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CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJII3A

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
www drreddvs.com

Product : /

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

Ipoaykr: Keropon® (keTopornak) pacTBOp ist BHYTPHBEHHOTO ¥ BHYTPHMBILIEYHOTO BBEACHHS, 30 MI/MT
Batch No/ 1 V220255 Batch Quantity / : 209090ampules /
Cepus Ne O6bem cepun 209090 amnyn

Analytical Report No / : 890001587673 Date of Analysis / 1 22.04.2022
AHasuTHYeCKH# oTyeT No Hara anammsa

Date of Manufacture / : Mar.2022 Date of Expiry / : Feb.2025
JdaTta nponseoacrea T'omen no

[Analysis performed according ND / Ananus nposenen no HJI: JIT1-001365-170222

Page 1 of 4/ Crp. 1 u3 4

1;.00 Test / Tloxa3zarenn Results / PezysanTaTel Specification / Hopma
1 Description / Onucanue Clear  colorless  solution. / | Clear colorless to pale yellow solution.
[Tpo3pauHblii GecLiBeTHBII pacTBOD. /' Tlpospaunbiii GeCUBETHBIH MWwiK
CBETIIO-XKEJIThIH PacTBOP.
2 Identification / The retention times of the main | The retention times of the main peaks
MoanuuHOCTL peaks in the chromatogram of test | in the chromatogram of test solution
solution correspond to those in the | should correspond to those in the
chromatogram of standard solution | chromatogram of standard solution of
of ketorolac tromethamine and | ketorolac tromethamine and naproxen
naproxen (Assay section) / Bpemena | (Assay section) / Bpemena
YACPXKHMBAHUSA OCHOBHLIX IIMKOB Ha | YAEpKMBAHMS OCHOBHBIX IHKOB Ha
XpoMaTorpamme UCTBITYEMOTO | XpOMaTorpamMe HCTIBITYEMOTO
pacTBopa COOTBETCTBYIOT BpDEMEHaM | DPacTBOpa AONKHBI COOTBETCTBOBATH
YAEPXKHMBAHUA OCHOBHBIX NHKOB HA | BpPEMEHAM YIEPKMBAHMA OCHOBHBIX
XpoMarTorpamme CTaHAApTHOrO | [HKOB Ha XpomaTorpamMme
pacTBopa KETopoJlaka TpPOMeTaAMHHA | CTaHRApPTHOrO PacTBOpa KeToponaka
[’} HanpoKceHa (pasmen | TpoMeTaMuHa H HampoKceHa (pasmen
«KonmuecTBeHHOE onpenenesue») «KonugyecTBEHHOE ONpeIe/ieHUEN)

3 Clarity / IIpo3zpauHocth Complies / CooTBeTcTBYET The opalescence of the sample should
not exceed opalescence of reference
suspension I. / Onanecueniys
npenapara He A0JDKHA NPEBBIIATh
ONAIECLEHIIMIO STAJIOHA CpaBHEHMA 1.

4 Color / IIeTHOCTH 0.04 Not more than 0.20 at 430 nm. /

He 6omee 0,20 npu AiHE BOJIHBI
430 um.
5 pH 7.34 From 6.9t07.9./016,9 no 7.9.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
| Ipumeuanue: [poaykT cootBeTcTByeT TpeGoBanusm HJT 3aknwuenne: OJJOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
oarorosneno: Pravest "']Iana IIpoeepeno: Ramakant Opobpeno: Menemxkep / Pykosoautens
- O \ “A} _ Pawan Kumar ©
) Sl o
Reprint Date / Reprint Date / Reprint Date /
Hara: 22.04.2022 Hara: 22.04.2022 Hara: 22.04.2022

Registered Office: 3-2-237, 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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[ Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml

AnanuTudeckuii order Ne

Ipoaykrr: Ketopon™ (keroponak) pacTeop juisi BHYTPHBEHHOTO H BHYTPHMBILIEYHOTO BBEAEHHS, 30 MT/MI
Batch No / : V220255 Batch Quantity / : 209090ampules /
Cepus Ne O61eM cepun 209090 ammyn
Analytical Report No / : 890001587673 Date of Analysis / 1 22.04.2022

Jdarta ananuza

Jara nponssosicTBa

Date of Manufacture / : Mar.2022 Date of Expiry / : Feb.2025

Topen no

Analysis performed according ND / Auanns nposesen mo HJI: JITI-001365-170222

Page 2 of 4/ Ctp. 2 u3 4

6 Particulate matter / Mexanuudeckune BKJIIOYEHHSA

6A Visible particles /
BuauMeble yacTHLIB!

Complies / CooTBeTCTBYET Should correspond to requirements. /
B cooTeeTcTBUH € TpeGOBaHUAMH.

6B Invisible particles /

HeBupuMsle yacTuist:

i. Particles > 10 pm /
Yactnu pasmepom >
10 Mxm

il. particles > 25 pm/
YacTUI pa3MEpPOM >

13 not more than 6000 per ampoule /
He Oonee 6000 Ha amnyny;

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

H3BnekaeMblii 06bem

25 MKM
7 Related substances / PoncrBensble npumecu
Impurity A / Tlpumecs A 0.14 % not more than 0.20 % / ne 6omee
0,20 %;
Impurity B / IIpumecs B Not detected / He oGHapywera not more than 0.50 % / He Gonee
0,50 %;
- Less than LOQ (LOQ = 0.033 %) / Husxxe
Impurity C / Ilpumecs C NPEJIENa KOMMYECTBRHHOTO ONPEACHCHHA not more than 0.50 % / ne Gonee
(ITKO = 0.033 %) 0,50 %;
Impurity D / Ilpumecs D Below LOD (LOD = 0.014 %) / Hivke not more than 0.20% / He Gonee
npenena obuapyxkenus (IO = 0.014 %) 0,20 %.
Any unspecified impurity / 0.09 % Not more than 0.20 % / He 6onee
Envnnynas HeuneHTHUIHU- 0,20 %.
POBaHHas MPUMECh
Total impurities / Cymma 0.30 % Not more than 1.50 % / He 6Gonee
npumeceit 1,50 %.
8 Extractable volume / 1.0ml/ 1.0 mn Not less than label claim (1.0 mL)/

He menee HomunHansHoro (1,0 mi)

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: [Tponykt cooTBeTcTBYET TpeGoaHusm HJI 3axmouenne: OJTOEPEHO
Prepared by / i Checked by / Approved by: Manager/Executive /
IHonroroeneno: Pravesh Rana IIpoeepeno: Ramakant Q* Ono6peno: Menemxep / Pykosoautens

e ([} T Pawan Kuma '

b Jodo "

Reprint Date / Reprint Date / Reprint Date /
Harta: 22.04.2022 Hara: 22.04.2022 Hara: 22.04.2022
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CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIM3A

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

IpoayxrT: Ketopon® (keTopornak) pacTeop /uisl BHYTPHBEHHOTO M BHYTPHMBILLIEYHOTO BBEICHHA, 30 Mr/mu
Batch No / : V220255 Batch Quantity / : 209090ampules /
Cepus Ne O6bem cepun 209090 amnyn
Analytical Report No / : 890001587673 Date of Analysis / : 22.04.2022
AHaJHTHYECKHI oTueT No JlaTa anaan3za

Date of Manufacture / : Mar.2022 Date of Expiry / : Feb.2025

JaTa npoH3BOACTBA TI'ogen no

Analysis performed according ND / Ananan3 nposenen no H/T: JIT1-001365-170222

Page3 0of4/Crp.3n3 4

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BakTepHanbHbIe <=0.725 ES/mr tromethamine. / He Gonee 5,8 ED/Mr
SHIOTOKCHHBI KETopoJiaKka TpOMETAMUHA.

10 Sterility (every 15th batch) / Complies / CtepuieH Must be sterile. / [domkeH ObITh
CTepuabHOCTDb (1151 KoM CTEpHIbHBIM.
15-0ii cepum)
11 Assay / KonuuyecTBeHHOE 29.47 mg /29.47 mr From 270mg to 33.0mg of
onpejesieHHe CisHi3sNOs- C4H NOs (ketorolac
tromethamine) per 1 mL./ Ot 27,0 Mr
pife] 33,0 Mr C15H13NO3'C4H11NO3
(keToponaka TpOMETaMHKH) B 1 MiL.
12 Alcohol content / ITaHon 11.64 % From 10.60 % to 12.60 %. /
Ot 10,60 % 1o 12,60 %.

Remarks ;: The Product confirms to ND/
ITpumeuanue: IIpoAYKT COOTBETCTBYET Tpeboanmsam HJJ

Conclusion : APPROVED /
Zakmouenne: OJOBPEHO

Prepared by /
IMoxrorosneno: Pravesh Rana

Checked by /
[Mposepeno: Ramakant

fulst

Approved by: Manager/Executive /
Ono6peno: Menekep / PykoBoaurens

Pawan Kumar )?7/

Reprint Date /
Jata: 22.04.2022

Reprint Date /
Hata: 22.04.2022

Reprint Date /
Jara: 22.04.2022
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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

CEPTH®UKAT AHAJIU3A www.drreddys.com
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpogyxT: Keropon" (keToposiak) pacTBop A/is BHYTPHBEHHOIO M BHYTPHMBIIEHHOTO BECACHIA, 30 mr/mn
Batch No / : V220255 Batch Quantity / : 209090ampules /
Cepusi Ne O6bem cepun 209090 ammyn
Analytical Report No / : 890001587673 Date of Analysis / 1 22.04.2022
AHaJHTHYECKHH oTHeT Ne Jara apaauza
Date of Manufacture / : Mar.2022 Date of Expiry / : Feb.2025
JaTa npoH3BOACTBA Tonen Ao
Analysis performed according ND / Ananus nposesien no HJL: JIT1-001365-170222
Page4 of4/Crp.4u3 4
13 Packaging / YnakoBKka 1 mL in class I light-shielding amber | 1 mL in class I light-shielding amber
glass ampoules (USP). A cut ring | or dark amber glass ampoules (USP).
and point in the upper part of | A cut ring and point in the upper part
ampoule. A label is attached to | of ampoule. A label is attached to
ampoule. ampoule.
10 ampoules and a patient | 10 ampoules and a patient information
information leaflet in a | leaflet in a PVC/aluminum blister.
PVC/aluminum blister. 1 blisters in a carton pack;
1 blisters in a carton pack. / For in-patient facilities: 2, 3, 5 blisters
Mo 1 wMn B amnylsl w3 | ina carton pack./
CBETO3aLIUTHOIO crexna | ITo 1  wmMn B aMmmoyidsl U3
xopuunesoro kinacca I (USP). B | cBeTo3aldTHOIO CTEKJA KOPHIHEBOTO
BepXHel YacTH aMIysbl HAHECEHbl | WIM  TEMHO-KODMYHEBOrO  LBETa
KOMBIO W Touka mna pasioma. Ha | kmacca I (USP). B BepxHeill uacTu
aMITyJTy HaKJIeHBalOT STUKETKY. aMIyJibl HaHECEHH! KONbLO H TOYKa
[To 10 aMmyn ¢ WHCTpyKUMed mo | Ans pasnoma. Ha ammyily HaKneuBaioT
NMpHUMEHEHUIO HOMEINAIOT | ITUKETKY.
B IIBX/amoMHHUEBBIH OIUCTED. Ilo 10 amnyn ¢ HHCTpYKUMEH Mo
ITo 1 6ancTepy B NayKy KapTOHHYIO. | NPUMEHCHHIO [IOMEILAIOT
B [IBX/amoMuHueBbI# 6IHCTED.
Mo 1 6aucTepy B NauKy KapTOHHYIO;
I craudoHapos: mo 2, 3, 5
6J1MCTEPOB B MAYKy KapTOHHYIO.
14 Labelling / MapkupoBka According to ND / B coorsetctum ¢ HJI.
15 Storage conditions / In a place protected from light below 25 °C. Do not freeze. / B 3almiieHHOM
XpaHenue OT cBeTa MecTe IpH TeMmmepatype He Boie 25 °C. He 3aMOpaXuBaTh.
16 Shelf-life / Cpox roasocTH 3 years. / 3 roga.

Remarks : The Product confirms to ND/
ITpumeuanue: [poaykr coorsercTByeT Tpebosanmuam HJ

Conclusion : APPROVED /
3akmouenne: OJOLPEHO

Hara: 22.04.2022

Jara: 22.04.2022

Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosneHo: Pravesh Rana IIposepeno: Ramakant Ono6peno: Menemzkep / Pykosoaurens
)/ . W (QHE\TI/ Pawan Kumar |
— 1 i LV N ;%1__,__
Reprint Date / Reprint Date / Reprint Date /

Jara: 22.04.2022
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