: / MakeThbl BTOpUYHOl yIaKOBKH yTBep:xaeHbl: (019.06.2025

Page3 of 9/Crp.3u39

Ne Test / ITokazaTe/ib

Results / PesynbTaThb!

Specification / Hopma

6 Particulate matter / MexaHn4yecKHe BKJIIOYEHHUSA

6a | Visible particles /
Buaumeie gacTUiLbi

Complies / COOTBETCTBYET

Should be absent. /
JLOJKHBI OTCYTCTBOBATb.

6b | Invisible particles /

HeBunumble HacTHLIBL:

i. Particles> 10 pm/
Yactun pazmepom >
10 Mxm

ii. particles> 25 pm/
YACTHIL pa3MEPOM >
25 MKkM

not more than 6000 per ampoule; /
He Gonee 6000 Ha ammyy;

not more than 600 per ampoule. /
He 6onee 600 Ha ammyny.

7 Impurities / [Ipumecn

Impurity A / IlpuMece A

not more than 0.20 % / e 6oxaee 0,20 %,;

Impurity B / Tlpumecs B

Below LOD (LOD = 0.014 %) / Hyxe
npenena obHapyxenus (I10 = 0.014 %)

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

Impurity C / IIpumecs C

Below LOD (LOD = 0.010 %) / Huxe
npenena obxapyxenus (ITO = 0.010 %)

not more than 0.50 % / ne Gonee 0,50 %;

Remarks : The Product confirms to ND/
IIpumeuanue: Hpoaykr cooTBeTcTBYET TpeboBaHusM HJT

Conclusion : APPROVED /
3akaouyenue: OJJOBPEHO

Prepared by /
[ToarorosaeHo;

Ramakant J.Lt‘ Kumar
/’ <>i——::

Checked by / Checked

(AQA)/ Approved by: Quality Assurance/Authorized
[Iposepeno: Pardeep | INposepend (AOK):
Abhishek ¢hauhan

person / Onodpeno: ObecrneueHue
kauegTBa/OTBETCTBEHHOE JINLO:

' L00 \Caandimn e

Date / Date / Date /
Hara: 14.07.2026 Jara: 14.07.2026

Harta: 14.07.2026

JlaTa:

uﬂ?
Date / \ \"Z?)\qﬂ ab
D

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




Dr.Reddy’s ‘,‘:'.

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
CEPTHO®UKAT AHAJII3A www.drreddys.com

Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipoayxr: Ketopon® (keToposniak) pacTBOp /it BHYTPMBEHHOIO U BHYTPUMBILIEYHOTO BBeAEHHUs, 30 Mr/ma
Batch No / . V260503 Batch Quantity / . 454545 ampules /
Cepusi Ne ) ) OGbem cepun " 454545 amnyn
Analytical Report No / Date of Analysis /
AnanuTuueckuii otuer Ne : 890001895089 JlaTra anaau3sa : 14.07.2026
Date of Manufacture / . 06/2026 Date of Expiry / . 05/2028
JaTa npou3BoacTBa TI'open oo
Mfg. License No. /
Hpomssonctaennas : MB/05/264 L : JIT-Ne(008888)-(PT-RU)
anuenH3us Ne Howmep PY

Analysis performed according to ND / Auanus nposeaen mo HJI: JIII-Ne(008888)-(PT'-RU)-170225

Artworks of primary package approved: / MakeTbl nepBH4YHOIH YNaKOBKH yTBep:aeHnsl: 17.02.2025
Artworks of intermediate package approved: / MakeThl npoMe:XyTOUHO#M ynakoBKkH yTBep:kaennr: 17.02.2025
Artworks of secondary package approved: / MakeTbl BTOPHYHOI YIAKOBKH yTBepxaeHbl: 09.06.2025

PL approved: / JIB yrBep:aen: 17.02.2025

Page4 of 9/ Crp. 439

Ne Test / [Toka3zaTenn Results / PesynabTaThl Specification / Hopma

Impurity D / [Tpumecs D Below LOD (LOD = 0.014 %) / Huxe not more than 0.20 % / ne 6onee 0,20 %.
npenena obHapyxenus (ITO = 0.014 %)

Individual unidentified Not more than 0.20 % / He Gonee 0,20 %.

impurity / EnuHIYHAsA .

HEUIECHTH(ULMPOBAHHAS 0.05%

NpUMeCh

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

npumMecei s

8 Extractable volume* / Not less than 10.0 ml (collectively
N3Baexkaemblii 00bemM* measured volume of 10 ampoules). /

10.4 ml/ 10,4 mn He menee 10,0 mat (06bem, u3MepeHHbIiH
Ha OCHOBAaHHH OOBEIUHEHHOTO
cogepxxumoro 10 ammy).

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of Ketorolac
BakrepuasnbHble <=0.725 ED/mMr Trometamol. / He 6onee 5,8 ED/Mr
IHAOTOKCHHBI KEeTOpoJiaka TpoMeTamola,

10 Sterility** / NA Must be sterile. / JlomxeH ObiTh
CrepuiibHOCTB** CTEPHIIbHBIM.

Remarks : The Product confirms to ND/
Ilpumeuanue: [IpoaykT coorBeTcTBYET TpeboBanusM HJL

Conclusion : APPROVED /
3akawuenue: OJTOGPEHO

Prepared by / Checked by / Checked hy (AQA) / Approved by: Quality Assurance/Authorized
[MoarorosneHo: ITposepeno: Pardeep | Tlposepenp (AOK): person / OnobpeHo: Obecnedenune
Ramakant \‘K Kumar Abhishek Chauhan Kay CTBa/OTBeTCTBeHé{OC JIHNO:
\
%“\ s Qf//' ! ‘o ' :
Date / Date / Date / Date / \J ‘V‘/U\/'D/
Hara: 14.07.2026 Jara: 14.07.2026 Hara: 14.07.2026 Hara: _ q/L

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad -

(VJ

) C i
500034, Telangana, India

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

CIN: 1L.85195AP1984P1C0O04507
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 : 491 98166 56001-02

CEPTUOUKAT AHAJIU3A veupnedrreddys;cor
Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipoaykr: Kertopon® (keToposiak) pacTBop i BHYTPUBEHHOIO M BHYTPUMBILIEYHOrO BBeieHHs, 30 Mr/mn
Batch No/ - V260503 Batch Quantity / . 454545 ampules /
Cepus Ne ) O6bem cepun " 454545 amnyn
Analytical Report No / Date of Analysis /
AHanuTHYecKUu# oTHeT No : 890001895089 JlaTa aHanu3a : 14.07.2026
Date of Manufacture / . 06/2026 Date of Expiry / . 05/2028
JlaTa npon3BoacTBA Topen no
Mfg. License No. /
Hpoussoncrentasn : MB/05/264 NOA mumber: / : JITT-Ne(008888)-(PT-RU)
JuIeH3us Ne Homep PY

Analysis performed according to ND / Auanus npoeenen no HJI; JITI-Ne(008888)-(PI'-RU)-170225

Artworks of primary package approved: / MakeTsl nepBUYHOl yIakoBKH yTBepkaAennl; 17.02.2025
Artworks of intermediate package approved: / MakeTbl NpoMexXyTO4YHOH yIaKoBKH yTBepskaensr: 17.02.2025
Artworks of secondary package approved: / MakeTbl BTOPpH4HOii YHaKoBKHY yTBepskaensbl: 09.06.2025

PL approved: / JIB yreepxaen: 17.02.2025

PageSof 9/Crp.5u39

Ne Test / [Toka3zaTennb

Results / PesynbTaThl

Specification / Hopma

11 | Assay / KosnuecTBeHHOE
| onpenenenue

30.37 mg /30,37 mr

From 27.0 mg to 33.0 mg of Ketorolac
Trometamol per 1 mL. / Ot 27,0 mMr mo
33,0 Mr keToposiaka TpoMeraMosia B 1 M.

12 Ethanol content / DTanon 11.98 %

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/
IIpumeuanue: ITponykT cooTBeTCTBYET TpeboBanusM HJI

Conclusion : APPROVED /
3axnwuenue: OJOEPEHO

Prepared by / Checked by / Checked by)(AQA) / Approved by: Quality Assurance/Authorized
[oarorosnexo: [Tposepeno: Pardeep | Ilposepenof(AOK): person / Ompobpeno: Obecneuenue

Ramakant %\»\ Kumar Abhishek P&%}TBLT‘JTBCHHOE JIMLO:

Date / Date / Date / Date / L \// /d'-)”
Jlara: 14.07.2026 Jara: 14.07.2026 Jlara: 14.07.2026 Jara: L ,\‘)J?

-

-

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: 1.85195AP1984P1.CO04507
www.drreddys.com




Dr.Reddy’s Q':‘.

CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAJI3A

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

IIpoaykr: Keropon® (keToponak) pacTBop uisi BHYTPUBEHHOTO M BHYTPUMBILIEYHOrO BBefeHUs, 30 Mr/mi
Batch No / . V260503 Batch Quantity / . 454545 ampules /
Cepus Ne ) O6bem cepnu * 454545 amnyn
Analytical Report No / Date of Analysis /

AHaTHTHYEeCKHI oTUeT Ne : 890001895089 JlaTa aHanu3a : 14.07.2026

Date of Manufacture / - 06/2026 Date of Expiry / . 05/2028

JlaTa mpou3BoacTBa I'onen o

Mfg. License No. /

Iponseoxcraennas : MB/05/264 Mol amere : JITT-Ne(008888)-(PI-RU)
JinueH3us Ne Homep PY

Analysis performed according to ND / Ananu3 nposenen mo HJI: JITI-Ne(008888)-(PI'-RU)-170225

Artworks of primary package approved: / MakeTsl nepBHYHOH yNaKkoBKH yTBepxkaeHbl: 17.02.2025
Artworks of intermediate package approved: / MakeTbl NpoMeXXyTO4HOH ynakoBKH yTBepxaennl: 17.02.2025
Artworks of secondary package approved: / MakeTbl BTOpHYHOIi ynHakoBKH yTBepxkaenbl: 09.06.2025

PL approved: / JIB yrBep:kaen: 17.02.2025

Page 6 of 9/ C1p. 6 m3 9

No Test / Iloxkazarenn

Results / PesynbTaTth!

Specification / Hopma

13 | Package description /

OnucaHue 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 M B aMmynbl U3 CBETO3AILUTHOIO
CTekJla TEMHO-KOPHUYHEBOTO LIBETA Kjlacca
I. B BepxHeil 4acTH aMITyJibl HaHECEHBI
KONBLIO U TOYKA Ui pa3yioMa. Ha amnymy
HaKJIEUBAIOT STHKETKY.

ITo 10 ammyn BMeCTe C JIMCTKOM-
BKIagpilieM B [IBX/amoMUHUCBBIN
6nucrep. Ilo 1 Onuctepy B mauky
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.
/

Ilo 1 M B aMmynibl U3 CBETO3ALIUTHOIO
CTEeKJIa TEMHO-KOPUUYHEBOTO L[BeTa KJjlacca
I. B BepxHell yacTu amrynbl HaHECEHSBI
KOJIBLIO M TOUKa JJ1s pasioMa. Ha ammyiy
HaKJIEUBAIOT ITUKETKY.

ITo 10 ammyn BMecT€ C JIMCTKOM-
BiagpiieM B [IBX/anioMHHMEBBIH
6nucrep. Ilo 1 Gaucrepy B mauky

KapTOHHYIO; 01151 cmayuonapos: mo 2, 3, 5
OJIMCTEPOB B NAYKy KapTOHHYIO.

Remarks : The Product confirms to ND/

IMpumeyanue: [IpoaykT cooTBETCTBYET Tpebopanuam HJJ

Conclusion : APPROVED /
. 3aknouenne: OJJOBPEHO

Prepared by / Checked by / Checked by(AQA) / Approved by: Quality Assurance/Authorized
ITonroroBnexo: Iposepeno: Pardeep | IMposepeno [AOK): person / Ono6peno: Obecneuenue
Ramakant & Kumar Of//‘ Abhishek Chauhan { Kau‘ TBa/OTBeTCTBeHLiOC JIULO:
%”;x ’ 5 0 lCﬂ/\nm
i } f/?"fV@/
Date / Date / Date / Date / Z
Jlata: 14.07.2026 Jlata: 14.07.2026 | Jlata: 14.07.2026 Jlara: b

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad -

M oV

14

500034, Telangana, India

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, Baddi,
Distt. Solan, H.P,, 173 205, INDIA

CERTIFICATE OF ANALYSIS Tel : +51 98166 56001-02
CEPTU®UKAT AHAJU3A W redelys.cond

Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipoaykr: Ketopon® (keToposiak) pacTBop Ui BHYTPUBEHHOIO M BHYTPHMBbILIEHHOro BBeAeHHUs, 30 Mr/ma
Batch No / - V260503 Batch Quantity / . 454545 ampules /
Cepusa Ne ) Oo0nem cepun ' 454545 amnyn
Analytical Report No / Date of Analysis /
Ananuruueckuii oruer Ne : 890001895089 Jara ananusza : 14.07.2026
Date of Manufacture / . 06/2026 Date of Expiry / . 05/2028
JlaTa npou3zBoacTBa T'onen go
Mfg. License No. /
Hpoussoncreentan : MB/05/264 e : JITT-Ne(008888)-(PT-RU)
Jauen3us No Homep PY

Analysis performed according to ND / Anamm3s nposeaen mo HJ/I: JITI-Ne(008888)-(PT'-RU)-170225

Artworks of primary package approved: / MakeTbl nepBH4HOH ynakoBkH yTBep:xkienbl: 17.02.2025
Artworks of intermediate package approved: / MakeTbl nIpoMeXXyToO4HOH ynakoBkH yreepsaennr: 17.02.2025
Artworks of secondary package approved: / MakeTbl BTOpHYHOi YIakoBKH yTBepxaensbl: 09.06.2025

PL approved: / JIB yrBepxkaen: 17.02.2025
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Ne Test / [lokasaTenn Results / PesyabTaThbl Specification / Hopma
14 | Labeling / MapkupoBka Complies / CoOTBETCTBYET In accordance with section 1.3.2 of
module 1 of the registration dossier. / B
COOTBETCTBHUM C pa3fesioM 1.3.2 Mmonyns 1
PEruCTPALHIOHHOIO I0CheE.
15 | Storage conditions / In a place protected from light at a temperature below 25 ° C.
YcnoBus xpaHeHus Do not freeze. / B 3amuuiiieHHOM OT cBeTa MecTe NMpu Temneparype He Boiuie 25 °C. He
3aMOpPaKUBaTb.
16 | Shelf-life (storage period) / 2 years./ 2 rona.
CpoK roaHocTH (Cpox
XpaHeHHUd)

* Tests are not performed during the stability investigation. / * McnbiTaHuss He MPOBOAAT B XOAE MCCIIE[OBAHUSA

CcTabUIbHOCTH.

** Release quality control of the perfomance is carried out for every 15th batch. / ** [1pu Beimycke npenapara KOHTPOJIb
KaueCTBa 110 10Ka3aTeJIi0 NPOBOAUTCS I KaXkao# 15-0i cepun.

API name / Haumenoanue ADC:

Ketorolac Trometamol / Ketoponaka Tpometamon

INN / MHH:

Ketorolac / Ketoposak

API manufacturer batch number /
Howmep cepun npoussoautens ADC:

2KTM(VL)0210226

Remarks : The Product confirms to ND/

ITpumeyanue: IIpogykT coOTBETCTBYET TpeboBaHuaM HJT

Conclusion : APPROVED /
3axnoyenue: OJIOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[ToaroTopnexo: ITposepeno: Pardeep | Tlposepguo (AOK): person / Onobpeno: ObecneueHue
Ramakant ‘}li\ Kumar Abhishek Chauhan K%aa/OTBeTCTBeuuoe JIHLLO:

= — b o)

%\“\/ = | \/255/,57/
Date / Date / Date / Date / )
Jara: 14.07.2026 Jata: 14.07.2026 Hara: 14.07.2026 JaTa: S \&,\ 1)'7’6
= =

P

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




Dr.Reddy’s “:‘.

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

CEPTHPUKAT AHAJIM3A www.drreddys.com
Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipoaykr: Ketopon® (keroposak) pacTBOp /11 BHYTPUBEHHOIO M BHYTPUMBILIEYHOrO BBEACHHS, 30 Mr/ma
Batch No / . V260503 Batch Quantity / . 454545 ampules /
Cepus Ne ' O61bem cepun " 454545 amnyn
Analytical Report No / Date of Analysis /
AHaJIMTHYeCKHH oT4yeT No : 890001895089 JlaTa anaausa : 14.07.2026
Date of Manufacture / . 06/2026 Date of Expiry / . 05/2028
JaTta npou3BoacTBa I'ogen po
Mfg. License No. /
HpoussoacTsentas : MB/05/264 MA number: / : JIIT-Ne(008888)-(PT-RU)
JauneH3us Ne Homep PY

PL approved: / JIB yreepxaen: 17.02.2025

Analysis performed according to ND / Auanus npoeeaen mo HJI: JITI-Ne(008888)-(PI'-RU)-170225

Artworks of primary package approved: / MakeTbl nepBHYHOH yNakoBKH yTBepaaenbl: 17.02.2025
Artworks of intermediate package approved: / MakeTbl IPOMeXKyTOYHOH YNAKOBKH yTBep:xkaeHbl: 17.02.2025
Artworks of secondary package approved: / MakeTbl BTOpHYHOI ynakoBKHu yTBep:kaeHsnl: 09.06.2025
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FP Manufacturer API Batch number /
Homep cepun cyGcTaHuMH NpOU3BOAUTE/IS
rJd:

FETA00179

API Manufactured by, address & country /
ITpoussoautens ADC, aapec H cTpaHa:

Symed Labs Limited,

Unit-II, Plot No. 25/B, Phase-III, I.D.A., Jeedimetla (V), Quthbullapur (M),
Medchal-Malkajgiri District- 500 055, Telangana State, India /
Caiimen JlaOc Jlumuren, Ilponssoacreentoe noapasaenenue I, Yuacrok Ne
25/B, ®aza lIl, U.JI.A., Jxeenumerna (Bunamxk), Kyroynnanyp (Maunnan),
Menuan - Mankamkrupu (Juctpukr) - 500 055, Tenanrana, Muans

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

HaumenoBaHmue, anpec, JHLEH3UsS 151
IIpousBoacTBeHHas miowanaka / [Inomaaka
KOHTpOJISI KauecTBa / [Inomagka Beinycka

Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol, Nalagarh
Road, Baddi, Distt. Solan, H.P. 173205, India (license No MNB/05/263) /
I-p Pepun’c JIaboparopuc Jita., Uuaus, [Tpou3BoACTBEHHOE Mopa3eeHre-6,
Bunn. Kxone, Hanarapx Poyn, Bajnu, Juctpukt Conan, X.I1., 173205, Unaus

(ymmuenszust Ne MB/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 (No. GMP/EAEU/RU/02329-2025 dt.

Remarks : The Product confirms to ND/
ITpumeuanne: [IpoaykT coorBercTBYeT TpeGoBaHMAM HJL

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[Toarorosneno: [Iposepeno: Pardeep | Ilposepend (AOK): person / Ono6peHo: Obecneuenue
Ramakant Kumar Abhishek Ghauhan Kay TBa/OTBeTCTBcHng JIULO:
@u\ - b Sy Lt Codiion
Date / " Date / Date / Date / \ ( e =57, /
Jara: 14.07.2026 Jlara: 14.07.2026 Jara: 14.07.2026 JlaTa: \\‘\ ,\’],L
P

=

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




Se Dr. Reddy's Laboratories Ltd.
! ? @) Formulation Unit-6
Dr. Reddy S '.‘ Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTHO®UKAT AHAJIN3A www.drreddys.com

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

Ilpoaykr: Keropon® (ketoposiak) pacTBOp asisi BHYTPMBEHHOTO U BHYTPHMBILLEYHOrO BBeAEHHs, 30 Mr/mn
Batch No / . V260503 Batch Quantity / . 454545 ampules /
Cepus Ne ) O0bem cepuu " 454545 amnyn
Analytical Report No / Date of Analysis /

AHanuTH4ecKHii oTueT Ne : 890001895089 JlaTa anasu3a : 14.07.2026

Date of Manufacture / . 06/2026 Date of Expiry / . 05/2028

Jata npou3BoACTBA I'ogen 1o

Mfg. License No. /

Hpoussoncraenmas : MB/05/264 i S eid : JTT-Ne(008888)-(PT-RU)
aunensus Ne Howmep PY

Analysis performed according to ND / Ananu3 npoeaen mo HJI: JITI-Ne(008888)-(PI"-RU)-170225

Artworks of primary package approved: / MakeTsl nepBHYHOH yNaKoBKH yTBepxkaeHbl: 17.02.2025
Artworks of intermediate package approved: / MakeTbl npoMexKyTOYHOM ynakoBKH yTBep:kaAeHb: 17.02.2025
Artworks of secondary package approved: / MakeTbl BTOpH4HOH YIAKOBKH yTBepkaeHbl: 09.06.2025

PL approved: / JIB yrBep:kaen: 17.02.2025
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September 19, 2025) 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». /

3akiiloueHHe 0 cooTBeTcTBHH: «HacTodummm s MOATBEpPXKAAIO, YTO I[PHUBEEHHAS Bbille MH(OpMAlUs sBiseTCs
JIOCTOBEPHOH U TOYHOM. DTa cepus MPOAYKLMHU NPOoU3BeAcHa (BKJTIOHAs YNIaKOBKY (MapKHMpPOBKY) M KOHTPOJIb Ka4eCTBa)
Ha BbIILIEYKa3aHHOM NMPOM3BOJCTBEHHOM IuIomaake (MUIolanKkax) B MOJHOM COOTBETCTBHHU ¢ TpebGoBanusmu [IpaBun
HajJieXKalleil Npou3BOACTBEHHON npakTiku EBpasuiickoro skoHoMuueckoro cotoza (Ne GMP/EAEU/RU/02329-2025
ot 19 centsa6pst 2025 r.) u TpeboBaHUSIMM KOHTPOJISI Ka4eCTBa JIEKAPCTBEHHBIX CPEJICTB, & TAKXKE B COOTBETCTBHH CO
creuuUKaLUsIMH, COACPXKALIUMHUCS B PErHCTPAlMOHHOM JOChe CTPaHBI-UMIIOpTEpa. 3amuMcH M0 MPOU3BOACTRY,
YIAaKOBKE W aHaJIM3y MpPOBEPEHbl, W YCTAaHOBIEHO WX COOTBeTCTBHE TpeboBanusam [lpaBun Hamnexarieit
IIPOU3BOJICTBEHHOH IPAKTHKK EBpa3sHHCKOro SKOHOMHUYECKOTO COK3aY.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /

ITpumeuanue: [Ipoaykt cooTBeTCTBYET TpeboBaHusaM HJI 3aknawuenne: OJJOGPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
Ioarorosnexo: [Iposepeno: Pardeep | Ilposepend (AOK): person / OnobpeHo: ObecneueHue

Ramakant ‘g Kumar Abhishek (hauha Kay Bﬂ/OTBCT(TBCHH(éfB JIMLLO;
' - LONAT
Date / \ Date / Date / Date / ( r%

JHara: 14.07.2026 Hata: 14.07.2026 JHata: 14.07.2026 Jara: \\l\ ~
Vv

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: L85195AP1984PI.C004507
www arreddys.com





