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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6 A
Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02

CEPTHO®UKAT AHAJIM3A  www.drreddys.com

Product : / Ketorol™ (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Ketopon™ (ketoponak) pacTBop /Uisi BHYTPHBEHHOIO ¥ BHYTPUMBILIEUHOrO BBeeHHs, 30 Mr/m
Batch No / . V260425 Batch Quantity / . 454545 ampules /
Cepus Ne ) O6bem cepun * 454545 amnyn
Analytical Report No / Date of Analysis /

Ananuruyeckuii oTyer Ne : 890001889200 JlaTa ananusa : 20.06.2026

Date of Manufacture / . 05/2026 Date of Expiry / . 04/2028 -
Jara npousBojacTaa T'open no

Mfg. License No. /

Hpoussoacreenas : MB/05/264 - : JITI-Ne(008888)-(PT-RU)
Jiuenzust Ne Homep PY

Analysis performed according to ND / Ananus nposexen no HJI: JITI-Ne(008888)-(PI'-RU)-170225

Artworks of primary package approved: / MakeTs! nepBHuHOl ynakosku yreepakaenni: 17.02.2025
Artworks of intermediate package approved: / MakeTbl npoMeXyTO4HOH ynakoBKH yrBep:kaeunt: 17.02.2025
Artworks of secondary package approved: / MakeTbl BTOpHYHOH ynakoBku yrBepxaensni: 09.06.2025

PL approved: / JIB yrBepaaen: 17.02.2025

Page 1 0f9/Crp.11u39

No Test / [TokaszaTenn

Results / PesynbTaThl

Specification / Hopma

1 Description / Onncanne

Clear colorless solution. / ITpo3paunbiii
OeclBeTHbL pacTBOp.

Clear colorless to slightly yellow color
solution. / Tlpospaunsiii pacTBOp OT
GeCLBETHOTO /10 CBET0-XKETOrO 1IBETA.

2 | Identification* / MUpeHTHOUKALMA*

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 ynepxupaHus
OCHOBHOTO TmMHKa Ha XpoMarorpamme
HCOBITYEMOrO0 pacTBOpa COOTBETCTBYET
BpeMeHH yIep>KUBaHMs OCHOBHOTO IIHKa
Ha  XpoMaTorpamme CTaHZAPTHOTO
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  ynepxuBaHus
OCHOBHOTO MMKa Ha XpoMmarorpamme
UCIILITYEMOrO pacTBopa JIOJIKHO

COOTBETCTBOBATh BPEMEHHU YAEPKUBAHUS
OCHOBHOTO INMKa Ha XpomaTorpamme
CTaHAAPTHOrO pacTBopa (paznen
«KonH4ecTBeHHOE ONPENENEHYEY).

Remarks : The Product confirms to ND/
Mpumeuanne: [Nponykr coorercrayer Tpebosanuam HJI

Conclusion : APPROVED /
3aknwyenne: OJOGPEHO

Prepared by /
[ToaroToBJEHO:
Yogesh Chaulan

Checked by /
IlpoBepeHo:

Rama Kant mj‘

Checked by (AQA) /
Ipoeepeno (AOK):
Ajay Kumar Srivastava

Approved by: Quality Assurance/Authorized
person / Onobpeno: ObecnieueHne
kauecTBa/OTBETCTBEHHOE JIULIO:

QAN

22
Date /

Jlata: 20.06.2026

Date /

Jara: 20.06.2026

ek
Date / =i

Jara: 20.06.2026

Date /

Register

ed Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad -.50003
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email; mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com
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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 98166 56001-02

CEPTUOUKAT AHAJIM3A ~ Www.drreddys.com
Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Ketopon® (keToposnak) pacTBOp JUIsi BHYTPUBEHHOTO U BHYTPHMBILEYHOTO BBeACHHUS, 30 Mr/mMi
Batch No / . V260425 Batch Quantity / . 454545 ampules /
Cepus Ne ) Oo6nbem cepun " 454545 amnyn
Analytical Report No / Date of Analysis /
AHanuTH4yecKkuii oryer Ne : 890001889200 JaTa ananu3a : 20.06.2026
Date of Manufacture / . 05/2026 Date of Expiry / . 04/2028
JlaTa npou3BoacTBA T'ogen no
Mfg. License No. /
Hponssoacreenmas : MB/05/264 Ly : JTIT-Ne(008888)-(PI™-RU)
auneHsus Ne Homep PY

Analysis performed according to ND / Anasm3s nposeaen no H/I: JITI-Ne(008888)-(PT-RU)-170225

Artworks of primary package approved: / Makerbl nepBHYHOI yHaKoBKH yTBepxkaAeHs: 17.02.2025
Artworks of intermediate package approved: / MakeTbl NpoMeKyTOUHOH yNaKOBKH yTBepxaeHn: 17.02.2025
Artworks of secondary package approved: / MakeTbl BTOpHYHOI ylakoBkH yTBep:xkaeHbl: 09.06.2025

PL approved: / JIB yrBepxknen: 17.02.2025

Page2 of 9/ Crp.2u3 9
Ne Test / ITokazaTennb Results / PesyabTaThbl Specification / Hopma
2b | UV- spectrophotometry* / UV absorption spectra of the test solution | UV absorption spectra of the test solution
Vo « | and the solution of the standard sample of | and the solution of the standard sample of
<BRERIpOP MNP 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. / V®-cnekTpsl nornouleHus | maxima at 322 + 2 nm. / Y®-cnekTpsl
HCOILITYEMOTO  PacTBOpa U pacTBOpa | NOINIOUIEHMs HCMBITYEMOrO pacTBopa |
CTaHZapTHOro  ofpasya  KeTopojiaka | pacTBopa CTaHIapTHOTO o6pasua
TpomeTaMuHa B o6acTv ot 200 HM 10 400 | keToposlaka TpoMeTaMHHa B 00JjacTH OT
HM MMEIOT MakcUMyMbl norjouieHus npu | 200 oM o 400 HM HOJKHBI UMETh
32242 umM. MakCHMYMbl OTJIOIEH s Npu 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. / OnanecueHuusa npenapara | suspension I. / OnanecueHus npenapara
HE MPEBBILIAET ONaNeCLEHUMIO CYCIIEH3HU | HE NOJDKHA NPEBBIIATH OMaleCUEeHIUI0
cpaBHeHus L. CyCNeH3Uu CpaBHEHMS 1.
4 Color / IIseTHOCTH 0.04 Absorbance should be not more than 0.20
Abs at a wavelength of 430 nm. /
[TornouieHue a0JKHO ObITH He Gosee 0,20
NpHU AjvHe BOJIHBI 430 HM.
5 pH 7.2 From 6.91t07.9./0716,9 10 7,9.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeyanne: [TpoaykT coorBercTBYET TpeboBanusm HJJ 3akmouenune: OJIOGPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
IToaroroneHo: [TpoBepeHo: [Mposepeno (AOK): person / Onobpeno: Obecnedenne
Yogesh Chauh/a Rama Kant Ajay Kumar Srivastava kauecTBa/OTBETCTBEHHOE JINLIO:
L W My A
Date / Date / Date / Date / \}\ L
Jara: 20.06.2026 Jara: 20.06.2026 Hara: 20.06.2026 Jara: A/O An')/b
=¥ = 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: L85195AP1984PLC0O04507
www.drreddys.com




‘Q. Dr. Reddy's Laboratories Ltd.

! e@® Formulation Unit-6

DI'. Reddy S L Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA

CERTIFICATE OF ANALYSIS  Tel:+91 98166 56001-02
CEPTUOUKAT AHAJIM3A www.drreddys.com

Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIponykr: Ketopon® (keToposiak) pacTBop /i BHYTPUBEHHOTO M BHYTPUMBILIEYHOTO BBEEHHS, 30 MI/mi1
Batch No / . V260425 Batch Quantity / . 454545 ampules /
Cepus Ne : O0bem cepnn " 454545 amnyn
Analytical Report No / Date of Analysis /

AHauTHYeCKHH oTyeT Ne : 890001889200 JlaTa aHasu3a : 20.06.2026

Date of Manufacture / . 05/2026 Date of Expiry / . 04/2028
JlaTa mpou3BoAcTBAa T'ogen go

Mfg. License No. /

Hpoussoxcrsennast : MB/05/264 A I : JITI-Ne(008888)-(P[-RU)
aunenzus Ne Homep PY

Analysis performed according to ND / Anaym3 nposenen no H/I: JITI-Ne(008888)-(PI'-RU)-170225

Artworks of primary package approved: / MakeTbl nepBHYHOIi yHakoBKH yTBepxaenst: 17.02.2025
Artworks of intermediate package approved: / MakeTbl NpoMe:KyTOYHOI ynakoBKku yTBepkaennr: 17.02.2025
Artworks of secondary package approved: / MakeTbl BTOpU4YHOIl ynakoBKH yTBep:xaeHnbl: 09.06.2025

PL approved: / JIB yreepxxaen: 17.02.2025

Page30of9/Crp.31u39
Ne Test / HokasaTenb Results / PesyabTaTsl Specification / Hopma
6 Particulate matter / MexaHn4ecKkue BKJIIOUYEHHUA
6a | Visible particles / Complies / CooTBeTCTBYET Should be absent. /
Buaumbie yacTULIBI JIOJKHBL OTCYTCTBOBATS.
6b | Invisible particles /
HeBuaumble 4acTHULIBI:
i. Particles> 10 pm/ 06 not more than 6000 per ampoule; /
YacTui pasMepom > He Gonee 6000 Ha ammyny;
10 MKM
ii. particles > 25 pm/ 00 not more than 600 per ampoule. /
YaCTHUL| pa3sMEpoM > He 6osee 600 Ha ammyny.
25 MKM
7 Impurities / [Ipumecu
Impurity A / ITpumecs A 0.09 % not more than 0.20 % / ue 6onee 0,20 %;
Impurity B / [Ipumecs B Below LOD (LOD =0.014 %) / Huxe not more than 0.50 % / ne 6onee 0,50 %;
npezena obHapyxenus (I10 = 0.014 %)
Impurity C / [Ipumecs C Below LOD (LOD = 0.010 %) / Huxe not more than 0.50 % / He 60J¢ee 0,50 %,
npenena oonapyxenus (I10 = 0.010 %)
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: IIponykrt coorsercTByeT Tpebopanusm HJI 3akaouyenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[MToarorosneno: [TpoeepeHo: ITposepeno (AOK): person / Onobpeno: ObecneueHue
Yogesh Chauha Rama Kant t& Ajay Kumar Srivastava ka4yecTBa/OTBETCTBEHHOE JIUIIO:
.z ; S O N
Date / Date / Date / Date / \ .
Hara: 20.06.2026 Hata: 20.06.2026 Jara: 20.06.2026 Hara: A/OSOAQ/Q

=) :
e
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 ":"

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Natagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA
Tel : +91 98166 56001-02

CEPTUONKAT AHAJIN3A www.drreddys.com

Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IMpoaykrT: Ketopon® (keToponak) pacTBop /i BHYTPUBEHHOIO M BHYTPUMBLLIEYHOTO BBEAEHHS, 30 MI/MI1
Batch No / . V260425 Batch Quantity / , 454545 ampules /
Cepnsa Ne : O0bem cepun 454545 amnyn
Analytical Report No / Date of Analysis /

Ananurnyeckuii oTuer Ne : 890001889200 HaTta aHanuza : 20.06.2026

Date of Manufacture / . 05/2026 Date of Expiry / . 04/2028
JaTta npousBoacTBa Iopen no

Mfg. License No. /

Hponseoncreenmas : MB/05/264 ik IMITher / : JITI-Ne(008888)-(PT-RU)
Jauuenzus Ne Homep PY

Analysis performed according to ND / Auanu3 nposeaen mo HJI: JITI-Ne(008888)-(PI'-RU)-170225

Artworks of primary package approved: / MakeTbl nepBHYHOI YIAaKOBKH yTrBepxaensbl: 17.02.2025
Artworks of intermediate package approved: / MakeTbl IpOMeKYTOYHOH yNaKoBKH yTBepxkaenbl: 17.02.2025
Artworks of secondary package approved: / MakeTbl BTOpHYHOH YIaKkoBKH yTBepxaeHbl: 09.06.2025

PL approved: / JIB yrBepsxaen: 17.02.2025

Page40f9/Crp. 439

Ne Test / IlokasaTens Results / PesyabTaTbi Specification / Hopma

Impurity D / [Ipumecs D Below LOD (LOD = 0.014 %) / Huxe not more than 0.20 % / ue 6onee 0,20 %.
npenena ooHapyxenuns (I10 = 0.014 %)

Individual unidentified Below LOQ (LOQ = 0.050 %) / Huxe Not more than 0.20 % / He 6onee 0,20 %.

impurity / EnuHH4Has npeliesia KOJIMYECTBEHHOTO ONPeNeNeHUst

HeUIeHTUGUUUPOBAHHAA (ITKO = 0.050 %)

IpuUMech

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

npumeceit e

8 Extractable volume* / Not less than 10.0 ml (collectively
H3pnekaemblii 06bemM™ measured volume of 10 ampoules). /

10.4 ml/ 10,4 Ma He menee 10,0 mn (06bem, nusmepeHHBbIiH
Ha OCHOBAaHUH 00beIMHEHHOTO
coxepxxumMoro 10 ammy).

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of Ketorolac
BakTepnajbHbie <=0.725 E3/mr Trometamol. / He Gonee 5,8 ED/mr
IHIOTOKCHHBI KETopoJiaka TpoMeTaModa,

10 | Sterility**/ Complies / CooTBeTCTBYET Must be sterile. / Jlomken ObITh
CrepuibHOCTL** CTEPUALHBIM,

Remarks : The Product confirms to ND/
Ipumeuanue: IponykT cooTBeTCTBYET TpeboBaHusM HJI

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
IToaroToBneHo: Ilposepeno: Iposepeno (AOK): person / OnobpeHo: ObecneueHue
Yogesh Ch?f Rama Kant \}d— ‘ Ajay Kumar Srivastava KayecTBa/OTBETCTBEHHOE JIULIO:
P/ W By N
Date / s Date / ‘ Date / Date /
Harta: 20.06.2026 Jata: 20.06.2026 Hara: 20.06.2026 Jara: (\WA\L OO’E
\ Y

22

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:+9198166 56001-02

CEPTUOHMKAT AHAJIM3A ~ Www.drreddys.com

Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Ketopon® (keToposiak) pacTBOp s BHYTPMBEHHOTO M BHYTPHMBILICYHOTO BBeaeH s, 30 Mr/Mi
Batch No / . V260425 Batch Quantity / . 454545 ampules /
Cepus Ne ’ O0nbeM cepun 454545 amnyn
Analytical Report No / Date of Analysis /

AHanuTHYecKHii oTueT Ne : 890001889200 JlaTa ananusa : 20.06.2026

Date of Manufacture / . 05/2026 Date of Expiry / . 04/2028

JlaTa mpou3BoacTBa T'ogen no

Mfg. License No. /

HpoussoxcTeennas : MB/05/264 e : JIT1-Ne(008888)-(PT-RU)
auneHsus Ne Homep PY

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

Artworks of primary package approved: / Makersl nepBH4YHOM YIAaKOBKH yTBepxaeHbl: 17.02.2025
Artworks of intermediate package approved: / MakeTsl npoMeXyTouHO# ynakoBkH yTBepxaennr: 17.02.2025
Artworks of secondary package approved: / MakeTsl BTOPH4HOIl yIaKkoBKH yTBep:kaensbl: 09.06.2025

PL approved: / JIB yreepaxaen: 17.02.2025

Page 50f9/Crp.5mu39

Ne Test / [TokazaTenanb

Results / Pe3yabTaThl Specification / Hopma

11 | Assay/ KoauvecTBeHHOe
onpejaeneHue

29.90 mg / 29,90Mr From 27.0 mg to 33.0 mg of Ketorolac
Trometamol per 1 mL. / Ot 27,0 Mr 10
33,0 Mr keTopoJsiaka TpoMeTaMoJia B 1 MiL.

12 Ethanol content / DTanon

12.04 % From 10.60 % (v/v) to 13.10 % (v/v)./
Or 10,60 % (06/06) no 13,10 % (06/006).

Remarks : The Product confirms to ND/

Conclusion : APPROVED /

ITpumeyanue: IIpoaykT cooTBeTCTBYET TpeboBanusiM HJT 3axsouenne: OJJOGPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[Toarorosnexo: [Iposepeno: [Tpoeepeno (AOK): person / Opo6peno: ObecneueHue

Yogesh Ch?’ Rama KW
/

<

Ajay Kumar Srivastava kadecTBa/OTBETCTBEHHOE JIUIIO:

hl .

Date / Py Date /

v

Hara: 20.06.2026 Hara: 20.06.2026

b

"l
E::i/ 20.06.2026 E:;Z/ R \M{Ofﬁ) L
i - T

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

CEPTUDPUKAT AHAJIN3A www.drreddys.com
Product ; / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykT: Kertopon® (keToponak) pacTBop /Ul BHYTPUBEHHOTO ¥ BHYTPUMBILIEYHOTO BBEEHH:, 30 MI/mJ1
'Batch No / . V260425 Batch Quantity / . 454545 ampules /
| Cepus Ne ) O6bem cepun " 454545 amnyn
Analytical Report No / Date of Analysis /
AHajuTHYecKHi oTyeT Ne : 890001889200 Jata aHanu3a : 20.06.2026
Date of Manufacture / . 05/2026 Date of Expiry / . 04/2028
JaTta npou3BoacTBa T'open mo
Mfg. License No. /
IponseoncTaennan : MB/05/264 e : JIT-Ne(008888)-(PT-RU)
JHneH3us Ne Howmep PY

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

Artworks of primary package approved: / MakeTsl nepBHYHOI yIaKOBKH yTBepxkaeHbr: 17.02.2025
Artworks of intermediate package approved: / MakeTbl npoMexXyTO4HOH YNAKOBKH yTBepxaensi: 17.02.2025
Artworks of secondary package approved: / MakeTbl BTOPHYHOH yHaKoBKH yTBepskaensnl: 09.06.2025

PL approved: / JIB yrBepaxaen: 17.02.2025

Page 6 of 9/ Ctp. 6 u3 9

Ne

Test / Iloka3zaTenb

Results / Pe3yabTaThl

Specification / Hopma

13

Package description /
OnncaHue yoakoBKH

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 amIysibl U3 CBETO3ALIMTHOIO
CTeK/Ia TEMHO-KOPHYHEBOTO LIBETA KJlacca
I. B BepxHe#l yacTu aMmynbsl HaHECEHBI
KOJIBLIO U TOYKa AJis pasnoma. Ha amnyny
HAKJICUBAIOT ITUKETKY.

ITo 10 ammyn BMecTe ¢ JIUCTKOM-
BnagpiieM B - [IBX/amoMuHueBbIi
6mucrep. Ilo 16aucTepy 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
facilities: 2, 3, 5 blisters in a carton pack.
/

[To 1 Mn B aMITysbl U3 CBETO3ALUTHOTO
CTEKJIa TEMHO-KOPUYHEBOTO L[BETa KJlacca
I. B BepxHell yacTH aMITysibl HaHECEHBI
KOJIBLIO M TOUKa 1A paznoma. Ha ammymy
HaKJICUBAIOT STHKETKY.

ITo 10 ammyn BMecTe € JIMCTKOM-
BriagpiieM B IIBX/anmoMuHMeBbIid
o6muctep. [lo 1 6mucrepy B  mauky
KapTOHHYIO; 014 cmayuoHapos: 1o 2, 3, 5
OJIMCTEpPOB B IAYKY KAPTOHHYIO.

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad -
Tel: 491 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: ITponykr cootBeTcTBYET TpeboBansam HJL 3akmouenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
IToaroToBneHo: ITpoBepeHo: [Tposepeno (AOK): person / OnobpeHo: Obecneuenue
Yogesh Chauhaf _| Rama Kant Uﬁ\ Ajay Kumar Srivastava kauecTBa/OTBETCTBEHHOE JIULIO:
L W Py 0
Date / e Date / Date / = Date / W/ Jo
Jata: 20.06.2026 Hara: 20.06.2026 Jara: 20.06.2026 Harta: ~30 A ..n'7/6
=

500034, Telangana, India
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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 AHAJIN3A www.drreddys.com

Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Ketopon® (keroponak) pacTBOp /asiss BHYTPMBEHHOTO M BHYTPHUMBILIEUHOro BBeieHus, 30 Mr/mit
Batch No / . V260425 Batch Quantity / . 454545 ampules /
Cepus Ne ) O61em cepun * 454545 amnyn
Analytical Report No / Date of Analysis /

Ananurnyeckui oryet Ne : 890001889200 JlaTa ananu3a : 20.06.2026

Date of Manufacture / . 05/2026 Date of Expiry / . 04/2028
JaTa nponsBoacTBa T'ogen no

Mfg. License No. /

ponspoacTBenHas : MB/05/264 MA mirmher: . JITI-Ne(008888)-(PI"-RU)
JHUeH3Hs Ne Homep PY

Analysis performed according to ND / Anasm3 nposenen no HJI: JITI-Ne(008888)-(PI'-RU)-170225

Artworks of primary package approved: / MakeTbl nepBH4YHO# ynakoBKkH yTBepxKIenbl: 17.02.2025
Artworks of intermediate package approved: / MakeTbl NIpoMe:KyTOYHOH YIaKOBKH yTBepxkaeHnbl: 17.02.2025
Artworks of secondary package approved: / MakeTs! BTOpH4HOI ynakoBKHU yTBep:kaensl: 09.06.2025

PL approved: / JIB yrBep:xaen: 17.02.2025
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Ne Test / IToka3zaTesn

Results / PesyabTaTh!

Specification / Hopma

14 Labeling / MapkupoBka

Complies / COOTBETCTBYET

In accordance with section 1.3.2 of
module 1 of the registration dossier. / B
COOTBETCTBUH € pazzenioM 1.3.2 Mmoayns 1
PErHCTPaLlHOHHOIO OCheE.

15 Storage conditions /
YcnoBHS XpaHEeHHS
3aMOpaXXHBaTh.

In a place protected from light at a temperature below 25 ° C.
Do not freeze. / B 3aiuiieHHOM OT CBETa MecTe MpH TeMnepaType He Boilie 25 °C. He

16 | Shelf-life (siorage period) /
Cpok rogHocTH (cpok
XpaHeHUs1)

2 years. / 2 roaa.

* Tests are not performed during the stability investigation. / * VcrbplTaHus He TNPOBOAAT B XOJE€ HCCIENOBaHMS

CcTabUIBHOCTY.

** Release quality control of the perfomance is carried out for every 15th batch. / ** [Ipu Brimycke npenapara KOHTPOJIb
Ka4yecTBa 110 NOKA3aTe0 NPOBOAUTCA I KaxkaoH 15-0i1 cepun.

API name / Haumenosanune A@C:

Ketorolac Trometamol / Ketoponaka TpomeTaMon

INN / MHH:

Ketorolac / Ketoponak

API manufacturer batch number /

2KT
Homep cepuu npounssoautesis ADC: RAISEREG
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanue: [IponykT cooTBeTcTBYET TpeboBaHusaM HJ[ 3aknwuenne: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
TMToAroToBEHO: IposepeHo: ITposepeno (AOK): person / Onobpeno: ObecneueHne
Yogesh ChV Rama Kant j Ajay Kumar Srivastava kauecTBa/OTBETCTBEHHOE JIUIIO:
Date/ — 7 Date/ Date / Date /
Jlara: 20.06.2026 Hara: 20.06.2026 Hara: 20.06.2026 Hara: (\l /ﬁlb ,,9,[;,

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: 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
Tel : +91 98166 56001-02

CEPTUOUKAT AHAJIM3A

www.drreddys.com

Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipoaykr: Keropon™ (ketoponak) pacTBop uis BHYTPHBEHHOIO ¥ BHYTPHMBILIEUHOTO BBEACHHS, 30 MI/Mi
Batch No / . V260425 Batch Quantity / . 454545 ampules /
Cepus Ne ) O6Bem cepun " 454545 amnyn
Analytical Report No / Date of Analysis /

AHAaTHTHYECKHH oTueT No : 890001889200 Jara apanuza : 20.06.2026

Date of Manufacture / . 05/2026 Date of Expiry / . 04/2028
JlaTta npousBojacTsa I'osen 10

Mfg. License No. /

IpoussoxcTsennas : MB/05/264 e : JITI-Ne(008888)-(PT-RU)
JuneH3us Ne Homep PY

PL approved: / JIB yreepaaen: 17.02.2025

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

Artworks of primary package approved: / Makers! nepBHYHOIl yNakoBku yreepaaenst: 17.02.2025
Artworks of intermediate package approved: / MakeTbl NIpOMeXyYTO4YHOI yNaKoBKH yrBepaaens: 17.02.2025
Artworks of secondary package approved: / Makers! BropuuHoii ynakosku yreepaxaennt: 09.06.2025

Page 8 of 9/ Crp.8m3 9

FP Manufacturer API Batch number /
Homep cepuu cyGcTaHUMM NPOU3BOAUTENS
IJid:

FETA00133

API Manufactured by, address & country /
IlpousBoauTens A®C, aapec u cTpauna:

Unit-11, Plot No. 25/B, Phase-III, .D.A., Jeedimetla (V), Quthbullapur (M),
Medchal-Malkajgiri District- 500 055, Telangana State, India /
Caiimen JTabe Jlumuren, [Nponssoacteennoe noapasaeneuue 11, Yuacrox Ne
25/B, ®aza 111, U.JI.A., ixeeaumerna (Bunnanxk), Kyroynnanyp (Manaan),
Menuasn - Mankamxrupu (JAucetpukr) - 500 055, Tenaurana, Muans

Symed Labs Limited,

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

HaunmenoBanue, aapec, JHUEH3Hs s
IMpoussoncreennas naowanka / luomaaka
KOHTPOJs Kadecrsa / [nomanka 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) /
J-p Pemuu’c JlaGoparopuc Jita., Uuaus, IponssoacTeeHHoe noapasnenetue-6,
Buan. Kxons, Hanarapx Poya, Bajuu, Jincrpuxt Conan, X.I1., 173205, Haans

(nuuensun 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/ Conclusion : APPROVED /

Ipumeuanne: [poaykr coorBercrByet Tpedosannam HJJ 3aknwyenne: OIOGPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized

[Toaroropneno: [TpoBepeHo: [Tposepeno (AOK): person / Onobpeno: Obecneuenue

Yogesh Chauhy Rama Kant Ajay Kumar Srivastava kayecTBa/OTBETCTBEHHOE JIMLO:
A A N

Date/ Date/ Date / e Date / m M il

Jara: 20.06.2026 Hara: 20.06.2026 Jara: 20.06.2026 Jara: ,? /0 Q'M:

N o

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 Laboratories Ltd.

@e
/ “. 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®HKAT AHAJTU3A www.drreddys.com

Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Ketopon™ (keToposiak) pacTBOp /Ulsi BHYTPHBEHHOIO W BHYTPHMBILLIEYHOTO BBEACHHS, 30 Mr/mil
Batch No / . V260425 Batch Quantity / . 454545 ampules /
Cepust Ne ) O6bem cepun " 454545 amnyn
Analytical Report No / Date of Analysis /

Ananutugeckuii oTuer Ne : 890001889200 ; Jara ananusa : 20.06.2026

Dat‘e of Manufacture / . 05/2026 Date of Expiry / . 04/2028

Jara npoussojacrea Togen no

Mfg. License No. /

Hpoussocreennas : MB/05/264 A ISR : JITI-Ne(008888)-(P[-RU)
Junenszus Ne Homep PY

Analysis performed according to ND / Auanns nposeaen no HJL: JIIT-Ne(008888)-(PI'-RU)-170225

Artworks of primary package approved: / Makersl nepsiuHoii ynakoBku yrsepsaaensi: 17.02.2025
Artworks of intermediate package approved: / MakeTsl nnpoMeKyTO4HON yNakoBKn yrBepaxaenn:: 17.02.2025
Artworks of secondary package approved: / Makers! BropuuHoii ynakoskn yrsepaxaenst: 09.06.2025

PL approved: / JIB yrsepxaen: 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 establishedy. /

3akiauyenne o coorsercrBuu: «Hactosumm s NMOATBEPXK/IAND, YTO TpUBE/IeHHAs Bbille MHpOpMaLKA gBiseTCs
JIOCTOBEPHO# Y TOYHOM. DTa cepus MpOAYKLHH Npou3Be/ieHa (BKIIoYas yNakosKy (MapKMpOBKY) W KOHTPOJIb KayecTsa)
Ha Bblllleyka3aHHOW MPOW3BOJICTBEHHOM rulolaake (MIolaakax) B nojiHOM COOTBETCTBHM ¢ Tpebopanuamu [lpasun
HajIIeXKallei npousBoACTBeHHOM npakTuku EBpasuiickoro skoHomuyeckoro corosa (Ne GMP/EAEU/RU/02329-2025
ot 19 centabpsa 2025 r.) u TpeboBaHUIMH KOHTPOJIA KAY€CTBA JEKAPCTBEHHBIX CPEJICTB, @ TAKKE B COOTBETCTBHH CO
crielM(UKALUAMY, COJIEPKALIMMUCH B PErHCTPALIMOHHOM JIOChE CTPaHbl-MMNOpTEpa. 3anucH 10 MNPOM3BOJCTBY,
yIIaKOBKE M aHaJIW3y TPOBEPEeHbI, M YCTAHOBNEHO WX coorBercTBMe Tpebosanuam [lpaBun Hamnexauiei
MPOU3BOJICTBEHHOM MpakTUKK EBpa3uiickoro 3k0HOMH4ECKOro coro3an.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanue: [Tpoaykr cootBeTcTBYET Tpeboranuam HJL 3akawuenne: OJIOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
IToarororneHo: IIposepeHo: [Nporepeno (AOK): person / OgobpeHo: ObecneueHue
Yogesh Chay Rama Kant UJJ" Ajay Kumar Srivastava kauecTBa/OTBETCTBEHHOE NULIO:
/ ) N
Date / Ll Date / Date / Date / Ujg !‘o %
Jlara: 20.06.2026 Jara: 20.06.2026 Jara: 20.06.2026 Jara: ﬂ s A(O ~9

W

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
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