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Formulation Unit-6

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

CERTIFICATE OF ANALYSIS

Tal
cr . roa

+01 98165 55001-02

CEPTUOUKAT AHAJIA3A | drreddys.com
Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml a
Mpoayxr: Keropon® (keToponak) pacTBOp [UIsl BHYTPHECHHOIO M BHYTPHMBILIEUHOro BBeAcHHs, 30 mr/mn
Batch No / . V250890 Batch Quantity / . 454545 ampules /
Cepusa Ne ) O0bem cepun " 454545 amniyi
Analytical Repourt No/ . 890001848620 Date of Analysis / . 25.11.2025
AHandTHYeCKHi oTyeT No JlaTa ananu3sa
Date of Manufacture / . 11/2025 Date of Expiry / . 10/2027
Jdara nipousBojacrea I'open go
Mfg. License No. /
HponseoncTaennas : MNB/05/263 L IIET : JITT-No(008888)-(PT-RU)
auneHzus Ne Homep PY

Analysis performed according ND / Ananusz nposexen mo HJI: JITT-Ne(008888)-(PI"-RU)-170225

Pagelof 6/Crp. 1136

Ne Test / ITokasaTeanb Results / PesyabTaThl Specification / Hopma
1 Description / Onucanue Clear slightly yellow color solution. / | Clear colorless to slightly yellow color
[po3paunblii pacTtBOp cBeTnO-kenToro | solution. / Ilpo3paudslif pacTBOp OT
LBeTa. 6eCLBETHOTO 0 CBETJIO-XKEITOr0 LBETA.
2 | Identification* / UnenTnduxauna*
2a | HPLC*/ BOXX* The retention time of the main peak in the | The retention time of the main peak in the
chromatogram of test solution corresponds | chromatogram of test solution should
to the main peak in the chromatogram of | correspond to the main peak in the
standard solution. / Bpemst ynepxusanust | chromatogram of standard solution (Assay
OCHOBHOIO TMHMKa Ha XpoMmaTorpamme | section). /  Bpems  yaepxuBaHus
HCIIBITYEMOTO  PacTBOpPa COOTBETCTBYET | OCHOBHOIO IMKa Ha Xpomarorpamme
BPEMEHH YACPXKMBAHHS OCHOBHOTO IHMKAa | UCILITYEMOIO pacTBopa JOJDKHO
Ha XpoMarorpamme CTAHJAPTHOTO | COOTBETCTBOBATH BPEMEHM YIEPHMBAHUA
pacTBopa. OCHOBHOIO TMKa Ha Xpomatorpamme
CTaHJAPTHOTO pacTtBopa (pasnen
«Konu4ecTBeHHOE ONpeNeIeHUEN).
2b UV- spectrophotometry™® / UV absorption spectra of the test solution | UV absorption spectra of the test solution
. and the solution of the standard sample of | and the solution of the standard sample of
Y@-cnexkmpogomomempusn* K AN e B
etorolac 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-crnexTpsl NOMIOWEHUs | maxima at 322 + 2 nm. / Y®-cnekTpsl
HCIIBITYEMOrO  pacTBOpa M PacTBOpa | MOMIOIIEHUS HCIBITYEMOro pacTBopa H
cTaHgapTHoro  obpa3ua  KeTopojiaka | pacTBopa CTaHJapPTHOTO obpasLa
TpomeTamuHa B obnacti ot 200 10 400 HM | KeToposiaka TpoOMETaMWHA B 00JacTH OT
UMEIOT MaKCUMyMbl IorjoweHuss mpu | 200 po 400 HM  JOMKHBL  MMEThb
32242 HMm. MaKCHMYMBI IIOTJIOLIEHHA IpU 322+2 HM.

Remarks ; The Product confirms to ND/
IMpumeuanue: [IpoaykT cooTBeTCTBYET TpeboBanuam HJ

Conclusion : APPROVED /
3axuouenne: OJOBPEHO

Prepared by /
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Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Iponykr: Ketopon™ (keToponak) pacTsop /ist BHyTPHBEHHOTO W BHYTPMMBIUIEYHOLO BBEACHHS, 30 Mr/mn
Batch No/ . V250890 Batch Quantity / . 454545 ampules /
Cepusr Ne ) O0bem cepuu 454545 amnyn —
Analyfical Repovrt No/ . 890001848620 Date of Analysis / . 25.11.2025
AHaaHTHYECKHI oTueT No Jara ananu3za
Date of Manufacture / - 11/2025 Date of Expiry / . 10/2027
JlaTta 11pou3BoICTBA I'ogen go
Mfg. License No. /
| Ilpon3BoncTBennas : MNB/05/263 vt : JIT-Ne(008888)~(PT-RU)
JuneHsus Ne Homep PY
|Analysis performed according ND / Ananu3s nposenen no HJI: JIIT-Ne(008888)-(PI"-RU)-170225
Page20f 6/ Crp. 2 u3 6
| Ne Test / TToka3aTesnb Results / PesynasTaTs! Specification / Hopma
3 Clarity / IIpo3pauHocTb The opalescence of the sample does not | The opalescence of the sample should not
exceed  opalescence of  reference | exceed opalescence of reference
suspension I. / Onanecuennus npernapara | suspension L. / OnanecueHuys npenapara
He NPEBbILIAET OMNANECUEHIIHI0 CYCIIEH3HY | HE JOJDKHA MPEBLIIATH OMATECLEHIHO
cpaBHeHw 1. CYCTeH3MH cpaBHeHHs 1.
4 Color / lIpeTHOCTD 0.04 Absorbance should be not more than 0.20
Abs at a wavelength of 430 nm. /
INornouieHue nomKHO 6bITh HE Gonee 0,20
fpu JyidHe BOJaHb 430 HM.
5 pH 7.4 From6.9t07.9./016,9 g0 7,9.
6 Particulate matter / Mexanuyeckue BKII0YeHHs
6a | Visible particles / Complies / CooTBeTCTBYET Should be absent. /
Bunumble yacTHLbl JIOJXHBI OTCYTCTBOBATb.
6b | Invisible particles /
HeBuayumMele yacTHULbI:
i. Particles > 10 pm/ 0 not more than 6000 per ampoule; /
YacTuu pasMepom > He 6onee 6000 Ha amITyny;
10 Mxm
il. particles>25 um/ 0 not more than 600 per ampoule. /
YaCTHL pasMepoM > He 6osiee 600 Ha ammyny.
25 MKM
7 Impurities / Ipumecu
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanue: ITpoaykT cooTBeTcTBYET TpeboBanuam HJL 3akmouenne: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[MosarotosneHo: Vishal [Tpoeepeno: Pravesh [Mpoeepero (AOK): person / Onobpeno: Obecneyenue
| Sharma f,.f’ ‘I Rana Amit Kumar kadecTea/OTBETCTBEHHOE JIUIO;
f,x \ | e o | U )>h H 9
Date/ - Date / Date / ||Date / % ;_4 . g l,3/
Hara: 25.11.2025 Hata: 25.11.2025 Hara: 25.11.2025 Mara: )6 !
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CEPTUOPHKAT AHAJIN3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +51 28166 56001-02
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ProdJCt sl

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

IIpogYkT: Ketopon™ (keToponak) pacTBop Ajist BIYTPHBEHHOTO H BHYTPUMBILICYHOTO BBeAeHHs, 30 mr/mun
Batch No / . V250890 Batch Quantity / . 454545 ampules /
Cepus Ne ) O0BbeM cepuu © 454545 amny
Amalytical Report-Nu/ 890001848620 Datet Aualpsls : 25.11.2025
AHandTH4YecKkuii oTyer Ne Jarta ananauza

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

JlaTa npon3BoacTBa T'open no

Mfg. License No. /

Hpoussoxctenmas : MNB/05/263 i : JITI-Ne(008888)-(PT-RU)
JanueH3ust Ne Homep PY

Analysis performed according ND / Auamus nposeaen o HJI: JITT-Ne(008888)-(PT"-R1)-170225

Page30of6/Cip.3 136

Ne Test / IlokaszaTens

Results / PesyabTaThi

Specification / Hopma

Impurity A / Ilpumecs A

0.11 %

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

Impurity B / [Ipumecs B

Below LOD (LOD = 0.014 %) / Hixe
npeznena odHapyxenus (IT0 = 0.014 %)

not more than 0.50 % / ne 6osee 0,50 %;

Impurity C / I[Tpumecs C Below LOD (LOD = 0.010 %) / Huxe not more than 0.50 % / He 6onee 0,50 %;
npenena obxHapyxenus (IO = 0.010 %)
Impurity D / Hpumecs D Not detected / He oGHapyeHa not more than 0.20 % / ue 6osee 0,20 %.

Individual unidentified
impurity / ExuHuuHas
HeuAEeHTHGULIMPOBAHHAS
npuMech

Below LOQ (LOQ = 0.050%) / Huxe
npezena KOJTUYCCTBEHHOTO ONpPCACICHUA
(TIKO =0.050%)

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

Total impurities / CyMima
npuMecen

0.1%

Not more than 1.50 % / He 6onee 1,50 %.

8 Extractable volume®* /
HU3Bnekaemblii 00Lem™

10.3 ml/10.3 mn

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

He menee 10,0 mn (06beM, H3MEpEeHHBIH
Ha OCHOBaHHMHU 00bEAUHEHHOI O
coaepxxumoro 10 amrry).

9 Bacterial endotoxins /

<=0.725 EU/mg

Not more than 5.8 EU/mg of Ketorolac

BakTtepuanabHblie /<=0.725 E3/mr Trometamol. / He 6onee 5,8 EQ/mr
9HIOTOKCHHBI KeTopoJsaka TPOMETaMHHa.
10 | Sterility**/ NA Must be sterile. / JlomkeH 6BITh
CrepuiabHocTh** CTepUIBHBIM.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: Ilpoaykt coorBercTRyeT Tpeboranuim HJJ 3akmodenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
IMogrororneno: Vishal IMposepero: Pravesh IMposepeno (AOK): person / OnobpeHo: O6ecnedeHue
Sharma Rana Amit Kumar ; kauecTBa/OTBETCTBEHHOE JIHLIO:
N N M)
: Z e (V L
Date / Date / Date / Date / ) 6t Loy~
Hara: 25.11.2025 Jara: 25.11.2025 Hara: 25.11.2025 Hata: S
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIU3A

D1 N

Tel : +21 98166 56001-02

www.drreddys.com

Product ; /

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

Ilpoaykr: Kertopon® (keToponak) pacTBOp AJisl BHYTPHBEHHOTO W BHYTPUMBILIEYHOTO BBeieHMs, 30 mr/ma
Batch No / . V250890 Batch Quantity / . 454545 ampules /
Cepusz Ne ) O6bem cepun " 454545 amnyn
Al ot oo [P oA

z:;z ‘:;pt‘:;‘::ﬁ:;e 4 : 11/2025 I?g;ee:fnfxf’“y / : 10/2027

Mfg. License No. /

Hpon3soxcTaennas : MNB/05/263 R : JITT-No(008888)-(PI'-RU)
auueHsnst Ne Homep PY

Analysis performed according ND / Anaan3 nposenen nmo HJI: JITT-Ne(008888)-(PI'-RU)-170225

Paged4of 6/ Crp. 4136

ynaKoBKH

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 mut B aMmIynel U3 CBETO3ALIUTHOIO
CTeKJIa TEMHO-KOPHYHEBOIO LIBETA Kjlacca
I. B BepxHeil yacTH aMIyJibl HaHECEHBI
KOJIbLIO M TOUKA s pasiioMa. Ha amnyny
HaKJIEHBAIOT STHKETKY.

Ilo 10 ammynm BMecTe ¢ JHCTKOM-
BiaapiieM B [IBX/amomuHUEBBIH
6mucrep. Ilo 1 Gnucrepy B mauky
KAP'TOHHYH).

Ne Test / IlokasaTens Results / PesynbTaThl Specification / Hopma
11 | Assay/KoaundecTBeHHOe 29.94 mg /29.94 mr From 27.0 mg to 33.0 mg of Ketorolac
onpejesieHUe Trometamol per 1 mL. / Ot 27,0 Mr mo
33,0 Mr keToponaka TpoMeTamMona B 1 mi.
12 Ethanol content / 3Tanou 11.72 %/ 11.72 % From 10.60 % (v/v) to 13.10 % (v/v)./
Or 10,60 % (06/06) 10 13,10 % (06/06).
13 Packaging / OnucaHue 1 mL in class I light-shielding dark amber | 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.
i

IMo 1 MJ B aMItysbl U3 CBETO3ALIUTHOTO
CTeKJIa TEMHO-KOPHYHEBOr'o LIBETa KJlacca
I. B BepxHed 4acTu ammysnbl HaHECEHBI
KOJIBLIO M TOUKa [Ist pazioma. Ha ammyny
HAKJIEMBAIOT STHKETKY.

[Tu 10 damuy) Bmecle C  JIMCIKUM-
paavimeM b [IBX/amomMiimenLiii
6mucrep. Ilo 1 6nucrepy B mauky

KapTOHHYIO; 012 cmayuoHapos: no 2, 3, 5
6JMCTEPOB B Na4Ky KAPTOHHYIO.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeyanue: [TpoaykT cooTBeTCTBYET TpebopanusiM HJJ 3akmouenne: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[Toarotosneno: Vishal [Tposepeno: Pravesh  |[[TpoBepeno (AOK): person / Ono6peHo: Obecneuenne
Sharma P Rana Amit Kumar kadecTBa/OTBETCTBEHHOE JIULO:
/ ‘; - 1
Date / Date / Date / Date / ) bl Lt 58
Hara: 25.11.2025 Hara: 25.11.2025 Hata: 25.11.2025 Hara:
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Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
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CEPTUDPUKAT AHAJIU3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, iNDIA
Tel : +21 28166 56001-02
www.drreddys.com

——

- Produzt 5ol Ketorol® (Ketorolac) solution for intravenous and intramuscular inj ections, 30 mg/ml

IIpoaykr: Kertopon" (keToposniak) pacTBOp /1 BHYTPHBEHHOTO H BHYTPUMBIIIEYHOTO BBeAeHUs, 30 Mr/mn
Batch No / . V250890 Batch Quantity / . 454545 ampules /
Cepusr Ne ) O6bem cepun ° 454545 amnyn
Analytical Repourt No/ . 890001848620 Date of Analysis / . 25.11.2025
AnandTuyeckuii oTyer Ne Jarta anaaunza

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

Jara ripou3BoacTBA T'onen no

Mfg. License No. /

Hpoussoxcraernmas : MNB/05/263 BLA irnLiers : JTTT-Ne(008888)-(PT-RU)
JHueH3us Ne Howmep PY

Analysis performed according ND / Ananu3 npogenen nmo HJI: JITT-Ne(008888)-(PT-RU)-170225

PageSof 6/ Ctp. S u3 6

* Tests are not performed during the stability investigation. / * MicribITaHHs He NPOBOAST B XOJi€ HCCIICAOBAHUS

cTaOUNBHOCTH.

** Release quality control of the perfomance is carried out for every 15th batch. / ** I1pu Beinycke npenapara
KOHTPOJIb Ka4eCTBA I10 T0KA3aTeNI0 IPOBOAMUTCS U1 KaxkAoH 15-0i cepum.

API name / Haumenosanue AD®C:

Ketorolac Trometamol / KeToponaka TpoMeTaMost

INN / MHH:

Ketorolac / Ketoponak

API manufacturer batch number /

rJd:

2KTM0320625
Homep cepum npoussoautes ADC: 0
FP Manufacturer API Batch number /
Homep cepuu cy0cTaHUMH IPOU3BOAUTENS FESA00395

API Manufactured by & country /
IMpoussoantens APC, cTpana:

Symed Labs Limited, India /
Caitmen Jlabc JIumurten, Unnus

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

HaumenoBaHue, agpec, THUEH3US A
IIpouseoacTBennas miowaaka / Ilnomagka
KUH 1 puas kaygecs Ba / Ilnvmanka oinyika

Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol, Nalagarh
Road, Baddi, Distt. Solan, H.P. 173205, India (license No No MNB/05/263) /
J-p Penou’c Jlabopartopuc Jita., Unnus, IpousBoacTBEHHOE NOApa3eneHue-6,
Bunn. Kxons, Hanarapx Poyn, bagnu, ductpukt Conan, X.I1., 173205, Unaus

(muuenzust 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

Remarks : The Product confirms to ND/

[Mpumeuanne: [TpoaykT cooTBeTcTBYET TpeboBaHuAM HJL

Conclusion : APPROVED /
3axaouenue: ONOBPEHO

Prepared by / Checked by /
IMoarotosnexo: Vishal ITposepeno: Pravesh

Sharma P h‘ Rana
/

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

N

N—"_

/

i

Approved by: Quality Assurance/Authorized
person / OnobpeHo: Obecnieuenne
kauecTBa/OTBETCTBEHHOE JIHIIO:

15

-

Date / Date /
Hara: 25.11.2025 Hara: 25.11.2025

Date /
Hara: 25.11.2025

)/fz.-”" l(wi'g
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Vill. Kho!, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, iNDIA
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CEPTHPUKAT AHAJIHU3A

www.drreddys.com

Pmduﬁc‘t—: / Ketorol™ (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml

Hpoaykr:  Keropon" (keToposak) pacTBOp [isl BHYTPUBEHHONO M BHYTPUMBILIEYHOTO BBeieH s, 30 Mr/mn
Batch No / . V250890 Batch Quantity / . 454545 ampules /
Cepust Ne ) O6bem cepun " 454545 amnyn
Analytical Repourt No/ . 890001848620 Date of Analysis / . 25.11.2025
AHanATHYeCKHH oT9eT Ne Jara aHanu3a

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

JaTa xXIpou3BOACTBA I'omen a0

Mfg. License No. /

Hponssoncraenmas : MNB/05/263 Lingeryt oo : JIT-Ne(008888)~(P'-RU)
JHneH3ns Ne Homep PY

Analysis performed according ND / Ananns nposenen mo HJI: JITT-No(008888)-(PI'-RU)-170225

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». /

3akaoyeHne 0 cooTBeTcTBUM: «HacTosiiuM s moaTBepXKaar0, UTO NMpUBENEHHAs Bblle WHPOpMaLMs SABNAETCS NOCTOBEPHON U
TOYHOW. JTa cepus TNpOAYKUMH NpousBeieHa (BKJIFOHAs YMakoBky (MapKHMpOBKY) M KOHTpOJIb KayecTBa) Ha BbILIEyKa3zaHHOM
IPOM3BOACTBEHHOM TUtoLtanke (MIOManKax) B II0JHOM COOTBETCTBUM ¢ TpeboBaHusAMu [IpaBun Haanexauled MpOU3BOACTBEHHOMH
npakTUKH EBpa3zuilcKOro 3XKOHOMHYECKOro cOK3a U TpeOOBAaHUAMU KOHTPOJS KauecTBa JICKApCTBEHHBIX CPEACTB, a TakXe B
COOTBETCTBHMH CO crnelupUKaLUAMY, COlepKalUMHICA B PErUCTPAlHOHHOM JOChE CTPaHbI-MMIOPTEPa. 3allUCH 110 IIPOM3BOLACTBY,
YNaKkoBKE M aHANMU3y NPOBEPEHbl, X YCTAHOBIEHO WX COOTBETCTBHE TpeboBaHuaM [lpaBun Haexalleidl NPOU3BOACTBEHHOM

NpaKTHKHA EBpawﬁcr(oro 3KOHOMUYECKOIo COoro3an.

Page 6 of 6/ CTp. 6 u3 6

Remarks : The Product confirms to ND/

[Mpumeuanne: [IpogykT cooTBeTCTBYET TpebosanusmM H/J

Conclusion : APPROVED /
3aknwyenne: OAOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[Moarotosneno: Vishal [Iposepeno: Pravesh [Tposepeno (AOK): person / Onobpeno: ObecrnedyeHue
Sharma -~ Rana Amit Kumar Kavectea/OTBETCTBEHHOE Anwo:
e o [\ -
[ N~ 3 J LY BJ’
|Date / Date / Date / Date / |~ vy
Jara: 25.11.2025 Hata: 25.11.2025 Hara: 25.11.2025 JHara: )/ 6
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