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

[ 1)
Dr. Reddy’s ‘.o. Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P.,, 173 205, INDIA
CERTIFICATE OF ANALYSIS 1o . 451 95155 56004 07
CEPTU®UKAT AHAJIU3A  www.drreddys.com

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipoaykr: KeTopon™ (keToponak) pacTsop Ans BHYTPHBEHHOIO H BHYTPHMBILIEYHOTO BBE/CHI, 30 mr/mn
Batch No / : V250231 Batch Quantity / : 454545 ampules /
Cepusa Ne Obbem cepiii 454545 amnyn
Analytical Report No / : 890001803538 Date of Analysis/ : 14.04.2025
ApaguTaveckmii oTuer Ne HJdara ananusa
Date of Manufacture / : 03/2025 Date of Expiry / + 02/2027
JdaTa npon3BoJcTBA I'onen no
Analysis performed according ND / Anaans nposesen no HJL: JII1-001365-230124
- Page 1 of 5/Crp. 1 n3 5
i.f Test / [lokaszaTesn Results / PesyabTaThl Specification / Hopma
1 Description / Onucanue Clear  colorless solution. / | Clear colorless to slightly vyellow
[Mpo3payHsblii GecLBETHBIH PACTBOP. color solution. / IIpo3pauHslii
pacTBOp OT GEeCLBETHOTO 10 CBET/O0-
KeJTOro LBeTa.
2 Identification / The retention times of the main
HoaduHHOCTD peaks in the chromatogram of test
solution should correspond to those
HPLC/BOXKX Complies as prescribed/ in the chromatogram of standard
solution (Assay section) / Bpemena
CoOTBETCTBYET .
yIEepKUBaHHs OCHOBHBIX NMUKOB Ha
XpOMaTorpamme MCIBITYEMOTO
pacTBOpa [OJDKHBI COOTBETCTBOBATD
BpeMEHaM yIepXUBAaHUS OCHOBHBIX
NHUKOB Ha XpomarorpaMme
CTaHAapTHOTO pacTBopa (pasmen
«KonuyecTBeHHOE ONpeNeNeHue»)
UV- spectrophotometry / Complies as prescribed/ UV absorption spectra of the test
Y®-cnektpodoToOMETpUs CooTBeTCTBYET golution, aid {9 selufie. of te
standard sample of Ketorolac
Tromethamine in the range from 200
to 400 nm should have absorption
maxima at 322 + 2 nm. / Y-
CIEKTPBI TOTJIOLIEHUS
MCTIBITYEMOTO PAcTBOPa M PacTBoOpa
CTaH[apTHOTO 0fpa3la KeTopoJaxa
TpoMeTramuHa B obxactu ot 200 mo
400 HM JOJDKHBI UMETh MaKCHMYMBI
MOTJIONICHHUS TIPX 32242 HM.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Mpumeuanue: [IpoaykT cooTBeTcTBYET TpeboBanusam HJL 3akmwuenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Moarororneno: NE{%\E‘L\ ITposepeno: Pardeep Kumar | Onobpeno: Menewkep / PykoBoanTerns
" = Amit Kumar N
Reprint Date / Reprint Date/ Reprint Date / J
Jara: 14.04.2025 Hara: 14.04.2025 Jara: 14.04.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2939, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com
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Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Keropon™ (keToponak) pacTBOp 11t BHyTPHBEHHOTO M BHYTPUMBILIEYHOTO BBECHHS, 30 mr/mi
Batch No / 1 V250231 Batch Quantity / : 454545 ampules /
Cepus Ne O0Bem cepan 454545 amnyn
Analytical Report No / : 890001803538 Date of Analysis/ : 14.04.2025
AHanuTHYecKHH oTueT Ne Jara anann3sa
Date of Manufacture / : 03/2025 Date of Expiry / : 02/2027
JlaTa npon3BoAcTBA TI'open o
Analysis performed according ND / Anaaus nposenen mo HJI: JI1-001365-230124
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No

No Test / [TokazaTeanb

Results / Pe3yabTaThl

Specification / Hopma

3 Clarity / Ilpozpa4yHocTh

Complies / CooTBETCTBYET

The opalescence of the sample
should not exceed opalescence of
reference suspension L. /
OnanecueHnus npenapara He
JOJDKHA TPEBBILIATH ONANECLE HUHIO
3TaOHa cpaBHeHHus L.

4 Color / IlBeTHOCTD 0.05 Absorbance should be not more
than 0.20 at 430 nm. /
ITorsomeHne JOJKHO ObITh He
6onee 0,20 npu ANUHE BOJHbI
430 um.

5 pH 2 From 6.9 t0 7.9./ Ot 6,9 o 7.9.

6 Particulate matter / MexaHuueckue BKJIXOUYEHHUSA

6A Visible particles /
Buaumbie YacTHLBI

Complies / COOTBETCTBYET

Should correspond to requirements.
/
B cooTBeTCTBUM C TpeOOBaHUSAMH.

6B Invisible particles /
HeBuauMble YacTHILbI:

i, Particles> 10 pm/ 10 not more than 6000 per ampoule /
YacTtul pasmepoMm > He 6onee 6000 Ha ammyny;
10 MM

ii. particles > 25 pm/ 01 not more than 600 per ampoule /
4acTuL pa3MepoM > He 6onee 600 Ha amyiy.
25 MKM

7 Related substances / PoacTeennbie npumecH
Impurity A / Ilpumecs A 0.09 % not more than 0.20 % / He Goinee

0,20 %,;

Remarks : The Product confirms to ND/
IMpumeuanue: [Ipoaykr coorBeTcTBYeT TpebopanusM HJT

Conclusion : APPROVED /
3akmouenune: OJJOGPEHO

Prepared by / Checked by /
IloarotosneHo: N&E\ IMporepeno: Pardeep Kumar

=

Approved by: Manager/Executive /
OnoOpeno: Menemxep / Pykosomurens
Amit Kumar e -

Reprint Date /
Jara: 14.04.2025

Reprint Date /
Jara: 14.04.2025

Reprint Date / Y
JlaTta: 14.04.2025
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Tel: +91 40 4900 2900, Fax: +91 40 4900 2939, Email: mail@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

Tel : +91 95165 56001-02

CEPTAPUKAT AHAJIU3A www.drreddys.com
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpogykr: Ketopon™ (keToposiak) pacTBOp /i BHYTPHBEHHOIO W BHYTPHMBIILEYHOTO BBeAeHHs, 30 Mr/mn
Batch No / : V250231 Batch Quantity / : 454545 ampules /
Cepnsa Ne Oo6bem cepuu 454545 amiyn
Analytical Report No / : 890001803538 Date of Analysis/ : 14.04.2025
AHaauTHuYecKHi oTyeT No JlaTa anaanza
Date of Manufacture / : 03/2025 Date of Expiry / : 02/2027
JlaTa npoH3BOACTBA Tonen go
Analysis performed according ND / Anaaus nposegen no HJI: JII1-001365-230124
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1}? Test / [Toka3zarenn Results / Pe3ysabTaThl Specification / Hopma
Impurity B / Tlpumecs B Below LOD (LOD =0.014 %) / not more than 0.50 % / He GConee
Hwxe npenena obnapyxenus (I10 = 0,50 %;
0.014 %)
Impurity C / ITpumecs C Below LOD (LOD = 0.010 %) / not more than 0.50 % / ne Gonee
Hwxe npepena obHapyxenus (I10 = 0,50 %;
0.010%)
Impurity D / Ilpumecs D Below LOD (LOD = 0.014 %) / not more than 0.20 % / He Gonee
Huxe npenena obHapysxkenus (I10 = 0,20 %.
0.014 %)
;ndiviflua/l l1~:1nid<=,ntiﬁed Below LOQ (LOQ = 0.05%) / Iglgto f’nore than 0.20 % / He ©onee
IR UL /AE AMHIHHAA Hunke npesena KOJIUM4eCTBEHHOTO 20 %.
HeMIeHTHHINPOBAHHAS onpezenenus (ITKO = 0.05%)
MpUMeECh
Total impurities / Cymma 0.1% Not more than 1.50 % / He Goinee
npuMecei 1,50 %.

8 Extractable volume / 10.1 ml/ 10.1 M7 Not less than 10.0 ml (collectively
H3pnexaemblii 00bem measured volume of 10 ampoules) /

He menee 10,0 M (00beM,
W3MepeHHbIH Ha OCHOBaHHMH
06BbeIMHEHHOTO coaepskumoro 10
aMIy)

9 Bacterial endotoxins / <=0.725 EU/mg Not more than 5.8 EU/mg of
BakTtepnaiabHble /<=0.725 E3/mMr Ketorolac Trometamol. / He 6onee
IHAOTOKCHHBI 5,8 EO/Mr KeTopoJIaKa

TPOMETaMHHa.

Remarks ; The Product confirms to ND/

[Mpumeyanue: IIpoaykr cootBeTcTByeT TpeboBanusam HJI

Conclusion : APPROVED /
Zakmouenne: OJOBPEHO

Prepared by /

IToarorosneHo: I)\J\ig{il

Checked by /
[IpoBepeno: Pardeep Kumar

Approved by: Manager/Executive /
Ono6peHo: Menemkep / Pykosonurenk
Amit Kumar N—

Reprint Date /
Hara: 14.04.2025

Reprint Nate /
Jarta: 14.04.2025

Reprint Nate /
Hara: 14.04.2025

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

Ipoaykr: Keropon" (keToponak) pacTBop Jijisi BHYTPHBEHHOTO M BHYTPHMbIIEUHOTO BBEACHHUS, 30 Mr/mn
Batch No / : V250231 Batch Quantity / : 454545 ampules /
Cepus Ne O6bem cepHH 454545 amnyn
Analytical Report No / : 890001803538 Date of Analysis/ : 14.04.2025
AHaIMTHYeCKHIl oTyeT No JlaTa aHaqamn3a

Date of Manufacture / : 03/2025 Date of Expiry / : 02/2027

JlaTa npoM3BOACTBA T'ogen 1o

Analysis performed according ND / Ananu3 nposenen mo HJ/I: JIT1-001365-230124
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amber glass ampoules (USP). 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 blisters in a carton pack /

Ilo 1 w™Mn B aMmnoylsl u3
CBETO3AlLIUTHOIO CTeKJia TEMHO-

xopuuHeBoro knacca 1 (USP). B
BEpXHEH YacTW aMIlysbl HaHEeCCHbI
KOJIBIIO W TOYKa AN pasioma. Ha
amITyJly HaKJI€HBatOT 3TUKETKY.

IIo 10 amMmyn ¢ HHCTPYKIMEH MO
NPUMEHEHHIO HOMEIAI0T
B [IBX/antoMuHIEBBIH OIHCTED.

i.:) Test / [loka3zare/ib Results / Pe3ysbTarsl Specification / Hopma
10 Sterility (every 15th batch) / NA Must be sterile. / JlomkeH ObITh
CrepuabHOCTE (MJISl KAXKA0H CTEPWJIBHBIM.
15-0ii cepun)
11 Assay / KonnuyecTBeHHOe 30.17 mg/30.17 Mr From 27.0 mg to 33.0 mg of
onpenejieHHe C9H24N206 (Ketorolac
Trometamol) per 1 mL / Ot 27,0 mr
10 33,0 mr Ci9H24N2Og (keTOponaka
TpomeTtamon) B 1 M.
12 Alcohol content / Tanos 11.78 % From 10.60 % (v/v) to 13,10 %
(viv)./
Ot 10,60 % (06/06) mo 13,10 %
(06/06).
13 Packaging / YnakoBka 1 mL in class I light-shielding dark | 1 mL in class I (USP) 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[lo 1 m™Mn B aMmmyiabsl W3
CBETO3ALIUTHOTO CTEKJIa TEMHO-

kopu4HeBoro ugerta knacca I (USP).
B BepxHeli yacTH aMITyJibl HAHECEHbI
KOJIbLIO K TOYka Jjs pasnioMa. Ha
aMITyJTy HaKJIEUBAIOT 3THKETKY.

Ilo 10 amMmyn ¢ HHCTpykuMeH no
MIPUMEHEHUIO B

Remarks : The Product confirms to ND/

Ipumeuanue: [Iponykt cooTBeTcTBYET Tpebosanusm HJI

Conclusion : APPROVED /
3akmouenue: OJOBPEHO

Jlata: 14.04.2025

Hara: 14.04.2025

Prepared by / Checked by / Approved by: Manager/Executive /
IToproroeneno: Nagri \ Iposepeno: Pardeep Kumar | OnoGpeno: Menemkep / PygoBoauTesb

A ] = Amit Kumar N =~
Reprint Date / Reprint Date / Reprint Date / '

Hara: 14.04.2025
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“Product : /

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

Hpoaykr: Ketopon®™ (keToponak) pacTBop JUlsi BHYTPMBEHHOTO U BHYTPUMBIILEUHOTO BBeAeHHS, 30 mr/mn
Batch No / : V250231 Batch Quantity / : 454545 ampules /
Cepusa Ne O0beM cepuH 454545 ammyn
Analytical Report No / : 890001803538 Date of Analysis/ : 14.04.2025
AnajauTHyeckuii oTuer Ne JaTa anaauza

Date of Manufacture / : 03/2025 Date of Expiry / : 02/2027

Jata npoH3BoAcTBa I'onen mo

Analysis performed according ND / Ananu3s nposegen no HJI: JI[1-001365-230124

PageSof 5/Ctp.Sm 5

i.‘? Test / [loka3aTe/ib Results / PesyabtaTthl Specification / Hopma
ITo 1 6nucTepy B Mauky kapToHuywo. | TIBX/amomunueBwidi Gnuctep. Ilo
1 6nuctepy B Nauky KapTOHHYIO;
o cmayuonapog: no 2, 3,5
GJIMCTEPOB B MAUKY KApTOHHYIO.
14 Labelling / MapkupoBka According to ND / B cootBerctBuu ¢ H/I.
15 Storage conditions / In a place protected from light below 25 °C. Do not freeze. / B 3ammiueHH0M
Xpanenue OT CBETa MeCTe TpH Temmepartype He Boillie 25 °C. He 3amopaxuBath.
16 Shelf-life / Cpok roaHocTH 2 years. / 2 roga.

API name / Hanmenosanue A®C:

Ketorolac Trometamol / KeToponaka TpoMeTamorn

INN / MHH:

Ketorolac / Keroponak

API manufacturer batch number /
Howmep cepun npousepoaurens ADC:

2K'TM0601024

FP Manufacturer API Batch number /

Howmep cepuu cy6cTanunn npoussoantensa IJIdD:

FERA00632

API Manufactured by & country /
IIpouzsoautenb ADPC, crpaHa:

Symed Labs Ltd., India /
Caiimen JIa6e JIta., Uuaus

Remarks : The Product confirms to ND/

ITpumeuanne: [TponykT cooTBeTcTBYeT TpeboBaHusaM HJT

Conclusion : APPROVED /
Zakmwuenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /

IToarorosneno: Ngg{ii ITposepeno: Pardeep Kumar | Ono6peno: MeHemkep / PykoBoauTesnb
AR — Amit Kumar N o

Reprint Date / Reprint Date / Reprint Date / i

Jata: 14.04.2025 Jara: 14.04.2025 Jlara: 14.04.2025
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